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Preface 

The Fourth Programme of Action for the Environment 1987-1992 sets out as one of its top 
priorities the correct application of the European directives for the protection of the environment 
by all member states. This goal is to be pursued with increased vigour by the Commission of the 
European Communities and it is to this end that this legislation is collected together in four 
volumes -in the nine languages of the Community. 

The responsible authorities in each member state will have in this way a handy reference on 
the correct version of a particular directive. 

The organisations for the protection of the environment and the public in general can find in 
these volumes what has been achieved until now for the European environment 

The various economic sectors can find here the directives that affect the organisation of their 
work. 

In addition, there are included here multilateral conventions signed by the Community along 
with its neighbour countries - as well as many countries of the rest of the world - for the 
preservation of our planet. 

These texts are the result of the collaboration of the member states within the Council of 
Ministers along with the Commission, under the scrutinizing eyes of the European Parliament 
and the Econmic and Social Committee. All in all they represent an impressive part of the 
growing domain of European law. 

They have been achieved in a rather short time since the beginning of the active pursuit of a 
European environmental policy in 1973. 

Finally these texts owe their existence not in a small measure to the efforts of all those who 
have been working in the Directorate-General XI for the Environment, Consumer Protection and 
Nuclear Safety. 

They, along with me, proudly dedicate these four volumes to the people of Europe as our 
contribution to their well-being. 

L. J. Brinkhorst 
Director General 
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Introduction 

1. The nature of the European Community 

The European Community is a unique political entity. It is neither a national government nor 
just an international organisation. The EC member states are not subnational entities (like the 50 
states of the USA or the German Lii.nder) but sovereign states. Still, these states have given the 
Community law-making and law-enforcing powers that go far beyond those of international 
organisations such as the United Nations, the Organisation for Economic Co-operation and 
Development (OECD), or the secretariats set up under numerous international treaties whose 
primary functions are to gather information and propose actions. 

The European Community has institutions which can propose and adopt legislation that is 
binding on citizens and the member states without further national review or ratification. Further, 
it can monitor, coordinate and enforce the implementation of its laws. 

2. The Institutions of the European Community 

The European Community was established by the 1957 Treaty of Rome, the Euratom 
Treaty, and the Treaty on Coal and Steel; it was strengthened by a series of amendments to the 
Treaties which are contained in the Single European Act of 1987. 

At present, the EC has 12 member states - Belgium, Denmark, the Federal Republic of 
Germany, France, Greece, Ireland, Italy, Luxembourg, the Netherlands, Portugal, Spain and the 
United Kingdom. 

The EC has an elected Parliament, a Council of Ministers with legislative powers, a 
Commission to propose and administer laws and regulations, and a Court of Justice to interpret 
and enforce its laws and the founding Treaties. The Economic and Social Committee advises the 
Council and Commission on current issues of law and policy. 

2.1 The Council 
The Council is composed of one minister from each of the member states; in practice the 

Council is composed of the minister responsible for the subject under discussion. Thus, it has 
become usual to refer to the 'Agriculture Council' or the 'Environment' or 'Consumer Affairs' 
Council. The 'European Council', composed of the prime ministers or heads of state, meets at 
least twice a year to discuss broad policy issues, including environment. 
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The Presidency of the Council passes from one member state to the next every 6 months (in 
alphabetical order in the language of each country). It decides the agenda for and presides over 
the Council meetings. 

The Council is the main legislative institution of the Community. It can only act upon a 
proposal from the Commission. It may request the Commission to make a proposal on a 
particular subject, but this request is not mandatory. 

Each member state maintains a Permanent Representation in Brussels to maintain relations 
with the EC institutions. The Committee of Permanent Representations (COREPER) and its 
working groups prepare issues for the Council. The working group is chaired by an official of 
the member state that holds the Presidency of the Council. Hence, the priorities set during each 
Presidency affect not only the decisions of the Council during that Presidency but also the 
agendas for the following 12-18 months. 

Most environment legislation falls under the competency of the Environment Council, but 
some issues might fall under the competency of the Council that deals with the Internal Market or 
Industrial Affairs, Agriculture or others. Occasionally, as in the case of dangerous chemicals, a 
special, combined Council will be convened to consider proposed legislation or issues that cut 
across several areas of competence. 

2. 2 The Commission 
The Commission has the sole, formal power to propose legislation. It is composed of 17 

Commissioners, proposed by the member states, who serve for a collective 4-year term of office 
and must take an oath that they are free from influence by their national government. 

The Commissioners meet one day each week, normally Wednesdays, and must agree on all 
legislation proposed to the Council. 

The Commission is supported by a number of administrative units: 'Directorates-General' 
and 'Services'. The Directorate-General XI (DG XI) is responsible for Environment, Consumer 
Protection and Nuclear Safety. The DG V- Employment, Social Affairs and Education- is 
responsible for worker safety and the DG m - Internal Markets and Industrial Affairs - is 
responsible for much product safety legislation, including pharmaceuticals, veterinary medicines, 
foodstuffs and food additives, and some dangerous chemical products. The DG VI- Agriculture 
- is responsible for pesticide regulation. 

The Commissioners' responsibilities may cut across the competencies of or be divided 
among 2 or more Directorates-General. 

In addition to its power to propose legislation, the Commission may adopt legislation in 
certain limited areas. This power, for example, is often used to adapt environmental laws to 
scientific or technical progress by amending requirements set out in annexes to the legislation; in 
such cases member states participate in the legislative process through a special committee. 

The Commission is also responsible for monitoring the implementation of EC legislation by 
the member states. It is the 'Guardian of the Treaty' and can bring a member state before the 
Court of Justice for failure to carry out the obligations laid down in the EC Treaties or legislation. 
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2. 3 The European Parliament 
If the Council of Ministers may be said to represent the national interests of the member 

states, and the Commission to represent the 'Community interest', then the Parliament can be 
said to represent the voice of the people. 

As the legislative role is fllled by the Commission and the Council, the European Parliament 
is left with a largely advisory role. Its opinion must be obtained before certain types of legislation 
can be adopted by the Council and it has used this power quite frequently to delay legislation to 
achieve concessions from the Commission and the Council. It can raise new issues in 
parliamentary inquiries, debates and resolutions. The Parliament's consultative role has been 
strengthened by the Single European Act 

Members of the European Parliament (MEPs) are elected every 4 years and have divided 
themselves into political groupings cutting across nationalities. 

Most of the work is carried out in the committees. 

The Parliament meets once a month for about a week in Strasbourg, and the plenary sessions 
are open to the public. The committees meet once a month, usually in Brussels. The deliberations 
of the Environment Committee are open to the public, but this is not the case for many of the 
other committees. 

2.4 The Court of Justice 
The Court is composed of judges appointed by agreement with the member states. The 

judges are assisted by advocates general who analyse and propose decisions on the cases brought 
before it 

Cases may be brought by: 

• the EC institutions against one another 

• the Commission against member states 

• the member states against the Commission 

• natural or legal persons against the member states or the Commission. 

National courts have retained the power to review actions taken by national institutions for 
implementation and enforcement of environmental legislation . They may apply to the Court of 
Justice for a preliminary ruling on an issue of EC law before reaching a decision. 

The Court of Justice does not normally have the power to apply sanctions, but under the 
Treaty member states are required to comply with its rulings and have generally done so. 
National courts, of course, do have the power to enforce their decisions, including those 
concerning Community' law. 
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2. 5 The Economic and Social Committee (ESC) 
The members of this Committee are nominated by the member states to represent employers, 

employees, and other public interest organisations, including local government, consumer and 
environmental organisations. Often, it too must deliver its opinion before EC legislation may be 
adopted. 

3 • Competence for Environmental Law 

3.1 The Treaties of Rome 
The Treaty establishing the European Economic Community did not provide for environment 

protection as such, but for the need to achieve 'the constant improvement of the living and 
working conditions'. The first environmental laws - those concerning products - were based on 
Art. 100, of the Treaty, which empowers the Council to issue directives for the aproximation of 
the laws, regulations or administrative actions in member states that directly affect the 
establishment or functioning of the common market. Later laws were based on Arts. 100 and 
235. The latter empowers the Council to take appropriate measures to attain, in the course of the 
operation of the common market, one of the objectives of the Community where the Treaty has 
not provided the necessary powers. 

3. 2 The Single European Act 
A new Title Vll 'Environment' (Articles 130 R, S & T) has been added to Part Three of the 

EEC Treaty covering the 'foundations and the policy of the Community', covering also human 
health and natural resource management. Environmental protection requirements must become a 
component of other Community policies. Art. 130 S empowers the Council to decide to take 
certain decisions by qualified majority. The text discusses the relationship between the 
Community and the member states at length and_ explicitly empowers the member states to 
maintain or adopt more stringent protective measures. 

The new Article 100 A on the internal market cuts across environmental protection interests 
by introducing decision-making by a qualified majority, the Council being required to take a 
'high level of protection' as its starting point. This clearly applies to product legislation, but is 
qualified by an escape clause permitting member states, for reasons of worker or environment 
protection, to continue to apply existing, more stringent legislation, provided it is not 
protectionist. 

The meaning of this overlap between the protection of the common market and the protection 
of the environment where decisions are taken by qualified majority will before long probably 
have to be decided by the Court of Justice. 
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4. Forms of European Community Legislation 

The Council can adopt: 

• non-binding recommendations and resolutions 

• regulations that are binding and directly applicable in all member states 

• decisions that are directly binding on the persons to whom it is addressed, including 
member states, individuals and legal persons 

• directives that must be implemented by the laws or regulations of the member states 
within a designated time limit 

Regulations are usually used for very specific purposes such as trade in products and 
financial matters; they have not often been used for environmental legislation, except for controls 
on trade in endangered species. 

Decisions have been primarily used in environmental legislation to authorise the Community 
to become a party to international conventions, but also for other purposes, e.g. to set up a 
system of information exchange on water quality. 

The directive is the main tool of Community environmental policy. It empowers the 
Community to define objectives, standards and procedures but allows the member states some 
flexibility in that implementation must take place through national legislation and regulation. 

In fact, environmental directives have sometimes been similar to regulations by laying down 
precise limits, controls, or technical, testing or labelling requirements, particularly regarding 
industrial products. 

Some directives have set environmental quality standards combined with implementation 
plans or monitoring systems. This system allows the member states greater latitude in setting 
controls on actual emissions of individual polluters while meeting overall goals set by the 
Community. 

Other directives have set broad environmental policy goals and encouraged cooperation 
among the member states without going so far as to defme actual limits to pollution. This can be a 
useful tool when agreement on precise controls cannot be achieved in the Council. 

The legislative process of the European Comunity is usually very thorough. It involves 
numerous close consultations with the member states, the European Parliament, the Economic 
and Social Committee, as well as private organisations, at both national and EC levels. During 
the process of developing their national positions on proposed EC legislation the member states 
must often formally consult their national parliaments and carry out informal consultations with 
national interest groups. 

This painstaking process of consultation is a necessary part of the development of laws that 
must: 

• serve the common interests of the European Community 

• be integrated into the different legal systems of the member states, and 

• be implemented by their different and varied administrations and levels of government 
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5 • Environmental Action Programmes 

Although not legislation, the European Community has adopted three 5-year Action 
Programmes to guide its activities. The Action Programmes set out the Commission's priorities 
for the coming period. 

The Fourth Environmental Action Programme 
On 24 October 1987 the Council formally adopted the Fourth Environmental Action 

Programme. 

The Fourth Programme will mark an important new phase in EC environmental policy. It 
reflects the fundamental improvement in the status of environmental policy under the Single 
European Act by calling for protection of the environment to become an integral part of EC and 
national economic and social policies, in particular the Common Agriculture Policy, and 
Regional, Social, and Development policies. 

Four areas are given top priority: 

• Implementation of EC legislation: The Commission intends to step up efforts to 
ensure that member states apply directives fully, controlling both formal legal compliance 
and practical implementation. It is examining the possibility of appointing Community 
environment inspectors, and plans to encourage individuals and NGOs to monitor and 
report implementation problems, and organize workshops where national authorities can 
discuss their experiences. 

• Substance'- and 'Source'- oriented pollution control: The Programme 
reinforces the Community's commitment to preventive environmental policies by adopting 
a 'substance-oriented' approach to the regulation of existing problem chemicals such as 
asbestos, cadmium and lead. This approach is based on the analysis of all emissions of the 
substance to the environment and its movement and distribution through air, water and 
soil. It also seeks to revive the 'source-oriented' approach (all emissions from an 
installation to whatever environmental medium). 

• Information: In 1987, the Commission has promised to draft a proposal that would 
expand the rights of citizens to obtain information from government about environmental 
policies and problems. It will also publish a report on the state of the environment every 
three years, beginning in 1987. 

• Job creation: The Commission has proposed a five-year programme of demonstration 
projects in all member states to examine the job-creation potential of environmental 
investment. 

Cynthia Whitehead 

Brussels, 1987 
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Summaries of the legislation 

Council Directive 67/548/EEC - Testing of chemicals 

This Directive has been amended 16 times since its adoption, 11 of the amendments are 
currently in effect. The purpose of the principle Directive was to harmonize the laws of the 
Member States on the the testing, classification, packaging and labelling of chemicals that are 
dangerous to people or the environment. In 1979, the '6th Amendment' to the Directive (Council 
Directive 79/831/EEC) introduced a pre-market testing and notification system for new chemicals 
placed on the Community market. 

The Directive distinguishes between 'new' and 'existing' chemicals. Existing chemicals are 
those which were placed on the Community market before 18 September 1981 and are listed in 
the European Inventory of Existing Commercial Chemical Substances (EINECS). 

Every producer or importer who places a new chemical substance on the market for the first 
time in the European Community after 18 September 1981 must submit a notification dossier 
about the chemical to a national competent authority at least 45 days in advance. Existing 
chemicals are exempt from notification. 

The notification must contain 4 items: 
• a technical dossier supplying the information necessary for evaluating foreseeable risks, 

whether immediate or delayed, that the substance may entail for people or the 
environment 

• a declaration concerning the unfavourable effects of the substance in terms of the various 
uses envisaged (i.e. a risk assessment) 

• proposed classification and labelling if the chemical is hazardous 
• proposals for precautions for safe use and disposal. 

The contents of the technical dossier are set out in Annex VII. This 'base set' of information 
is intended to be a screen for health and environmental hazards. It includes physicochemical 
data, toxicological and ecotoxicological tests, production quantities, uses, safety measures, and 
ways of rendering the substance harmless. 

A summary of the notification is sent by the national competent authority to the Commission, 
which circulates it to the other competent authorities during the 45-day waiting period. Unless 
there is an objection, the substance may be placed on the market at the expiration of the waiting 
period. A properly notified substance may be marketed throughout the entire Community; it may 
not be subjected to further, prior national controls. 

Substances which are already subject to Community controls, such as pharmaceuticals, 
narcotics, and radioactive substances, are excluded from the scope of the Directive. 

Low-volume (under 1 tonne/year) and research chemicals, and polymers containing less than 
2% of a new monomer are considered as having been notified. A limited 'announcement' must 
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still be submitted to the national competent authority of each member state where the substance is 
marketed. 

More thorough toxicological and ecotoxicological testing is required at certain threshold levels 
of marketing- 100 tonnes/year of 500 tonnes total, 1,000 tonnes/year or 5,000 tonnes total. 
These tests are set out in Annex vm. 

Follow-up information also may be required before these production levels are reached, for 
example in the event of: 

• new knowledge of the effects of the substance 
• new uses and exposure 
• changes in the properties caused by a modification of the substance 
• changes in annual or total marketing levels at 1 tonne, 10 tonnes or 50 tonnes. 

The Directive requires that the test methods respect efforts at international harmonisation. 
They are set out in Annex V and are based on the test methods adopted by the OECD Council in 
1981. 

The Directive lists 14 categories for the classification of dangerous substances according to 
their physicochemical or toxicological properties. They are: explosive, oxidizing, extremely 
flammable, highly flammable and flammable, and very toxic, toxic, harmful, corrosive, irritant, 
carcinogenic, mutagenic, teratogenic, and dangerous for the environment. The classification 
criteria are given in Annex VI. 

Corresponding symbols (except for flammable and dangerous for the environment) for the 
labelling according to the substance's most dangerous properties are given in Annex IT. 

Standard risk phrases (R-phrases) to be used for describing the substance's dangerous 
properties on the label are given in Annex ill. Standard safety phrases (S-phrases) describing the 
necessary precautions in handling the substance are given in Annex IV. All of the chemicals 
which have been classified under the Directive are listed in Annex I, which is updated regularly. 
The Commission publishes in the Official Journal a list of all of the new chemicals which have 
been notified under the Directive. 

The Directive al~o contains basic requirements for the packaging of dangerous substances. 
Furthermore, the member states may also prescribe certain requirements such as child­

resistant fastenings or tactile warnings of danger. The technical details of these safeguards will 
be given in Annex IX, which is still in preparation. 

The Council directives made amendments to the text of the articles of the principle Directive. 
The Commission directives are known as the first through seventh adaptations to technical 
progress. They concern the addition of chemicals to Annex I and amendments to the Annexes 
which the Commission is empowered to make. Other adaptations have been made in 
consequence of the accessions of Greece, Spain and Portugal to the Community. 

The legislative acts which are no longer in force are listed in the table of contents in italics. 

Council Directive 82/501/EEC - Industrial accidents & emergency 
response 

The so-called 'Seveso Directive', named after the accident in the Italian town in 1976 which 
released clouds of dioxin, establishes a procedure whereby industrial plant operators, local and 
national authorities and the European Commission cooperate in identifying and controlling the 
risks of major accidents from industrial installations. 
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A major accident is defmed to be: an occurrence such as a major emission, fire or explosion 
resulting from uncontrolled developments in the course of an industrial activity, leading to a 
serious danger to man, immediate or delayed, inside or outside the establishment, and/or to the 
environment, involving one or more dangerous substances. 

The plant operator must take 'all measures necessary' to prevent major accidents and to limit 
their consequences for people and the environment. 

The Directive is divided into 2 parts. Under the first part, for general hazards, the 
manufacturer must be able to prove to the national competent authority at any time that it has 
identified existing major-accident hazards, adopted the necessary safety measures, and provided 
the persons working on the site with information, training and equipment in order to ensure their 
safety. 

Under the second part, certain industrial activities are subj~t to a notification procedure if one 
of the 180 chemicals on the list in Annex ITI are or may be present in the designated quantities, 
or if the chemicals listed in Annex IT are stored in the designated quantities. The notification is to 
be submitted by the manufacturer to the competent authority. It must contain detailed information 
about: 

• substances and manufacturing processes, hazards and risks, safety precautions and 
emergency procedures 

• the industrial plant, including siting, exposed groups and environment, sources of 
danger from the location of the plant, preventive measures and technical controls 

• possible major-accident situations, including emergency plans, safety equipment, alarms 
and resources. 

In the case of an accident, the manufacturer must immediately inform the competent authority 
about all aspects of it and the emergency response measures taken. The member state must 
immediately inform the Commission and prepare a complete report on the causes of the accident, 
emergency procedures, the nature and extent of the damage and medium and long-term measures 
to alleviate the damage. 

The Commission is keeping a register of information about major accidents. 
Citizens liable to be affected by a major accident, and also those living in neighbouring 

member states, must be informed and their governments must be consulted about emergency 
planning measures. 

The member states may impose more stringent requirements on their industries if they wish. 

Council Directive 87/217/EEC - Asbestos 

This is the frrst 'substance oriented' directive announced ·under the Fourth Environmental 
Action Programme which links controls on emissions to air, water and land. It is intended to 
supplement restrictions on asbestos laid down by Directive 76n69/EEC on marketing and use, 
and by other directives dealing with worker protection, discharges to air, and waste. 

A general duty is placed on the member states to ensure that asbestos emissions into the air, 
into water, and solid asbestos wastes are, as far as reasonably practicable, prevented by means 
of reductions at the source. 

It covers crocidolite, actinolite, antophyllite, chrysolite, amosite, and tremolite. A limit value 
for air emissions of 0.1 milligrams per cubic metre (mg!m3) is set, with an exemption for plants 
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emitting less than 5,000 m3/hour of gaseous discharges if they do not emit more than 0.5 grams 
per hour. 

Liquid effluents from asbestos cement and paper and board manufacture must be recycled. If 
recycling from the manufacture of asbestos cement is not 'economically feasible', the asbestos 
content of the wastes must not exceed 30 g!m3. The Directive applies to new plants, those which 
are built after 1 January 1989, and to existing plants (those built before this date) from 1 July 
1991. 

Work with asbestos products and the demolition of buildings may not cause significant 
environmental pollution by asbestos fibres or dust. 

In the course of transport and landfill, no asbestos fibres or dust are to be released and no 
liquids containing asbestos fibres are to be spilled. Waste is to be treated, packaged or covered 
so that no release from landfill will occurr. 

Monitoring methods for discharges to air and water are laid down. The Commission is to 
review the methods used and make recommendations for a harmonized system in March 1992. 

Council Directive 76/769/EEC - Marketing and use of dangerous 
substances (not included) 

The Directive created a framework for bans or restrictions on specific dangerous chemicals or 
preparations by means of an Annex. Member states must take all necessary measures to ensure 
that these dangerous substances and preparations are only placed on the market or used subject 
to the conditions specified. These restrictions do not apply to marketing or use for the purposes 
of research and development. 

The Directive does not apply to transport, exports to non-EC member countries or substances 
in transit and subject to customs inspection. 

The Directive first listed polychlorinated biphenyls and terphenyls (PCBs and PCfs) and 
monomer vinyl chloride. PCBs and PCfs may only be used in closed system electrical 
equipment, large condensers and for certain other applications. Monomer vinyl chloride may not 
be used as an aerosol propellant. 

Council Directive 79/663/EEC added trichloroethylene, tetrachloroethylene and carbon 
tetrachloride to the Annex. These substances may not be used in ornamental objects intended to 
produce light or colour effects by means of different phases, e.g. lamps and ashtrays. A flame 
retardant that had been used on childrens' sleepwear- Tris (2,3 dibromopromyl) phosphate may 
not be used in textiles intended to come into contact with the skin. 

Council Directive 82/806/EEC added benzene to the Annex and bans its use in toys where the 
benzene concentration is greater than 5 milligram/kilogram of the weight of the toy. 

Council Directive 82/828/EEC relaxed the principle Directive by allowing PCfs to be used 
until31 December 1984 in re-useable thermoplastic tooling compounds in the manufacture or 
maintenance of specified products, including gas turbines, nuclear reactors, ship and aircraft 
frames, semiconductor devices, and high-precision lenses. 

Council Directive 83/264/EEC added to ihe Annex two flame retardants and three substances 
used in sneezing powders and novelties. 

Council Directive 83/478/EEC added asbestos to the Annex. The marketing and use of 
crocidolite fibres and products containing them is banned, but the member states may allow 
products manufactured before 1 January 1986 to be marketed until 30 June 1988, or if they are 
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manufactured, placed on the market or used before 1 January 1986. Member states may also 
exempt fibres and semifinished products essential to the manufacture of asbestos-cement pipes, 
various types of seals and gaskets, and torque converters. All asbestos products, including 
crocidolite, must be labelled in accordance with the new Annex ll of the Directive (the original 
Annex becoming Annex I). 

Council Directive 85/467 /EEC bans all new uses of PCBs and PCfs and terminates, as of 30 
June 1986, the exemptions allowed under Directive 76n69/EEC. The second-hand sale of 
equipment containing PCBs or PCfs and fluids is also banned as of the same date. 

The Directive increases the scope of the definition by a factor of 10; it now applies to any 
material containing more than 0.01 % by weight of PCB or PCf. The member states may 
withdraw existing equipment and their labelling. Topping up liquid levels in existing equipment 
is allowed where no substitute products exist. PCBs and PCfs may continue to be used as 
primary and intermediate products, provided that the Commission is informed and no deleterious 
effects result. 

Council Directive 85/610/EEC revises and tightens the restrictions on asbestos. It adds toys, 
items for smoking, catalytic filters, and paints and varnishes to the list of products that may not 
contain asbestos fibres other than crocidolite. 

Council Directive 75/442/EEC - Framework for waste 

The Directive seeks to provide the framework whereby the member states could control the 
disposal of wastes nationally, instead of locally as in the past. 

Member states must take the necessary measures to ensure that waste is disposed of without 
endangering human health or harming the environment 

The Directive does not apply to radioactive wastes, mining waste, some agricultural wastes, 
waste waters and gaseous effluents. 

Four general obligations are laid down. Member states must: 
• designate national competent authorities to be responsible for waste management under 

the Directive 
• see that the competent authorities draw up waste disposal plans 
• subject installations which treat, store or dispose of wastes for third parties to a prior 

permit requirement 
• apply the 'polluter pays principle'. 

In addition, they must encourage recycling, and submit situation reports to the Commission 
every three years. 

The plans to be drawn up by the competent authorities must cover the type and quantity of 
wastes to be disposed of; technical requirements; suitable disposal sites; and special 
arrangements for particular wastes. 

The permits must cover the type and quantity of waste involved; technical requirements and 
precautions; and information to be made available on request of the competent authority 
concerning the origin, destination and treatment, and type and quantity of the waste. 

The competent authorities must carry out periodic inspections to ensure that the conditions of 
the permits are being complied with. 

Under the polluter pays principle, the cost of disposing of the waste must be borne by the 
originator of the waste or by the holder who has the waste disposed of by another party. 
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Council Directive 78/319/EEC - Toxic and dangerous waste 

This Directive falls within the framework of Directive 75/442/EEC and focuses on laying 
down a broad framework for the control of household and toxic wastes. ' 

Member states must ensure that toxic and dangerous waste may only be stored, treated and/or 
deposited by authorized undertakings and that producers and holders of such wastes may only 
have it stored, treated or deposited by an authorized undertaking. 

Toxic and dangerous waste is defined as any waste containing or contaminated by the 
substances or materials listed in the Annex to the Directive of such a nature, in such quantities or 
in such concentrations as to constitute a risk to health or the environment. 

The Directive does not cover radioactive wastes, specific agricultural wastes, explosives or 
hospital wastes. 

The member states must appoint competent authorities to authorize waste disposal and draw 
up management plans. These plans must be updated- and made available to the public. They 
must be sent to the Commission, which will arrange for regular comparisons and consultations. 

The Directive defmes the contents of the plans and permits. Permits may only be granted for a 
limited period of time. 

Undertakings which produce, hold and/or dispose of these wastes must keep records and 
make them available to the competent authority on request. 

A form, defined in the Directive, must accompany any shipment of these wastes. In 
particular, the form must give the name and adress of the producer, previous holder, and final 
disposer of the wastes. 

These wastes must be kept separate from other matter and residues when bening collected, 
transported, stored or deposited. 

The costs are to be borne by the holder who has waste handled by a waste collector, and/or 
by the previous holders or the producer of the product from which the waste came. Member 
states may impose levies on the costs of disposal, but the income must be used for financing 
control measures related to toxic and dangerous waste disposal or for financing research for their 
elimination. 

Every 3 years, the member states must send a situation report on the disposal of toxic and 
dangerous waste to the Commission. 

Council Directive 84/631/EEC - Transfrontier shipment 

This Directive supplements Directive 78/319/EEC on toxic and dangerous wastes by 
regulating their shipment across national frontiers from collection to disposal, both within and 
outside the Community. 

It has been adapted to technical progress by Commission directive twice and amended by 
Council directive once. 

It requires the member states to take the necessary measures to ensure the use of a detailed 
consignment note when the holder of a dangerous or toxic waste (as defined in Directive 
78/319/EEC, except for chlorinated solvents, organic solvents, and PCBs) intends to move it 
across a national frontier. 
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The consignment note gives details about the source and composition of the waste, routes, 
insurance against damage to third parties, measures for safe transport and compliance with 
conditions imposed by member states, and the existence of a contractual agreement with the 
consignee of the waste. 

If the waste is being shipped to a country outside the Community, the holder of the waste 
must obtain the agreement of that country before starting the notification procedure. The 

\ 

shipment may not take place until the competent authorities of the member state(s) concerned 
have acknowledged receipt of the notification. Such acknowledgement or objection must be sent 
within one month of receipt of notification to the holder of the waste, with copies to the 
consignee and any other states concerned. 

Objections must be based on Community law or international agreements on the subject 
The Directive also sets out conditions governing packaging, labelling and instructions in the 

event of danger or accident. The cost of the procedure must be borne by the holder and/or the 
producer of the waste, in accordance with the polluter pays principle. 

The issue of civil liability was left open for the Commission to make a proposal before 30 
September 1988. 

The member states must send a report to the Commission on the operation of the scheme 
every 2 years. 

The Directive allows non-ferrous metals destined for recycling to be exempted from its 
requirements. The exemption can be claimed through the use of a form set out in an Annex to the 
Directive. 

The Directive was intended to come into effect on 1 October 1985, but the date was extended 
to 1 January 1987 by Council Directive 86(279/EEC, which also amended the text of the original 
Directive to extend its requirements to non-EC countries. 

Council Directive 86/121/EEC added the Spanish and Portuguese translations of the 
descriptions of the particular wastes set out in Box 36, Annex I. 

Commission Directive 87/112/EEC amended and updated Annexes II - Declaration 
concerning waste from non-ferrous metals for re-use, regeneration or recycling, and IV -
concerning the consignment note to be prepared by the holders of waste destined to be shipped 
to non-EC countries for disposal. 

Council Directive 75/439/EEC - Waste oils . 

The Directive is designed to prevent damage to the environment from the uncontrolled 
disposal of waste oils and also seeks to ensure that different financial arrangements adopted to 
promote safe disposal and recycling do not create barriers to the common market 

Member states must ensure the safe collection and disposal of waste oils, and ensure that they 
are 'as far as possible' recycled. 'Waste oils' include lubricating oils but not wastes from, e.g. 
oil refineries. 

The Directive prohibits: 
• the discharge of waste oils to water and drainage systems 
• any deposit and/or discharge harmful to the soil 
• any uncontrolled discharge of residues from processing 
• any processing of waste oils causing air pollution exceeding the level prescribed by 

existing provisions. 
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Any undertaking disposing of waste oil must obtain a permit from the competent authority, 
and any undertaking collecting waste oils must be registered and adequately supervised. 
Undertakings which regenerate or burn waste oils may be granted a permit only when the 
competent authority is satisfied that all appropriate preventive measures have been taken. 

Furnaces with a thermal capacity of above 3 megawatts are subject to the emission limits laid 
down in the Directive for heavy metals, chlorine and fluorine. Sulphur dioxide and particulate 
emission limits may be set by the member states. PCBs and PCTs must not be present i_n 
amounts greater than 50 ppm in regenerated waste oil. 

Every 3 years the member states must submit a report to the Commission. The Commission 
must report to the Council by January 1992 on the measures taken by the member states 
concerning the operation of regeneration and combustion plants. 

Council Directive 86/278/EEC - Sewage sludge 

The Directive aims to control the use of sewage sludge in agriculture by fixing limit values for 
concentrations of heavy metals in the soil and in sludge, and the maximum quantities of heavy 
metals (cadmium, copper, nickel, lead, zinc and mercury) which may be added to the soil. These 
limit values are to some extent alternatives. 

The Directive defines conditions for the use of sludge: Member states must ensure that the 
limit values set out in Annexes I.A, I.B and I.C are not exceeded. Minimum time limits are set 
for the use of sludge on certain types of agricultural lands. Sludge and the soil on which it is 
applied must be analyzed according to the procedures set out in Annexes II.A and II.B. 
Reference methods for sampling and analysis are given in Annexe IT. C. 

The member states must keep records on the application of the Directive. They must report to 
the Commission on the implementation of the Directive for the first time in 1991, and every 4 
years thereafter. The Commission may publish these reports. 

Within one year, the Commission must propose limit values for chromium sludge in the soil. 

Council Directive 85/339/EEC - Beverage containers (not included) 

The Directive requires the member states to draw up programmes for reducing the tonnage 
and/or volume of beverage containers (cans and bottles) in waste for disposal. It covers sealed 
containers of all types (except barrels and casks) containing liquids for human consumption 
listed in the Annex. 

The first programmes were to start 1 January 1987; they must be revised and updated every 4 
years. The measures to be taken include consumer education; facilitating refilling and recycling; 
selective collection and recovery of nonrefillable containers; technical development of new 
containers; and maintaining and increasing the proportion of refilled and recycled containers 
used. These measures may be taken by legislative or administrative action, or even by voluntary 
agreements with industry. Existing glass bottle systems are exempt for 10 years from the 
programmes. The draft programmes must be sent in advance to the Commission for review and 
national reports must be submitted to the Commission every 4 years. 
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COUNCU.. DIRECTIVE 

ol 27 June 1967 

Oil tbe approxlmatloll of laws, replatlolls aDd admlnlstraUve provlslou relatla& to tbe 
elalsUk:aUOD, packa&fD& aDd labelling r:l dallgerous substalas · 

(671548/EEC) 

(u ameucled by Council Directive 71/144/EEC of 22 Man:h 1971 (OJ L 74, 29.3.71, p. IS; 01 Engliah Specill Edn. 1971 
(I) p. IS); Commiaaion Directive 76/9r17/EEC of 14 July 1976 (OJ L 360, 30.12.76, p. I; OJ L 28, 2.2.79, p. 32); 
Commission Directive 79(370/EEC of 30 January 1979 (OJ L 88, 7.4.79, p. I); Council Directive 791831/EEC of 18 

September 1979 (OJ L 259, IS.I0.79, p. 10); Council Directive 80/1189/EEC of 4 December 1980 (OJ L 366, 31.12.80, 
p. I); Commissi011 Directive 8119S7/EEC of 23 October 1981 (OJ L 3SI, 7.12.81, p. S); Commission Directive 

821232/EEC of 25 March 1982 (OJ L 106, 21.4.82, p. 18); Commiaaion DiJective 83/467/EEC of 29 July 1983, OJ L 257, 
16.9.83, p. I); Commission DiJective 84/449/EEC of 25 Apri11984 (01 L 251, 19.9.84, p. I); Act of Acceaaion of Spain 

and Portugal of 12 June 1985 (OJ L 302, IS.Il.BS, p. 9); and Commiasion DiJective 86/431/EEC of 24 June 1986 
(01 L 247, 1.9.86, p. I; OJ L 271, 23.9.86, p. 31; OJ L SO, 19.2.87, p. 38)) 

THE COUNCIL OF THE EUROPEAN ECONOMIC 
COMMUNITY, 

Having regard to the Treaty establishing the European 
Economic Conununity, and in particular Article 100 
1hereof; 

Having regard to the poposa1 from the Commission; 

Having reg~rd to the Opinion of the European 
Parliamattl; 

Having regard to the Opinion of the Economic and 
Social Commiaee2; 

Whereas Ill)' mlu concemin& lhe piiCin& on the 
m~rket of dangerous substance.s and preparations must 
aim at protecting the public, and in particular workers 
using such substances md preparations; 

Whereas 1he diffcrence.s between 1he national 
provisions of the six Member States on 1he 
classification, packaging md labelling of dangerous 
substance.s and preparations hinder 1rade in 1hese 
substances and prep~rations wi1hin 1he Community and 
hence affect the establishment and functioning of 1he 
common market; 

Whereas it is therefore necessary to remove such 
hindrance.s; whereas this entails approximating the 
laws, recuJations and adminislrative provisions on 
classification, packJ&ing and labelling; 

Whereas. in view of the preparatory work ltill to be 
cmied out, the approximation of provisions relating 
to dangerous preparations will have to be dealt with in 
later directives; whereas therefore the present Directive 
must be restricted to the apjli'Oximalion of provisions 
relating to dan&erous subltanca; ' 

I OJ No 209, 11.12.1965, p. 3133/65. 
2 OJ No 11, 20.1.1966, p. 143/66. 

Whereas in view of the extent of this field and the 
many detailed measures which will be required for the 
approximation of all the provisions relating to 
dang~us substances, it would appear ldvisable to deal 
first with the approximation of laws, replllions and 
adminislrative prov111on1 relating to the 
classification, packa&in& md labellin& cof danprous 
substances ·llld to deal in later directives with lhe 
approximation of the provisions relalin& to the use of 
those dangerous substances md peparalions if it is 
established that the differences betweell such 
prOVlSlons directly affect the establishment 01' 

functionin& of the common mll'ket; 

Whereas the ~pproximation of national provlllODS 

which is laid down by this Directive does not prejudice 
application of the provisions of Articles 31 and 32 of 
the Treaty; 

HAS ADOPTED THIS DIRECTIVE: 

Article 1 

1. The purpose of this Directive is to 1pp10ximate lhe laws, 
reeulationa and administtative provisions of the Member 
Swes on: 
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(a} the notification of substances, and 

(b) the classification, packaging and labelling of 
IUbstances dangerous to man and the 
environment, 

which are placed on the market in the Member 
States. 

2. This Directive does not apply to the provisions 
relating to: 

(a) medicinal products, narc:Otics and radioactive 
IUbstances; 

(b) the carriage of dangerous substances by rail, 
road, inland waterway, sea or air; 

(c) foodstuffs or feedingstuffs; 

(d) substances in the form of waste which are 
covered by Council Directive 75/442/EEC of 
15 July 1975 relating to waste (1) and Council 
Directive 78/319/EEC of 20 March 1978 
relating to toxic and dangerous waste (2); 

(e) substances in transit which are under customs 
IUpervision provided they do not undergo any 
treatmerit or processing. 

3. Articles 15, 16 and 17 do not apply to the 
provisions governing: 

(a) containen which contain gases compressed, 
liquefied or dissolved under pressure, excluding 
aerosols which comply with the requirements of 
Council Directive 75/324/EEC of 20 May 1975 
on the approximation of the laws of the 
Member States relating to aerosol dispensen (1); 

(b) munitions and explosives placed on the market 
with a view to producing a practical effect by 
explosion or a pyrotechnic effect. 

4. Articles 5, 6 and 7, in so far as they are 
concerned with notification, do not apply: 

(a) - until six months after publication of the 
inventory referred to in Article 13 (1), to 
substances placed on the market before 
18 September 1981; 

- six months after publication of the inventory 
referred to in Article 13 (1), to substances 
which appear in that inventory; 

(b) to pesticides and fertilizen, in as far as they are 
subject to approval procedures which are at 

(1) OJ No L 194, 15. 7. 1975, p. 39. 
(I) OJ No L 84, 31. 3. 1978, p. 43. 
(') OJ No L 147, 9. 6. 1975, p. 40. 

least equivalent or Community notification 
procedures or procedures which are not yet 
harmonized; 

(c) to IUbstances which are already IUbject to 
similar testing and notification requirements 
under existing DirectiveS. 

Article 2 

1. For the purpose of this Directive: 

(a) "substances" means chemical elements and their 
compounds as they occur in the natural state or 
as produced by industry, including any additives 
required for the purpose of placing them on the 
market; 

(b) "preparations" means mixtures or solutions 
composed of two or more. substances'; 

(c) "environment" means water, air and land and 
their inter-relationship as well as relationships 
between them and any living orpnisms; 

(d) "notification" means the documents whereby 
the manufacturer or any other penon 
established in the Community who places a 
substance on its own or in a preparation on the 
market presents the requisite information to the 
competent authority of a Member State. The 
penon so doing shall hereinafter be referred to 
as "the notifier"; 

(e) "placing on the market" means supplying or 
making available to third parties. 

Importation into Community customs territory 
shall be deemed to be placing on the market for 
the purposes of this Directive. 

2. The following substances and preparations are 
"dangerous" within the meaning of this Directive: 

(a) explosive: 

substances and preparations which may explode 
under the effect of flame or which are more 
sensitive to shocks or friction than 
dinitroberizene; 

(b) oxidizing: 
substances and preparations which give rise to 
highly exothermic reaction -,vhen in .contact with 
other substances, particularly· flammable 
IUhstances; 

(c) extremely flammable: 

liquid substanCes and preparations laaving a 
flash point lower. than 0 -c and a boiling point 
lower than or equal to 35 -c; 



(d) highly flammable: 
- aubstant:e$ and preparations which may 

beoome hot and finally catch fire in contact 
with air at i.mbient temperature without any 
application of energy, or 

- aolid aubstant:e$ and preparations which 
may readily catch fire after brief contact 
with a aource of isnition and which continue 
to burn or to be consumed aher removal of 
the aource of isnition, or 

- liquid aubstant:e$ and preparations having a 
flub point below 21 •c, or 

- gaseous aubstant:e$ and preparations which 
are flammable in air at normal pressure, or 

- aubstant:e$ and preparations which, in 
contact with water or damp air, evolve 
highly flammable gases in dangerous 
quantities; 

(e) flammable: 
liquid substant:e$ and preparations having a 
flash point equal to or greater than 21 •c and 
less than or equal to S S •c; 

(f) very toxic: 
substant:e$ and preparations which, if they are 
inhaled or ingested or if they penetrate the skin, 
may involve extremely serious, acute or chronic 
health risks and even death; 

(g) toxic: 
aubstances and preparations which, if they are 
inhaled or ingested or if they penetrate the skin, 
may involve serious, acute or chronic health 
risks and even death; 

(h) harmful: 
substances and preparations which, if they are 
inhaled or ingested or if they penetrate the skin, 
may involve limited health risks; 

(i) corrosive: 
substances and preparations which may, on 
contact with living tissues, destroy them; 

(j) irritant: 
non-corrosive aubstant:e$ and preparations 
which, through immediate, prolonged or 
repeated contact with the skin or mucous 
membrane, can cause inflammation; 

(k) dangerous for the euvironment: 
substant:e$ and preparations the use of which 
presents or may present immediate or delayed 
risks for the environment; 

(I) carcinogenic: 
substances or preparations which, if they are 
inhaled or ingested or if they penetrate ~e skin, 
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may induce cancer in man or increue its 
incidence; 

(m) teratogenic; 

(n) mutagenic. 

Artide 3 

1. Tbe physic.o-cbemical properties o£ the 
substant:e$ and .preparations ahaU be determined 
according to the methods apecified in Annex V (A); 
their toxicity ahaU be determined according to the 
methods apecified in Annex V (B) and their 
ecotoxicity according to those specified in Annex V 
(C). 

2. The real or potential environmental hazard shall 
be assessed according to the characteristics set out in 
Annexes VII and VIII, on the basis of any existing 
internationally recognized parametr.rs. 

3. The general principles of the classification and 
labelling of substances and preparations ahaU be 
applied according to the aiteria in Annex VI, uve 
where contrary requirements for. dangerous 
preparations are specified in separate Directives. 

Artide 4 

1. The classification ol dangerous aubstant:e$ 
according to the degree of hazard and to the specific 
nature of the risks involved ahaU be baaed on the 
categories laid down in Article 2 (2). For categories 
(a) to (j) the substances shaD be classified according 
to the greatest degree of hazard, in accordance with 
Article 16 (4). 

2. The dangerous substances listed in Annex I 
shall, where appropriate, be given a rating enabling 
the health hazard of preparations to be assessed. 
The ratings shall be determined in accordance with 
the aiteria established by a subsequent Council 
Directive. 

Article 5 

1. The Member States 1haU take aU the measures 
necessary to ensure that without prejudice to Article 
8 substances cannot be placed on the market on 
their own or in preparations unless the aubstances 
have been: 

- notified to the competent authority of one of the 
Member States in accordance with this 
Directive, 

- packaged and labeUed in accordance with 
Articles lS to 18 and with the aiteria in Annex 
VI, and in accordance with the results of the 
tests provided for in Article 6. 
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2. 1'1lc measure~ referred to in the aec:ond indent of 
parqraph 1 ahall apply uDtil the aubstance is listed 
iD Alma I or uatil a decision not to list it has been 
takeD iD accordance with the procedure laid down 
iDAnide21. 

DaDaerous aubstaDca not yet appearins in Almex I 
but induded iD the liat referred to in Article 13 (1) 
or already on the market before 18 September 1981 
must, iD 10 far u the manufacturer whether or not 
e~tablished m the,Communiry may reasonably be 
apeded to be aware of their dangerous properties, 
be pec:ltapf and provisionally labelled by the 
manufacturer or his representative in accordance 
With the iules laid down in Articles 15 to 18 and 
with the criteria in Almex VI. 

Arlkk 6 

1. Without prejudice to Articles 1 (4) and 8 (1), 
any manufacturer or importer into the Community 
of a aubltallce within the meaning of this Directive 
ahall be required to aubmit to the competent 
anthority rcferrecl to in Article 7 of the Member 
State in which the aubstance is produced or into 
Which it is imported into the Community, at the 
latest 45 days before the aubstance is placed on the 
market. a notification including: 

- a tecbni~ dossier aupplying the informatiou 
Decell&l1 for .evaluating the foreseeable risks, 
whether immediate or delayed, which the 
tubatance may entail for man and the 
esrrironmaat, and · containing at least . the 
information and results of the studies referred ro 
in Almex VII, tosether with a detailed and full 
description of the studies conducted and of the 
methods used or a bibliographical reference to 
them, 

- a declaration concerning the UDfavourable 
Cffec11 of the substance in terms of the various 
uses envisaged, 

- the proposed clusification and labelling of the 
aubiWlce in accordance with this Directive, 

- propoaab for any recommended precautions 
relating to the safe use of the aubstance. 

2. However, iD the case of a substance which has 
alreadj bf;en notified, the competent authority may 
qree that the notifier of that aubstance may, for the 
purposes of the tecbnic:al dossier, refer to the results 
of the studies· carried out by one or more previous 
Dotifien, provided the latter have given their qree­
mmt in wrifina. 

3. If a aubstance is already listed in Almex I, the 
Dotifier need not present the declaration concerning 
its UDlavourable effects, the proposed classification 
and the proposals for any recommended pretautions 

relating to safe use. Furthermore, the Dotifier need 
nor 1Upply the information required for the 
technical douier in Annex VII, with the exception 
of points 1 and 2 of that Alma, if the IUbstance 
wu originally notified at leut 10 JU11 previously. 

4. Any notifier of a substance already nocified shall 
be required to inform the competent authority of: 

- changes in the annual or total quantities placed 
on the market by him in accordance with the 
tonnage range laid down in Annex VII, point 
2.2.1, 

- new knowledge of the effec11 of the aubstance 
on man and/or the environment of which he 
may reasonably be expected to have become 
aware, 

- new uses for which the substance is placed on 
the market (within the meaning of Almex VII, 
point 2.1.2) of which he may reuonably be 
expected to have become aware, 

- any change in the properties resulting &om a 
modification of the aubstance referred to in 
Almex vn, point 1.3. 

S. The notifier shall also be required to inform the 
competent authority of the results of the studies 
carried out in accordance with Almex vm. 

Artidt 7 

1. Member States shall appoint the competent 
authority or authorities responsible for receiving the 
information provided for in Article 6 and examining 
its conformity with the requirements of the 
Directive, and in particular: 

- the notifier's proposed findings on any 
foreseeable risks which the aubstance may 
entail, 

- classification and labelling, 

- the proposals for any recommended ~utions 
relatins to safe use submitted by the notifier. 

Moreover, if it can be shown to be necesiary for the 
evaluation of the hazard which may be caused by a 
substance, tht competent authoiities may: 

- ask for further information and/or verification 
tests concernins the aubstances of which they 
have been notified; this may aleo include 
requesting the information referred to in Almex 
vnr earlier than provided for therein, 

- carry out auc:b sampling u is necessary for 
control purposes, 

- take appropriate measures relating to safe use of 
a substance pending the inttoduc:tion of 
Community provisions. 



2. The procedure laid down in Anicle 21 shall be 
followed in c:o.afinning or amending proposals for: 

- dassilicadon, 

- labclliag, and 

- the recommended precautionary measures 
provided for in Annex VII, points 2.3, 2.4 and 
2.5. 

3. Member Stata and the Commission shall ensure 
that any iDformation concerning commercial 
exploitation or manufacturing is kept aeaet. 

Anicle B 

1. The aubstances listed below, shall be considered 
as having been notified within the meaning of this 
Directive when the following conditions are 
fulfilled: 

- polymerizata, polycondensates and polyadducts 
except thoae containing in combined form 2% 
or more of any monomer unmarketed before 
18 September 1981, 

- aubstances for rcaearch and analysis purposes, in 
10 far as they are placed on the market for the 
piUpOie of determining their propenies in 
accordance with this Directive; 

- aubstances placed on the market for research or 
analysis.pwposes in quantities of less than one 
tonne per year per manu4cturer or importer 
and intended solely for laboritories, 

- aubstances placed on the market in quantities of 
lesa than one tonne per year per manufacturer 
provided that the manufacturer announces their 
identity, labelling data and quantity to the 
competent authorities of the Member States 
where the substances are placed on the market 
and compli~ wilh any conditions impoaed by 
thoee authorities. 

However, aubstances placed on the market at the 
research and development atage with a limited 
number of rqistered customers, in quantities which 
are limited to the purpose of the research and de­
velopment but which amount to more than one 
tonne per year per manufacturer, shall qualify for 
exemption for a period of one year, provided that 
the manufacturer announces their identity, labelling 
data and quantity to the competent authorities of 
each Member State where the manufacture, research 
or development takes place and complies with any 
conditions imposed by those authorities on such 
research and development; after this period, these 
aubstaoces lhall be aubject to notification. The 
manufacturer shall also give an assurance that the 
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substance or the preparation in which it is incor· 
porated will be handled by CUStomers' ltiH only, 
under controlled conditiona, and will DOt be made 
available to the public. 

2. The substances referred to in parqrapb 1 m111t, 

in so far as the manufacturer may nuoaably be 
expected to be aware of their danproua properties, 
be paclcaged and provisionally labeBed by the 
manufacturer or bis repraentative in ICCIOrdance 
with the rules laid down iD Artidea 15 to 18 and 
with the criteria imposed in Annex VI. 

If labelling in accordance with the priliciples aet out 
in Anide 16 is not yet possible, the label should 
bear the warning: "Caution - aubstance Dot yet 
fully tested". 

3. Where a aubstance as referred to in paragraph 1, 
labelled in accordance with the principles aet out in 
Anide 16, is very toxic: or toxic:, the manufacturer 
or importer of such a substance muat uansmit to the 
competent authority any appropriate information as 
regards Annex VII, points 2.3, 2.4 and 2.5. 

Arrick 9 

When a Member State has received the D.otification 
dossier or additional information referred to in 
Artide 6 it ahall forthwith send to the Commission a copy of the dossier or a lllDlDWY thereof toprher 
with any relevant comments; in the cue of the 
further informalion referted to in Artide 7 (1) and 
the additional information or atudies provided for in 
Annex vm, the competent authority ahall notify the 
Conunission of the tests chosen, the reasons for 
their choice, and the assessment of their reaulta. 

Article lO 

1. On receipt of the copy of the notification 
dossier, the aummary thereof or the additional 
information aent by a Member State, the 
Commission ahall forward: 

-· the notification dossier or the summary thereof 
to the other Member States, 

- any other relevant information it has collected 
pursuant to this Directive to all Member Stata. 

2. The competent authority of any Member State 
may consult direc:t the competent authority which 
received the original ootilication, or the 
Commission, on apec:ific details of the data 
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CIODtlliDed iD chc cblier nquired aoder this 
DireaiYe; it may abo IIJ8Fil that further t1111 or 
Wormalion be nqueated. If the C~D~Dpetau 
authority wbid. recaved the oriaiDal DOCificalion 
fails to comply whb the .ugeatioaa o( ocher 
autboriliea reprdiDa further iDformalion or 
amendmmll iD the ltudy pi:opammes prmided for 
iD AliDa vm, it lhall ajve ill I'CUOill to the other 
authorities CDDCUDed. Should it DOC be pollible for 
• authorities CDJCaDed to laCb .,mmcnt ad 
lhould auy ODe authority W. • the bail of 
ddaiJed reaons, that additional iDformation or 
amcodmana iD the ltllcly programmes are 
DCYrieJea really DeCaSary to protect IDID ad the 
eaWoommt, it may uk the Commiuion to take a 
decision iD accordance wim the proceduft laid 
clowD iD Anide 11. 

Artide U 

1. If be CDDiicfcn that there il a confidcutillity 
problem, the DOtifier may iDclicate the information 
prmided for iD Anide 6 whim he coDiicfcn to be 
commercially ICDiitive and clisdOIUre of which 
might harm him iDdustrially or commercially, ad 
wbicb be tberef'ore wishes to be kept aecret &om all 
penona other than ~ competent aumoricies and 
the Commilsion. FuD jultification must be ajvea in 
IlSCh c:aaa. 

Industrial and commercial aeaecy ahaD not apply 
to: 

- the trade Dame of me aubstancz, 

- phyaic:o-chemical data conc:emiag me .Ubatance 
iD CODnedioD whb Annex VD, point 3, 

- the pouible .. .,. of rendering me tubatance 
lwmlaa, 

- the iDterpretation of the toxieoloajcal ad 
ecotoxicoloajcal tesll ad me name of the body 
responaible for the t1111, 

- the recoa:amended medloda and precaucioaa 
referred to iD Annex VII, point 1.3 and me 
emergency meuures referred to in Annex vn, 
poiall1.4 ad 1.5. 

If the DOiifier him.elf aubsequently clisd01e1 
previously confidential iDformation, he lhall be 
required to iDform the competent authority 
accordin&lr· 

2. 1he authority receiving the notification lhall 
decide on ill own responsibility whi~ information 
il covered by industrial and commercial aeaecy in 
accordaDce wim parapph t. 

3. The name of a aubatance appearinJ in .the list 
prorided for in Anide 13 (l) may be iDc:luc:led in 
encoded form where the Coinpelmt authority to 
which the DOtificaaon baa been •bmitted 10 

request~ becaue of the conficlentiaJity problems to 
which -publication of the Dame of che nbstance 
would ajve rile, provicSec:l that chc 111btcucle il not 
daai6ed u danserous. 

A aubstance may be included in chc lilt in eDCDCied 
form for no looger than three years. 

4. Confidential information brou&ht to the 
attention either of the Commission or of a Member 
State ahall be kept aecm. 

In all caaes aud. information 

- may be broupt to the attencion oaly of the 
authorities whoac responaibilities are tpecifiecl in 
Anide 7 (1), 

- may, however, wbea adminiltrative or lepl 
proceecliap involvingaanctioaa are undertaken 
for the pwpoae of controlliag aubatances placed 
on the market, be divulged to penona directly 
involved in 111m proceediagi. 

'This Anide and Anide 12 lhaJI DOC oblige a 
Member State wboac Jeplation or admiaiatrative 
practices impoac ltric:ter limill for me protection of 
industrial and commercial aecrecy than those laid 
down in these Anides to aupply information, where 
the State concerned does not take steps to comply 
with these ltric:ter limits. 

Article 12 

The data supplied in accordance wim Anid• 9 and 
10 (1) may be forwarded to the Commission and 
the Member States in summary form. 

In sum cases and in me c:ontcxt of Anide 10 (2), 
the competent authorities of a Member State and 
·the Commission lhall have access to the notification 
dossier and me additional information at all times. 

Artide 13 

1. The Commission lhaD, on che bail ilrparticular 
of information provided by the Member Stata, 
draw up an inventory of 111bstances on the 
Community market by 18 September 1981. 

In 10 doing it ahall have reprd to Anides 1 (4) 
adS. 

The inventory mall ajve the chemical name ander 
an internationally recopizecl memical 



nomenclature (preferably IUPAC), the CAS number 
and the common name or ISO abbreviation, if any. 

2. The Commission abaiJ keep a list of all 
substana:s notified under this Directive. 

3. The information and the form in which it is 
recorded in the list and the inventory, together with 
the aiteria covering the provision to the 
Commission by the Member States of information 
relatina to the inventory, abaiJ be determined in 
accordance with the procedure bid down in 
Article 21. 

Article 14 

Annex I contains the list of substances .classified in 
accordance with Ankle 4 and anv recommen· 
dations relating to safe use. • 

A.rtide 15 

1. Member States shall take all nea:ssary measures 
to ensure that dangerous substana:s cannot be 
placed on the market unless their packaging satisfies 
the following requirements: 

(a) it shall be 10 designed and construaed that its 
contents cannot escape; this requirement shall 
not apply where special safety devia:s are 
praaibed; 

(b) the materials constituting the packaging and 
fastenings must not be susceptible to adverse 
attack by the contents, or liable to form harmful 
or dangerous compounds with the contents; 

(c) packaging and fastenings must be strong and 
solid throughout to ensure that they will not 
loosen and will safely meet the normal strases 
and strains of handling; 

(d) containers fitted with replaceable fastening 
devia:s abaiJ be 10 designed that the packaging 
can be repeatedly refa.~tened without the 
contents escapi.q. 

2. The Member States may also presaibe that: 

- packages shall initially be dosed with a seal in 
such a way that when the package is opened for 
the 6nt time the seal is irreparably damaged, 

- containers with a capacity not exceeding three 
litra which contain dangerous substana:s 
intended for domestic use shall have 
child-resistant fastenings, 
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- containers with a capacity DOt aceedina one 
litre which contain YeryiOxic, toxic or cmrolive 
liquids intended for domestic uae aball carry a 
tactile wamiDa of daqer. 

3. AIJy cedmical tpecificati0111 which may be 
aea:uary with reprd 10 cbe devices re£ured to in 
paragraph 2 abaiJ be adopted br cbe procedure in 
Article 21 and aball be ai•en iD .ADna IX, in 
particular: 

- in AIJnex IX (A) relatina to c:biJd..resiatant 
fasteninp, 

- in Annex IX (B) relatina to tactile wamiDp of 
cfanser. 

Artide 16 

1. Member States shall take all necessary llieuures 
10 ensure that danprous su~cea cannot be 
placed on the market unless the labellina oa their 
packagina satisfies me followina requirealeata. 

2. £yery package lhaJl mow dearly and iadelibly 
cbe followina: 

-.thename~thesu~~ 

- the origin of me substance, 

- die danaer aymbol, when laid dowD, and 
iDdication of danaer involY~ in the uae of the 
subatance, 

- standard phrases indicatina the special_ risks 
arising &om such danpn, 

- standard phrases indicatina the aafety adYice 
relatins to the use of the IUbttaDce. ' 

(a) The name of the IUbstmce lhall be ODe of me 
terms listed in AIJnex I; il thit ia Dot the ·cue the 
name must be given iD a~ with 
internationally ~ nomeudaaue. 

(b) The indication of origin ahall include the name 
and address ~ the manufacturer, the distributor 
or the importer. · 

(c) The followina aymbols and indications of danpr 
are to be uaed: 
- explosive: 

an explodina bomb (E) 
- oxidizina: 

a flame over a cirde (0) 

- extremely flammable: 
a flame <F>. 

- highly flammable: 
a flame (F) 
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- ftryiOXiC: 
.• akull ad cn:~~~-bones m 

- IOXic: 
• abD ud cn:~~~-boDea en 

-lwmful: 
. a St ADdrew'a CIOII' cxD> 

~ cxinolift": 
6e symbol ahcnriaa 6e dam•li"' effect of 
a acid (C) 

- britut: 
.a St Aadrcw'a croa (Xi) 

The aymbola must conform to th9K in Annex D; 
they aha1l be printed in black on an 
oz:aoae-yellow bac:kpoUnd. 

(d) The epecill risb involved in using the 
aubstaD~ aha1l be indicated by one or more of 

. tile staDdarc:l.phrases which, in a!XOrclance with 
tile referenc:ea contained in 6e list in Annex I, 
are aet out in Annex m In the cue of a 
aubatance not listed in Annex I, the reference to 
the apec:ial risb attributed to the dangerous 
aubatanc:es aha1l comply with appropriate 
indications pYCD in Annex ID. 

The phrases "extremely flammable" or "highly 
flammable" need not be indicated where they 
repeat the woiclin& of .., indication of danger 
Uled in ac:corclance witll (c) above. 

(e) The ufety advice relatias to the uae of the 
aubstaaCei aha1l be indicated by ataDdard 
phrases which, in ac:corclance with the refercnc:ea· 
·contained in the list iD ~ex I, are ·• out in 
Annex IV. 

The packalias aha1l be ac:companied by the 
safety advice required by the above paragraph 
Where it il materially impossible for this to be 
pven on the label or pacbse itaelf. 
Jn the· cue of a aabatan.ce not listed in Annex I, 
6e safety advice relaq to the danprous 
aubstaDcea ahaU comply with appropriate 
indications pven ·in Annex IV. 

(~ Indications auch u "non-toxic", "non-harmful" 
or any other limilar indications must not appqr 
oa the label or packaging of aubstanc:ea aubject 
to tbis Dired:ive. 

3. In the case of irritant, highly flammable, 
flammable' and oxidizing aubstanc:es, an indication 
of tpec:ia1 ris~ arid safety advice need not be pven 
where the packase does DOt contain more than • 
tlS mi. This ahaU also apply in the cue of the same 
volume of harmEqJ aubstancea pot retailed to the 
pneral pubJic:. 

4. When more than one danger symbol is assigned 
to a aubstance: 

- the obliption to indicate the aymbol T makes 
the aymbola X md C optional. anlesa Annex I 
includes provision tO the CIODtl'ary, 

- the obliption to indicate the symbol C makes 
the aymbol X optional, 

- the obliption to indicate the l)'lbbof E malces 
the aymbola F and 0 optional. 

Artidt J7 

1. Where the particulan required by Article 16 
appear on a label, that label aha1l be firmly affixed 
to one or more aurfac:es of the packaging so that 
these particulars can be read horizontally when the 
packase is set down normally. The dimensions of 
the label shall be u foUowa: 

Qlpadty of the pti&Uge Dimefui0111 

(m millimmes) 

- not exceeding three liaes: if pouible 
at least 52 x 74 

- greater than three litres 
but not exceeding SO liaes: at least 74 x lOS 

- greater than SO litres but 
DOt exceeding 500 litres: at least 105 X 148 

- greater than 500 liaes: at least 148 x 210 

Each aymbol ahan cover at least one tenth of the 
aurface area of the label but not be leu than 1 cm2• 

The entire surface .of the label aball adhere to the 
packap immediately containias the aubstance. 

These dimensions are intended solely for provision 
of the information required by this Directive and if 
necessary of any supplementary health or safety 
indications. 

2. A label i• not required where the partiailars are 
clearly shown on the packase itself, u apecified in 
paragraph 1. 

3. The colour and presentation of the label- or, 
in the case of paragraph 1, of the packaF, - shaD 
be such that ~...dallier IJ]Dhol. and its baCkground 
aund out dearly &om it. 



4. Member States may make the placing on the 
market of dangerous aubstances in their territories 
IU!;ject to the UJe of the official language or 
lanpages in rapect of the labelling thereof. 

S. For the pwpo.e of this Directive, labelling 
requirements lhall be deemed to be satisfied: 

(a) in the case of an outer package containing one 
or more inner packages, if the outer package is 
labelled in accordance with international rules 
on the transpon of dangerous substances and 
the iMer package or packages are labelled in 
accordance with this Directive; 

(b) in the case of a single package, if such a package 
is labelled in accordance with international rules 
on the transpon of dangerous substances and 
with Article 16 (2) (a), (b), (d) and (e). 

Where dangerous substances do not leave the 
territory of a Member State, labelling may be 
permitted which complies with national rules 
instead of with international rules on the transpon 
of dangerous substances. 

Artide 18 

1. Member States may: 

(a) permit the labelling required by Article 16 to be 
applied in some other appropriate manner on 
packages which are either too small or otherwise 
unsuitable for labelling in accordance ~th 
Article 17 (1) and (2); 

(b) by way of derogation from Articles 16 and 17 
permit the packaging of dangerous substances 
which are neither explosive, very toxic nor toxic 
to be unlabelled or to be labelled in some other 
way if they contain such small quantities that 
there is no reason to fear any danger to persons 
handling such substances or other persons. 

2. If a Member State makes UJe of the options 
provided for in paragraph 1, it shall fonhwith 
infonn the Commission thereof. 

Artick 19 

The amendments necessary for adapting the 
Annexes, other than Annex VI, Pan I and. Annexes 
VII and VIII, to technical progress, shall be adopted 
in accordance with the procedure laid down in 
Article 21. 

Dangerous substances 11 

Artide 20 

1. A Committee (hereinafter called .. the 
Committee•) is hen:by let up to adapt to tecbaical 
progress the Direcaftl coocemin& the elimination 
of tecbnical burien 10 trade iD daqeroua 
aubstances and prepuatioDL k tiWI CDIIIiat of 
repraentatives of the Member Stata, with a 
Commission representative u c:hairman. 

2. The Committee shall adopt its own rules of 
procedure. 

Artide 21 

1. Where reference is made to the procedure laid 
down in this Article, the matter ahall be referred to 
the Committee by its chairman, either on hia own 
initiative or at the request of the representalive of a 
Member State. 

:2. The Commission representative shall IUbmit a 
draft of the measures to be adopted ~ the 
Committee. The Committee shall give its view of the 
draft within a time limit set by the chairman haviDa 
regard to the urgency of the matter. Dec:iaions shall 
be taken by a majority of S4ivotes, the votes of the 
Member States heine weighted u provided in Article 
148 (2) of the Treaty. The dWnnan shall not vote. 

3. (a) The Commiasion shall adopt the propoaed 
measures if they are in accordance with the 
opinion of the Committee; 

(b) If the proposed measures are Dot in 
accordance with the opinion of the 
Committee, or if no opinion has been atated, 
the Commission ahal1 without delay IUbmit 
a proposal to the Counai concerning the 
measures to be adopted. The Council shall 
act by a qualified majority; 

(c) If the Counc:il ·has oot acted within three 
months of the proposal heine submitted to 
it, the proposed measures ahaU be adopted 
by the CommiAion. · 

Artick 22 

The Member States may aot, on grounds relatins to 
notification, classification, packaging or labellins 
within the meanina of this Directive, prohibit, 
restrict or impede the placiDa on the market of 
substances which comply with the requiremeDta of 
this Directive and the Annexes thereto. 
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Ardde23 

1. W... a Mlmbcr State hll derailed e¥idence lhat a 
IUbltace. altbou&h AliJfyina the nquinmentl or this 
Dincdve, CXIIIItitutu a hazlrd for lUll or the 
aviraamlnl by reuan of ill dalificllion. JIICbcinc 
or JabeUiDa, ll may povilionaDy pohibit the ule of 
dial IUbmnce ar lllbject it ID special CIDIICiiliall in its 
tcriiDI)'. h lhaD immediately Worm the Ccmmislion 
llld die odllr Member Swea of IUCh acdoD an4 pve 

- far Ill decillan. 

2. 'l1ae CommiuJm lhaD eonau1t 1he Member Staaes 
OCJIM*IMICI within m weeb, lhen pve ill view 
widlout delay lnd tab the llppi'Opriare meuurea. 

3. If the Cc:lnmiuion COJIIidal lhat technical 
8Ciaplllion1 10 lhil Directive n IIICIIIIJ)', IUCh 
edaplllion1 lha11 be .sopted, either by the 
Commilsioon or by the Council, in eccordlnce with the 
procedure laid clown in Article 21; in IUdl cue, the 
Member State which hu adoptee! aafep1rd meuures 
may maintain them until the adaptations enter into 
force. 

Anicle 24 

Member Stata lhall inform the Commiaion of all 
laws. replationa lftd adrninillralive povisions which 
they adopt in the field covered by dlil Dinlctive. 

Ardde25 

Member State~ lhall adopt the ......., .-led in 
order ID oomply wilh lhil Directive and lhall apply 
lhem by 1 Jlll\111')' 1972 ll lhe larat. 

They lhall forthwith inform lhe Cammiuian lhnof. 

Anicle 26 

This Direcdve il addressed 1D lhe Member State~. 

Done ll Brussels. 27 June 1967. 

For tlte Cowtcil 

Tile Pruident 

R. VAN ELSu.NDE 
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ANNEXD 

E 0 
"'ES: Explosive *ES: Comburente 

DA: Eksplosiv DA: Brandnzrende (oxiderende 
DE: Explosionsgefllhrlich DE: Brandf&-demd 
EL: E1CpttiCtliC6 EL: O~a6cotuc6 

EN: Explosive EN: Oxidizing 
FR: Explosif FR: Comburant 
IT: Esplosivo IT: Comburente 
NL: Ontplofbaar NL: Oxyderend 

"'PT: Explosive "'PT: Comburente 

F F+ 
*ES: Ficilmente inflamable "'ES: Extremadamente inflamabl 

DA: Let antzndelig DA: Yderst Jet antzndelig 
DE: LeichtentzOndlich DE: HochentzOndlich 
EL: Alav £6cp).&~eto EL: E~6X<D~ &Ucp).&ICtO 
EN: Highly flammable EN: Extremely flammable 
FR: Facilement inflammable FR: Extr!mement inflammable 
IT: Facilmente infiammabile IT: Estremamente infwnmabil 
NL: Licht ontvlambaar NL: Zeer Iicht ontvlambaar 

"'PT: Ficilmente inflamAvel "'PT: Extremamente inflamivel 

T T+ 

"'ES: T6xico "'ES: Muyt6xico 
DA: Giftig DA: Meget giftig 
DE: Giftig DE: s~ giftig 
EL: TO~\IC6 EL: Alav tOf,\K6 

EN: Toxic EN: Very toxic 
FR: Toxique FR: Tres toxique 
IT: Tossico IT: Mollo tossico 
NL: Vergiftig NL: Zeer vergiftig 

"'PT: T6xico "'PT: Muito t6xico 

c 
*ES: Corrosivo 

~ 
DA: ~tsende 

DE: Atzend 
EL: A\a~pcamK6 

il 6 EN: Corrosive 

'* 4 FR: Corrosif 
IT: Corrosive 
NL: Corrosief 

"'PT: Corrosive 

"'ES: Nocivo Xi 
DA: Sundhedsskadelig "'ES: lrritante 
DE: Mindergiftig DA: Lokalirriterende 

(Gesundheitsschadlich) DE: Reizend 
EL: E~1a!St~ EL: Ep£8tOt\IC6 

EN: Harmful EN: Irritant 
FR: Nocif FR: Irritant 
IT: Nocivo IT: Irritante 
NL: Schadelij"k NL: lrriterend 

"'PT: Nocivo •PT: lrritante 
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ANNEX VI 

GENERAL a.ASSIFICA110N AND LABWJNC IEQUJREMEPn'S JIOil DANGI!IlOUS 
SUBSTANas 

Put I 

A. Save where otherwise provided in die sep;1rate Directives on danaerous preparations, the 111bttucea 
and preparations shaD be clusified as very toxil:, roxie or harmful according to the foDowing aitcria: 

(a) dusi6cati011 u very toxic, toxic or harmful shall be effected by determiaing the acuce umidty 
of the commerdal ~~abatance or preparation in animals, expreaed in LD10 or LC.. nlues with 
the followiq parameters beiaa taken u reference values: 

IJ>.., ""-MeM w .. .,..- U:...._._.br 
c:..arr ......... ,., ebkii'J'Ionnmratarraloltil illholaaiaa ira -

llli/ka llllfka lftlllmc/lour lloun 

Very toxic ~25 ~so ~0·5 

Toxic 2Sto 200 SO to 400 O·S to 2 

Hannfu1 200 to 2 000 400to2000 2 tolO 

(b) if facts show that for the purposes of c:lusi.6cation it is inadvi~able to use the LD10 or Lc.. 
values u a prindpal basis because the substances or preparations produce other effecta, the 
substances or preparations shall be dusi6ed according to the magnitude of these effects. 

Pan II 

B. Save where otherwise p~vided in separate Directives on· dangerous preparations, 
substances and preparations shall be classified as corrosive or as initant according 
to the following aiteria: 

(a) Corrosion criteria 

A substance or a preparation is considered to be corrosive if, when it is applied 
to healthy intact animal .skin, it produces full thickness destrUction of skin tissue 
on at least one animal during the test for skin irritation cited in Annex V or 
during an equivalent method or if the result can be predicted, for .example &om 
strongly acid or alkaline reactions. 
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{b) Irritation criteria 

A IUbstance or a preparation is considered to be irritant if it causes 
inflammation of the skin or ocular lesions corresponding to the evaluation of the 
parameters Biven below: 

1. lnflammatio" of the skin 

{i) Inflammation of the slcin which persists for at least 24 hours aher an 
exposure period of up to four hours and corresponds to the following 
"Values determined on the rabbit according to the cutaneous irritation test 
method cited in Annex V: 
- the mean value of the scores for either erythema and eschar 

formation or oedema formation, calculated over aU the animals 
tested, is two or more, 
or, in the case where the Annex V test has been completed using 
three animals, either erythema and eschar formation or oedema 
formation equivalent to a mean value of two or more calculated for 
each animal separately has been observed in two or more animals. 

In both cases aU scores at each of the reading times {24, 48 and 
72 hours) for an effeCt should be used in calculating the respective mean 
values. 

{ii) If P.ractical experience shows the substances and preparations to be 
capable of inducing a sensitization reaction in a substantial number of 
persons by skin contact, or on the basis of a positive response in 
experimental animals. 
In the case of the test method for skin sensitization detailed in Annex V 
or in the case of other adjuvant-type test methods a response in at least 
30% of the animals is considered positive. For any other test method a 
response in at least 1S % of the animals is considered positive. 

2. Ocular laio" 
Ocular lesions which occur within 72 hours after exposure and which 
persist for at least 24 hours and correspond to the following values 

determined on the rabbit according to the eye irritation test method cited in 
Annex V: 

- the mean value of the scores for each type of lesion, calculated over all 
the animals tested, is one of the following: 

cornea opacity 
iris lesion 
redness of conjunctivae 
oedema of conjunctivae (chemosis) 

two or more 
one or more 
2,5 or more 
two or more 

or, in the case where the Annex V test has been completed using three 
animals, either cornea opacity, iris lesion, redness of conjunctive or 
oedema of conjunctive (chemosis) equivalent to a mean value such as is 
quoted above, but calculated for each animal separately, has been 
observed in two or more animals. 

In both cases all scores at each of the reading times (24, 48 and 72 hours) 
and for an effect should be used in calculating the respective means 
values. 

C. If the faCII show the existence of effee~~ other than the acute effee11 indicated by experiments with 
animals, e.g. carcinogenic, mutagenic, allergenic, sub-acute or chronic effects, the substances or 
preparations shall be classified according to the magnitude of these effecu. 
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1. GENERALINTllODUCTION 

1.1. The iDlormation provided ill this document is intended as a JUide for all those concerned 
(manulaauren, imponm, utional authorities) with methods of classifying and labelling dangerous 
subatances and prepuations. It am out the general principles governing the classification and labelhng 
ofsubatanc:es and preparations rderred to ill Article 3 (3) of Directive 67/ 548/EEC, bearing ill mind 
the exceptions mentioned ill Article 3 (3) - 'save where contrary requirements for dangerous 
preparations are specified ill separate Direc:tives'. 

1.2. The labellillg requirements of this Directive and the separate Directives on dangerous preparations are 
intended to provide a primary means by which the general public and persons at work are Jiven 
essential information about dangerous substances and preparations. The label draws the attention of 
persons handlillg or using subatances and preparations to the inherent danger of certain such 
materials. 

The label may also serve to draw attention to more comprehensive produc:t information on safety and 
111e available ill other forms. 

1.3. The label takes account of all potential hazards which are likely to be faced in the normal handling and 
use of dangerous substances and preparations when in the form 1n which they are placed on the market, 
but not necessarily in any different form ill which they may finally be used, e.g. diluted. The most severe 
hazards are highlighted by symbols, such hazards and those ilrising from other dotngerous properties are 
specified in sta11dard risk phrases, and safery phrases give advice on necessary precautions. 

The illformario~- is completed by the name of the substance under an internarionallr recognized 
chemical nomenclature, and the name and address of the manufacrurer, or the distributor or the 
imponer. 

1.4. With respect to substances referred to in the second subparagraph of Anicle S (2) of Directive 
67/548/EEC, the labelling apphed by the manufacturer or hts representative remains valid until the 
substance is listed in Annex I or until a decision not to list it has been taken in accordance with the 
procedure laid down in Anicle 21. 

2. CLASSmCA TION AS DANGEROUS AND CHOICE OF RISK PHRASES 

2.1. latroducdoa 

The object of classification is to identify all the toxicological and physico-chemical properties of 
substances and preparations which may constitute a risk during normal handling or use. 

- As regards subatanc:es for which the information specified ill Annex VII is required, most of the 
aec:essary data .for classification and labelling appear ill the 'base set'. This classification and 
labelling. must be reviewed, if necessary, when funher information is available (Annex VOl). 

- As regards other substances (e.g. those referred to in Article S (2)), the data required for 
classification and labellillg may if necessary be obtained from a number of different sources, for 
example the results of previous tests, information required by international rules on the transport of 
dangerous substances, illformation taken from reference works and the literature or illformation 
derived from practical experience. 

The JUidanc:e aiteria set out ill this Annex are directly, applicable when the data in question have been 
obtained &om test methods comparable with those described in Annex V. In other cases, the available 
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2.2 

2.2.1. 

1.2.1. 

1.1.3. 

data must be eYaluated by comparina the tat methods employed with thoee iDdic:ated iD ADDeX V ud 
the rules lp«ified in chis Annex for detenDiniDa the appropriate clusi&c:aticm and labeUiDa c:rilaia. 

The lest methods relatina to explosive, oxidizina and flammable propenia iDduded iD ADDeX V to rhis 
Directive IICI'Ye to Jive specific meanin& to rhe peral de6niti0111Jiven in Artidt 1 (1) (a) to (e). Crilcria 
follow clirKdy &om the tat methods in Annex V as far as they are IDell1icmed. 

U adequate information is available to demonstrate in prac:tic:e that the physico-chemical properties of 
substances and preparations (apart from orpnic peroxides) are different from thole revealed by the lest 

methods Jiven in Annex V, then such substances and preparari0111 should be classified accordin& to the 
hazard they present, if any, ro those handlina the substances and preparations or to ocher persons. 

Orpnic peroxides are classified as danaerous on the basis of their ltnlc:Nft (e.a. Jl.().()..H; 
R,-0-0·Ila). In aeneral terms, orpnic peroxides shall be classified as oxidWna, and labelled as under 
1.4.2, unless: 

rcsu carriec1 our in accordance with the methods Jiven in Annex V show the organic peroxide, in the 
form in which it is placed on the marker, to have explosive properties, u under 1.4.1, or . 
the orpnic peroxide is so diluted or phlegmatized that it has neither explosive, oxidiziD& aor 
flammable properties. 

2.3. ToxicoloJical properties 

2.3.1. Classification is conceroed with both the acute and lona·term effects of thae substanc:es and 
preparati0111, whether multina &om a sinaJe instance of exposure or repeated or prolonpd 
exposure. 

2.3.2. Subsrances and preparations should aenerally be classified in accordance with the acute toxicity of the 
marketed product, expressed as LDso or LCso as determined by testS on experimental animals. 
Re(erencr values are aiv~n in pan I o( Annex VI. 

If the facrs show the existence of effects other than the acute effects indicated by experiments with 
animals, e.a. carcinoaenic, mutaacnic, alleraenic, sub-acute or chronic effects, the substances or 
preparaoons shall be classified accordina to the magnirude of these effects. 

u adequate eYidence is available to demonstrate in practice that the toxic effect of substances and 
preparations on man is, or is likely to be different from that suaacsted by the experimental results 
obtained in animal tests thm such substances and preparations should be classified ac:cordina to. their 
toxicity in man. 

1.3.3. When the classification is to be established from experimental results obtaiDed in animal lelll, the 
results should have validity for man in that the tests reflect, in IJI appropriate way, the risks to DliJI, 

2.4. Criteria for classification, choice of symbob, indication of danaer usd choice of risk p1arues 

Classification must cover both the toxicological and the physico-chetnical properties of substances aDd 
preparations. The object of choosin& risk phrases is to ensure that the specific nature of the poceatial 
dangers identified in classifi1:4tion are expressed on the label. For this purpose it is necessary to COIIIidcr 
the aiteria aiven for the choice of symbol(s) and risk phrases in each of the secti01111 .• 4.t to 1.4.11 and 
chapter 3, for example classification under 2.4.6 does not imply that the sections such as 1.4.7 or 1.4., 
can be ipored. 
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The criteria are applicable to paeous substances and preparations but only in so far as they may be 
•bjea to the pachlina and labelling proviswns of this Direcnve or the teparate Directive on 
preparations. 

Norwitbltandina the criteria Biven lllldu 1.4.3, 1.4.4 and 2.4.5, substances and preparations in the 
lonn of aerosols shaD be subject to the flammability criteria aet out in paraiVaphs 1.1 and 2.2 (c) of the 
Amlex to Directive 751324/EEC. 

Eqloaw 

Substances and preparations shall be classified as explosive and usianed the symbol 'E' and the 
iaciication of danaer 'explosive' in accordance with the results of the rests aiven in Annex V and in so far 
u the substances and preparations are explosive as placed on the market. One risk phrase is obliaatory, 
it is to be apec:ified on the basis of the followina: 

R 2 Rislc of cxplosioa by shock, friction, fire or other sources of ipition 

- substances and preparations indudina cenain oraanic peroxides but excepting those set 
out below. 

R 3 E:nrane risk of explosion by shock, friction, fire or other sources of ipicion 

Ozilliritrg 

- substances and preparations which are particularly sensitive such as picric acid salts, 
PETN and c:enain undiluted organic peroxides such as dibenzoyl peroxide. 

Substances and preparations shall be classified as oxidizing and assiped the symbol '0' and the 
indication of danger 'oxidizing' in accordance with the results of the tests aiven in Annex V (see also 
2.2.3 ). One risk phrase is obliaatory, it is to be specified on the basis of the test results but subject to the 
followina: 

R 11 Hiply flammable 

- orpnic peroxides which hiVe flammable properties even when not in contact with other 
combustible material. 

R I Coatact wi~ combustible material IDlY cause fire 

- other oxidizing substances and preparations which may cause fire or enhance the risk of 
fire when in contact with combustible material. 

R ' Explosive when mixed with combustible material 

- other substances and preparation~ which become explosive when mixed with 
combustible materials, e.a. c:enain chlorates. 

E.:ctmuly fl-m~~bk 

Substances and preparations shall be classified as extremely flammable and assigned the symbol 'F + • 
and the indication of danger 'extremely flammable' in accordance with th~ results of the tests given m 
Annex V. The risk phrase shall be assiped in accordance with the following criteria: 

R 12 Extremely flammable 

Liquid substances and preparations which have a flash point lower than 0 °C and a 
boiling point (or in case of a boiling range the initial boiling point) lower than or equal to 
35 °C. 

HiJhly /lllmlubk 

Substances and preparations shaD be classified as highly flammable and assigned the symbol 'F and the • 
indication of danaer 'highly flammable' in accordance with the results of the tests liven in Annex V. 
Risk phrues shaD be assigned in accordance with the followina criteria: 
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2.4.5. 

2.4.6. 

R 17 Spontaneously flammable in air 

- substances and preparations which may become hot and finally catch fire in coaraa with 
air at ambient temperature without any input of 1mCf1Y. 

R 11 ffishly flammable 

solid substances and preparations which may readily catch fire after brief coaraa with a 
source of ignition and whic:h continue to bum or to be CODIII~ after removal of the 
source of ignition; 

- liquid substances and preparations having a flash point below 21 •c but are not 
extremely flammable. 

R 12 Extremely flammable 

- gaseous substances and preparations which are flammable in air at normal pressure. 

R 13 Extremely flammable liquefacd ps 

- gaseous substances and preparations which are flammable in air at normal pressure when 
put on the market ih liquefied form. 

R 1S Contac:t with water liberates highly flammable pscs 

FL2mrn4bk 

substances and preparations which, in c:ontact with water or clamp air, evolve Jaiahly 
flammable gases in dangerous quantities, at a minimum rate qfl litre/q/h. 

Substances and preparations shall be classified as flammable in accordance with the rauJts of tbe tats 
given in Annex V. The risk phrase shall be assigned in accordance with the criteria mentioned 
below. 

R 10 Flammable 

Very tO%iC 

- liquid substances and preparations having a flash point equal to or greater than 21 °C, 
and less than or equal to SS °C. 

However, in prac:tic:e it has been shown that a preparJtion having a flash point equal to or 
greater than 21 °C and less than or equal toSS •c need not be classified as flammable if the 
preparation c:ould not in any way suppon combustion and only so long as there is no reason 
to fear risks to those handhng these preparations or to other persons. 

Substances and preparations shall be classified as very toxic: and assiped the symbol 7 +' and the 
indication of danger 'very toxic:' in ac:c:ordanc:e with the criteria given in pan I of Annex VI, as specified 
below. 

Risk phrases shall be assigned in ac:cordanc:c with the foUowing criteria: 

R 28 Very toxic if sw.Uowed 

ac:ute toxicity results: 

LDso oral, rat: .; 25 mg/kg 

R 27 Very toxic in contact with skin 

ac:ute toxicity results: 

LDso dermal, rat or rabbit: .; SO mg/q 

R 26 Very toxic by inhalation 

ac:ute toxicity results: 

LCso inhalation, rat: .; 0,5 mg/litre/4 h 

R 39 ( •) Danger of very serious irreversible effects 

- Strong evidenc:c that irreversible damage odaer than the effecu referred to in chapter 3 is 
likely to be caused by a single exposure by an appropriate route, pneraUy in the 
abovementioned dose range (sec also 2.3.2 and 2.3.3). 

(") R 26, R 27 or R 28 is also to be assigned to indicate route of administration/exposure. 
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2.4.7. Toxic 

Substeces and preparations shall be dassified as roxie and as&Jned the symbol 'T' and the mdication of 
danaer 'toxic' in accordance with the criteria Biven in pan I of Annex VI, as specifaed below. Rasl< 
phrases shall also be assigned in accordance with ths- following criteria: 

R 2S Toxic: if nraDo'Md 

- acute coxiaty results: 

LD,. oral, nt: 25 < LD10 .; 200 mg/lcg 

R 24 Toxic ill coatacr widllkiD 

- acute toxiaty results: 

LD,. dennal, rat or rabbit: SO < LDso (0 400 mg/lcg 

R 23 Toxic by iahalalion 

- acute toxiaty results: 

LC10 inhalation, rat: 0,5 < LCso c; 2 mg/litre/4 h 

R 39 (•) Danger of very ICrious irreversible effects 

- mong evidence that irreversible damage other than the effects referred to in chapter 3 is 
likely to be caused by a single exposure by an appropriate route, generally in the 
abovementioned dose range (see also 2.3.2 and 2.3.3). 

R 48 (•) Danger of ICrious damage to health by prolonged exposure 

2.4.8. H•rmful 

- serious damage (dear functional disturbance or morphological change which have 
toxicological significance) is likely to be caused by repeated or prologed exposure, by an 
appropriate route, at levels significantly lower than those quoted in section 2.4.8 (see 
also 2.3.2 and 2.3.3). 

Substances and preparations shall be dassified as harmful and assigned the symbol 'Xn' and the 
indication of danger 'harmful' in accordance with the criteria given in part I of Annex VI as specified 
below. Risk phrases shall also be assigned in accordance with the following criteria: 

R 22 Hannful if nrallowecl 

- acute toxicity results: 

LD10 oral, rat: 200 < LDso < 2 000 mg/kg 

R 21 Harmful in contact with skin 

acute toxiaty results: 
LDso dermal, rat or rabbit: 400 < LDso (0 2 000 mg/kg 

R 20 Harmful by inhalalion 

- acute toxiary results: 
LCso inhalation, rat: 2 < LCso < 20 mg/litre/4 h 

R 40 ( • •) Possible risk of irreversible effects 

- mona evidence that irreversible damage other than the effects referred to in chapter 3 is 
likely to be caused by a single exposure by an appropriate route, aenerally in the 
abovementioned dose ranae (see also 2.3.2 and 2.3.3). 

(•) R 23, R 24 orR 25 is also to be assigned to indicate route of administration/exposure. 
c••) R 20, R 21 orR 22 is also to be assigned to indicate route of administration/exposure. 
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2.4.9. 

R 48 ( •) Daaaer of acriow dam .. c to llcaltb by proloaacd exposure 

lerious dama1c (dear functional disturbance or morpholosical c:haDac which have 
toxicolosical lipificaDce) is likely to be eauacd by repeated or prolonpd exposure by an 
appropriate route, It levels of chr order of (tee also 2.3.2 and 2.3.3): 
- oral, rat < SO ma'kc (body weiaht)/day (""), 
- dermal, rat or rabbit < 100 malkc (body wciPt)/day ( .. ), 
- inhalation, rat < O,S Dllllitre 6 h/day (""), 

These suidc values can apply clirecdy when IeVere lesions have been oblerved in a 
sub-chronic (90 days) toxicity INdy, but also ICrVC U a suidc when iaterpmin& the 
results of sub-acute (28 days) or chronic (rwo years) toxicity ~. 

R 42 · May cause acnsitiution by inhalation 

CorTUSIVt 

if practical evidence is available which shows the ~bstanc:cs and preparations to be 
eapable of mduc:ing a sensitization reaction in humans by inhalation, at 1 peater 
&equency than would be expected &om the responac of a normal population. 

Substances and preparations sh .. ll be c:lass1fied as corrosive and assigned the symbol 'C' and the 
indication of danger 'corrosive' in accordance with the critcna given in Annex VI (8). Risk phrases shall 
be assigned in accordance with the following criteria: 

R 35 Causes acverc bums 

if, when applied to hcalrhy intact animal skin, full thickness destruainn of skin tissue 
occurs as a result of up to three minutes exposure·, or if this muir can be predicted. 

R 34 Causes bums 

if, when applied to healthy into~ct animal skin, full thickness destruction of skin tissue 
occurs as a result of up to four hours exposure, or if this result ean be prcdic:re.l. 

2.4.1 0. Irritant 

Non-corrosive substances and preparations shall be classified as irritant and assigned the symbol 'Xi' 
and the indication of danger 'irritant' in accordance with the criteria given in Annex VI (8) and as 
specified below. Risk phrases shall also be assigned in accordance with the following criteria: 

R 38 Irritating to skin 

if, when applied to healthy intact animal skin for up to four hours, significant 
inflammation is caused and which is present 24 "hours or more after the end of the 
exposure period. 

Inflammation is Significant, if the mean value of the scores is two or more for either 
erythema and eschar formation or oedema formation. The same shall be the case where 
the test has been completed using three animals if the score for either erythema and 
eschar formation or oedema formation observed in two or more animals is equivalent to 
the value of two or more. 

R 36 lrritatin1 to eyes 

if, when applied to the eye of the animal, significant ocular lesions arc c:auacd and which 
arc present 24 hours or more after instillation of the test material. 

Ocular lesions arc significant, if the means of the scores have any of the nlues: cornea 
opacity equal to or greater than two but less than three; iris lesion equal to or greater 
than one but not greater than 1,5; redness of the conjunctivae equal to or greater thJ!n 
2,5; oedema of the conjunctivae (chemosis) equal to or areatcr than 2. The same shall be 
the case where the test has been completed using three animals if the lesions, on two or 
more animals, arc equivalent to any of the above value' except that for iris lesion the 
value should be equal to or greater than one but less than rwo and for redness of 
c:onjunc1ivae the value should be 2,S ar more. 

(
0

) R 20, R 21 orR 22 is also to be assigned to indicate route of administratioa/exposurc. 
(
00

) These values arc not intended to influence in any way the choice of doac levels in c:arryina out die tats of 
Annex V. · 
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R 41 (•) Risk of Krious damage to eyes 

- if when applied to the eye of the animal Kvere ocular lesonns are ~.•u~d and whoch arr 
present 24 hours or more after instill.nion of thr tr~l m;trero:t I. 

Ocular lesions are KYere if the means of the scores have any of the values: 

cornea opacity equal to or greater than thrtt; iris lesion greater than I ,S. The same shall 
bt the case where the ttst has been completed using thrtt animals if these lnions, on rwo 
or more animals, have any of the values: 

cornea opacity equal to or greater than thrtt; iris lesion equal to two. 

R 43 May cauK Knsitization by skin contact 

if practical exprritnet shows the substances and preparations 111 bt capable of inducang .1 

KnSitiz.arion reaction in a substantial number of persons by skm contact. or on the baStS 
of a positive response in experimental animals. 

In the cast of the test method for skin stnsitizarion derailed in Annex V or on the cao;c of 
other adjuvant·typt test methods, a response of at least 30 % of the o~mmal~ IS consodered 
positive. For any other test method a respon~e of at le.tst I ~ % of rhe animal~ is 
considered positive. 

R 37 Irritating to respiratory system 

substances and preparations which cau~e stnou' orrn~rwn to rhc rrsporator) srsrem, 
based normally on pracrical obsrrva11on 

2.4.11. Other properbes 

Additional risk phrases shall bt assigned to substances and prepararion~. cl;l5sified by vorrue of 2.4.1 to 
2.4.10 above, in accordance with the following cnreria (bao;cd on experience obtained during 
compilation of Annex 1): 

R 1 Explosive when dry 

For explosive substancrs and prepararions put on the market in solurion or in a wened form; 
e.g. nitrocellulose with more than 12,6% nitrogen. 

R 4 Forms very Knsirive explosive metallic compounds 

For substanets and preparations which may form sensitive explosive metallic derivatives, e.g. 
picric acid, sryphnic acid. 

R S Hearing may cause an explosion 

For thermally unstable substances and prepararions nor clanif1ed as explosive, e.g. 
ptrchloric acid > SO %. 

R 6 Explosive with or without contact with air 

For substancrs and preparations whoch are unstable at ambient temperatures, e.g. 
acetylene. 

R 7 May cause fire 

For reactive substances and preparations: e ·11- fluorine, sodium hydrosulph11e. 

R 14 Reacts violently with water 

For substancrs and preparations whoch react voolently wnh water, e.g. acetyl chloride, alkollo 
metals, titani!am tetrachloride. 

R 16 Explosive when mixed with oxidizing substances 

For subsrancrs and preparations which react explosively wirh an oxidizing agent, e.g. red 
phosphorus. 

R 18 In use, may form flammable/explosive vapour-air mixture 

For preparations not in themselves classified as flammable, which contain volatile 
components which are flammable in air. 

( • J The use of R 34 or R 35 precludes the usc of R 41. 
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R 19 May form explosive peroxides 

For aubsunces and preparations which may form explosive peroxides durin& AOraJC, c.J. 
dicthyl ether, 1,4-dioxan. 

R 29 Coatac:t with water liberates toxic ps 

For aubsranccs and preparations which in contac:t with water or damp llii, ewolvc very 
toxic/toxic pscs in potentially danaerous amounts, c.J. aluminium phosphide, phosphorus 
pcnruulphidc. 

R 30 Can become hiJhly flammable in usc 

For preparations not in themselves classified as flammable, which may become flammable 
due ro the loss of non-flammable volatile components. 

R 31 Contact with acids liberates toxic aas 

For substances and preparations which rcaa with aci~s to evolve roxie pscs in danacrous 
amounts; e.g. sod1um hypochlorite, barium polysulphides. For substances used by meMbers 
of the general public, the usc of S SO (do nor mix with . . . (to be specified by the 
manufacturer)) would be more suitable. 

R 32 Contact with acids liberates very toxic ps 

For substances and preparations which reac:t with acids to evolve very toxic pscs in 
dangerous amounts; e.g. salts of hydrogen cyanide, sodium nide. For substances used by 
members of the general public, the usc of S SO (do nor mix with ... (to be specified by the 
manufacturer)) would be more suitable. 

R 33 Danger of cumulative cffcas 

For substances and preparations when accumulation in the human body is likely and may 
cause some concern which, however, is nor sufficient to justify the usc of R 48. 

Previously assigned to substances of Annex I and preparations which were likely to cause 
damaae to health by prolonged exposure or which were likely to be retained and then 
accumulated within the human body. Now to be proarcssivcly replaced when appropriate by 
R 48. 

R 44 Risk of explosion if heated under confinement 

For substances and preparations nor in themselves classified as explosive in accordance with 
2.4.1 above but which may nevertheless display explosive properties in practice if heated 
under sufficient confinement. For example, cenain substances which would decompose 
explosively if heated in a steel drum do nor show this cffcc:t if heated in lcss·stron& 
containers. 

J. ADDITIONAL CRITERIA CONCERNINC. SPECIFIC EFFECTS OF SUBSTANCES ON HEALTH 

3.1. 

3.1.1. 

3.1.2. 

For the record: funher guidance applicable ro preparations will be published later. 

Procedure for the classification of substances which may possibly have the cffccu mentioned in this 
chapter 

If a manufacturer or his representative has information available which indicates that a substance should 
be classified and labelled in accordance with the aireria Jiven in sc'ction 3.2, 3.3 or 3.4, he or his 
representative shall provisionally label the subStance with R 40 and assign at least the symbol 'Xn' unless 
the conclusions reached by the application of the criteria mentioned in 2.4.6 to 2.4.10 indicate the need 
for a more severe classification. 

Furthermore, the manufacturer or his representative is requested to submit as soon as possible a 
document summarizing all relevant information to one Member $rare in which the substance is plaCed 
on the market. This summary document should include a bibliosraphy containing all relevant refcrcnccs 
and may include any .relevant unpublished data. 



3.1.3. 

3.1.4. 

3.2. 

3.2.1. 

3.2.2. 

3.2.3. 

3.3. 

3.3.1. 
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In order· to obtain as quickly as possible a harmonized classification for the Community by the 
procedure defined in Article 21, Member States which have reJevant information available justifying the 
classification of a IUbstanc:c in one of these categories, whether submitted by the manufacturer or not, 
should forward such information toaether with suggestions for clauification and labelling, to the 
Commission as soon as possible. 

The Commiuion wUI forward to the other Member States the classification and labellin& proposal that 
it receives. Any Member Sure may ask the Commission for the information it has received. 

Any Member State which has good reason to believe that the suggested classification and labelhng a\ 
inappropriate as far as the carcinogenic, mutagenic or teratogenic effects are concerned shall notify the 
Commission thereof. 

The provisional labelling applied by a manufacturer or has representative shall remain valid until the 
entry into force ·of a decision on the inclusaon or non-inclusion of the substance concerned an 
Annex I. 

Carcinogenic IUbstances 

For the purpose of classification and labelling, and having regard to the current state of knowledge, such 
substances are divided into three categories: 

Category J 

Substances known to be carcinogenic to man. There is sufficient evidence to establish a causal 
association between human exposure to a substance and the development of cancer. 

Category 2 

Substances which should be regarded as if they are carcinogenic to man. There is sufficient evidence to 
provide a suona presumption that human exposure to a substance may result in the development of 
cancer, amerally on the basis of: 

appropriate lona-tenn animal srudies, 
~ other relevant information. 

Category 3 

Substances which cause concern for man owing to possible carcinogenic effects but in respect of which 
the available information is not adequate for making a satisfactory assessment. There is some evidence 
from appropriate animal srudies, but chis is insuffac1ent to place the substance in category 2. 

The followina specific risk phrases apply: 

Categories 1 and 2: 

R 45 May cause ~ncer 

Caregory 3: 

R 40 Pouible risk of ineveniblc effects 

The following classifications and symbols apply: 

CategorieshnJ2: at least: Toxic 

Category 3: Harmful 

The conclusions reached by application of the criteria mentioned in 2.4.6 to 2.4.1 0 may indicate the 
aced of a more severe clauification. 

Mutaaenic subsunc:es 

For the purposes of classification and labelling, and having regard to· the C!:Jrrent HlllLDf knowledge, 
such substances are divided into three categories: 
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3.3.2. 

3.3.3. 

3.'4. 

3.4.1. 

3.4.2. 

CAtegory 1 

Substances known to be mutagtmc to man. 

There is sufficient evidence to establish a causal a550Ciation between human exposure to a substance and 
heritable acncric damage 0 

CAtegory 2 

Substances which should be rcaardcd as if they are mutagenic to man. 

There is sufficient evidence to provide a strona presumption that human exposure to the substance may 
result in the development of heritable genetic damage, generally on the basis of: 

appropriate animal studies, 

- other relevant iDiocmatio.n. 

CAtegory 3 

Substances which cause concern for man owmg to possible mutagenic effcas but in rcspca of which the 
available information docs DOl satisfactorily demonstrate heritable acncric damage. There is evidence 
from appropriate mutagenicity studies, but this is msufflc1enl to place the substance in catqory 2. 

The following specific risk phrases apply: 

Catqories 1 and 2: 

R 46 May cause heritable aenetic damaac 

Category 3: 

R 40 Possible risk of irreversible effects 

The following classifications and symbols apply: 

Catqory 1: at least: Toxic 

Catqories 2 and 3: Harmful 

The conclusions reached by the application of the criteria mentioned in 2.4.6 to 2.4.10 may indicate the 
need for a more severe classification. 

Teratogenici" substances 

For the purposes of classification and labelling, and having rqard to the current state of knowlcdae. 
slich substances are divided into two catqories: 

CAtegory 1 

Substances known to be teratogenic to man. 

There is sufficient evidence to establish a causal association berween human exposure to a substance und 
subsequent non-heritable birth defects in offspnng. 

CAtegory 2 

Substances which should be regarded as if they are teratogenic to man. 

There is sufficient evidence to provide a strong presumption that human exposure to the substance may 
result in non-heritable birth defects in offspring, aenerally on the basis of: 

appropriate animal studies, 

- other relevant information. 

The following specific risk phrases apply: 

Cateaories 1 and 2 

R 47 May cause birth defects 
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The following dassifiations and symbols apply: 

Category 1: at least: Toxic 

CategOry 2: Harmful 

The conclusions reached by the application of the criteria mentioned in 2.<4.6 to 2.4.10 may indiare the 
need for a more severe classification. 

4. CHOICE OF SAFETY ADVICE PHRASES 

Sat'ery advice phrases (S phrases) shall be assigned to substances and preparations in accordance with the 
following general criteria: 

S 1 Keep locked up 

- Applicability 

- Very toxic and toxic substances and preparations. 

- Criteria for use 

- Recommended for very toxic and toxic substances and preparations likely to be used by 
memben of the general public. 

S 2 Keep out of reach of children 

Applicability 

- All dangeroas substances· and preparations. 

Criteria for use 

Obligatory only for all dangerous substances and preparations likely to be used by 
members of the general public or likely to be used in places to which the general public 
have access unless there is no reason to fear any danger particularly to children. 

S 3 Keep in a cool place 

Applicability 

Organic peroxides. 

Other dangerous substances and rrerar:uinM hnving a boiling point c; <40 °C. 

Criteria for use 

Obligatory for organic peroxides unless S 47 is used. 

Recommended for other dangerous substances and preparations having I boiling pdnt 
c; 40 °C. 

S 4 Keep away from living quarters 

Applicability 

- Very toxic and toxic substances and preparations. 

- Criteria for use 

Normally limited to very toxic and toxic substances and preparations when desirable ro 
supplement S 13; for example when there is an inhalation risk and the substance or 
preparation should be stored away from living quarters. The advice is not intended to 
preclude proper use of the substance or preparation in living quarters. 

S 5 Keep contenu under ••. (appropriate liquid to be specified by the manufacturer) 

Appliability 

- Spontaneously flammable solid substances and preparations. 

- Criteria for use 

- Normally limited to special ases, e.g. sodium, potassium or white phosphorous. 
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S I> Keep under ... (inert gas to bt- spcclfted b)· th~ manu.Jfdcrurer) 

Apphcabilny 

- Dangerous substances and preparation~ which must be kept under an inen 
atmosphere. 

Critena for use 

- Normally limited to special cases, e.g. certain organo metallic compounds. 

S 7 Keep container tipdy dosed 

Applicability 

Organic perox1des. 

Substances and preparations which can give off very toxic, toxic, harmful, extremely 
flammable or highly flammable vapours. 

Substances and preparations which on conracr wirh moisture give off highly flammable 
gases. 

Highly flammable solids. 

Criteria for use 

Oblrgatory for organic peroxides m the combin.mon of S 31719. 

Recommended for the other fields of applic;ninn mentioned above. 

S 8 Keep container dry 

Applicability 

Substances and preparations which may re.Jct violently with \~<;Iter. 

Substances and preparations which on conracr with water liberate highly flammable 
gases. 

Substances and preparations which on contact with water liberate very toxic or toxic 
gases. 

Criteria for use 

Normally limited to the fields of application mentioned above when necessary to 
reinforce warnings given by R 14, R 15 in particular, and R 29. 

S 9 Keep container in a well-ventilated place 

Applicability 

Organic peroxides. 

Volatile substances and preparations which may give off very toxic, toxic or harmful 
vapours. 

Extremely flammable or highly flammable liquids and gases. 

Criteria for use 

Oblrgatory for organic peroxides in the combinationS 31719. 

Recommended for volatile substances and preparations which may give off Vef¥ toxic, 
toxic or harmful vapours. 

Recommended for extremely flammable: or highly flammable liquids or gases. 

S 12 Do not keep the container scaled 

Applicability 

- Substances and preparations which will by giving off g:~ses or vapours be liab~ to burst 
rhr cnnrainrr. 

Criteria for usc 

- Normally limited to the special cases mentioned above. 
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S 13 Keep away ..._ food, drink and animal feediaptufb 

~My 

- Very toxic, toxic and -..tul subst- ...t prqNUatiuns. 

Criteriaforu~ 

Recommended when such substance. and preparations are likely to be used by memben 
of the aeneral pubhc. 

S 14 Keep-away from ... (incompatible matrnals to be ind1c:1ted by the manufacturer) 

Applicability 

- Orpnic peroxides. 

Criteria for u~ 

Obligatory for and normally limned to organ1c peroxides. Howe\er, may be u~ful m 
exc:cptional ca~s when incompatibility is likely to produc:c a panicular risk. 

S 1S Keep away &om heat 

- Applicability 

.- Substanc:cs and preparations which may decompo~ or which may reaa spontaneously 
under the effect of heat. 

-·Criteria for u~ 

Normally limited to special ca~s. e.g. monomers bur not assigned if risk phra~s R 2, 
R 3 and/or R S have already been applied. 

S · 16 ICeep away from sources of ignition - No smoking 

Applicability 

- Extremely flammable- or h1ghl) flammable liquids and gases. 

Criteria for u~ 

Recommended for the substances and preparations mentioned above but not assigned if 
risk phra~s R 2, R 3 and/or R S have already been applied. 

S 17 ICeep away from combustible material 

Applicabiliry 

- Substanc:cs and preparations which may form explosive or spontaneously flammable 
mixrurn with combustible material. 

Criteria for u~ 

- Available for u~ in special casn; e.g. w emph.1,i1.e R 8 and R 9. 

S 18 Handle and open container with care 

Applicability 

Substances and preparations liable to produce an overpressure in the container. 

Substances and preparations which may form explosive peroxide~. 

Criteria for u~ 

Normally limited to the abovementione-d casrs when there is risk of damage to the eyn 
and/or when the substances and preparation~ are likely to be u~d by members ufthe 
aeneral public. · 
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S 20 When usina do 1101 cat or drink 

Applicability 

- Vuy toxic, roxie and corrosive substancts and preparations. 

Criteria for UK 

Normally limired co spteial cases (e.g. arsenic and ~rsenic compounds; fluoracttates) in 
particular when any of chest arc likely co bt ustd by members of the ameral pu~lic. 

S 21 When usina do 1101 1m0ke 

Applicability 

- Substances and preparations which product toxic products on combustion. 

Criteria for use 

Normally limited to sprcial cases (e.g. halogenated compounds). 

S 22 Do not breathe dust 

Applieability 

- All solid dangerous substances and preparations. 

Criteria for use 

llec:ommended for those substances and preparations mentioned above which art liable 
to form inhalable dusts, and when it is necrssary co draw the attention of the user co 
inhalation risks not mentioned in the risk phrases which have been ascribtd. However 
may bt ustd in exctptional cases to emphasize such risk phrases, in particul1r ro 
emphuize R 42. 

S 23 Do aoc brtathe ps/fumes/vapour/spray (appropriate wording co bt specified by the 
manufaaurer) 

- Applicability 

- All liquid or gaseous dangerous substances and preparations. 

- Criteria for use 

Recommended when it is ntctSSary to draw the attention of the user to inhalation risks 
not mentioned in the risk phrases which have to bt ascribed. However, may bt ustd in 
exceptional cases co emphasize such risk phrases, in panicular co emphasize R 42. 

Recommended for substances and preparations in the form of aerosols which art likely ro 
bt ustd by membtrs of the general public. 

S 24 Avoid contact with skiD 

- Applicability 

- All dangerous subsrancrs and preparations. 

Criteria for UK 

Recommended when it is necrssary to draw the attention of the user to skin contact risks, 
not mentioned in the risk phrases which have to bt ascribtd. However, may be ustd in 
exceptional cases to em;hasize such risk phrases, in panicular to emphuize R" 43. 

S 25 Avoid contact with eyes 

Applicability 

- Corrosive or irritant substancts and preparations. 

Criteria for use 

Normally limted to special cases, i.e. when it is considered essential to emphasize the risk 
to eyes denoted by use of R 34, R 35, R 36 orR 41. Thus imponant if these substances 
and preparations art likely to bt used by membtrs of the general public and eye or face 
protection may not be available. 
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S 26 In case of contact with eyes, rinse immediately with plenty of water and seek medical advice 

Applicability 

- Corrosive or irritant substances and preparations. 

Criteria for usc 

Oblig11tory for corrosive substance and preparations and those to which R 41 ha~ alread) 
been ascribed. 

Recommended for irritant substances to which the risk phrase R 36 has already been 
ascribed. 

S 27 Take off immediately aU contaminated clothing 

Applicability 

Organic peroxides. 

Very toxic, roxie or corrosive substances and preparations. 

Criteria for use 

Obligatory for organic peroxides. 

Recommended for very toxic and toxic sub~tances and preparations which are easily 
absorbed by the skin and for corrosive substances and preparations unless safety phr Jse 
S 36 can be considered sufficient by itself. 

S 28 After contact with skin, wash immediately with plenty of . . . {to be specif1ed b~ the 
manufacturer) 

- Applicability 

- Very toxic, toxic or corrosive substances and preparations. 

Criteria for usc 

Recommended for the substa,nces and preparations mentioned above, in particular when 
water is nor the most appropriate rinsing fluid. 

S 29 Do not empty into drains 

Applicability 

- Extremely or highly flammable liquids. 

Criteria for usc 

Recommended for those extremely or highly flamm.1ble liquids which :ue immiscible 
with water. The intention is to avoid accidents (e.g. fire, explosion) and not to emphasize 
general pollution problems. 

S 30 Never add water'to this product 

Applicability 

- Substances and preparations wh11:h react violently with water. 

Criteria for usc 

Normally limited to special ca~\ (e.g. sulphuric :lcid) and m;~y be used, as 3ppropriatt' w 
give the clearest possible. information, either to emphasize R 14 or as an alternative to 
R 14. 

S 33 Take precautionary measures against static discharges 

Applicability 

- Extremely or highly flammable substances and preparations. 

Criteria for use 

Recommended for substances and preparations used in industry which do not absorb 
moisture. Virtually never used for substances and preparations as placed on the market 
for usc by members of the general public. 

31 
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S 3" Avoid shock and friction 

Appli~ability 

- Explosive substan~es and preparation•. 

Criteria for UK 

- Obl1g11tory for and normally limned to explosive organic peroxides. 

S 35 This material and its mntainer must be disposed of in a safe way 

Appliability 

Explosive substan~ and preparation•. 

Very ro.x.ic and ro.x.ic substa'nus and preparations. 

Criteria for use 

Obligatory for explosive substan~ and preparations other than organic peroxides. 

Recommended for very toxic and toxic substances and preparations, panicularly when 
su~ substan~ and preparations are likely to be used by members of the general 
public. 

S 36 Wear suitable proteaive doming 

Appliabiliry 

Very toxic, roxie or harmful substan~ and preparations. 

Corrosive substanus and preparations. 

Criteria for use 

Recommended for substan~ and preparations used in industry whi~ are: 
very roxi~. roxi~ or ~orrosive, and/or 
harmful and easily absorbed by the skin and/or 
liable to damage health by prolonged exposure. 

S 37 Wear suitable gloves 

Appliability 

Very toxic, roxie, harmful or corros1vc- subst.ance• and preparations. 

Organic perox1des. 

Substances and preparauons irritating to the skin. 

Criteria for use 

Remmmended for very toxic, toxi~ and corrosive substan~ and preparations, when 
S l6 is not used (e.g. viz general public). 

Remmmended for organic-peroxides as mmbinat~ S 37139. 

Recommended for substanus and preparations irritating to the skin panicularly when 
R 38 is not shown on the label. 

S 38 In use of insufficient ventilation wear suitable respiratory equipment 

Appliabiliry 

- Very toxic or toxic substan~ and preparations. 

Criteria for use 

Normally limited to spe~ial aKs involving the use of very toxi~ or toxi~ substanc:es and 
preparations in industry or in agriculture. 
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- Applicability 

- Orpnic percWdu. 
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- Corrosive 111bsrances end preparations, indudin& Uritanu which live rile to risk of 
Rrious damage to the eyes. 

- Very toxic and toxic substances and preparations. 

Criteria for use 

Recommended for OIJanic peroxidn as tht combinationS 37139. 

Recommended Jor the corrosive substances and preparations mentioned above. in 
panicular when there is a risk of splashing. 

Normally limited to exceptional casn for very roxie and roxie substances and 
preparations, where there is a risk of splashing and they are likely tl> be easily absorbed 
by the skin. 

5 40 To dean the Ooor and all objects contaminated by this material use ..• (to be specified by the 
manufacturer) 

- Applicability 

- All dangerous substances and preparations. 

Criteria for use 

Normally limited to those dangerous substances and preparations for which water is not 
considered to be a suitable cleansing agent (e.g. where absorption by powdered material, 
dissolution by solvent etc. is necessary) and where it is imponant for health and or safety 
reasons to provide a warning on the label. 

5 41 Ia CAR of fire and/or explosion do not breathe fumes 

Applicability 

- Dangerous substances and preparations which on combustion give off very toxic or toxic 
psn. 

Criteria for use 

- Normally limited to special cases. 

5 42 During fumiption/spraying wear suitable respiratory equipment (appropriate wording to be 
specified by the manufacturer) 

- Applicability 

- Substances and preparations intended for such use but which may endanger the health 
and safety of the user unless proper precautions are taken. 

Criteria for use 

- Normally limited to special cases. 

5 43 In case of fire use ••. (indicate in the space the precise type of fire·fighting equipment. If water 
inaeasn the risk add: Never use water) 

- Applicability 

- Extremely Oammable, highly Oammable and Oammable substances and preparations. 

Criteria for use 

Oblig11tory lor substances and preparations which in contact with water or damp air, 
evolve highly Oammable gasn. 

Recommended for extremely Oammable, highly Oammable and Oammable substances 
and preparations, panicularly when they are immiscible with water. 

5 44 If you feel unweD seek medical advice (show the label where possible) 

Applicability 

- Toxic substances and preparations. 

- Criteria for use 

Oblig11tory lor the substances and preparations mentioned above when used in industry 
and not likely to be used by members of the general public. 
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S 45 In cue of eccident or if you feel unwell leek medical advice immediately (llhow dtc label where 
• poaibJc) 

- Applicability 

Very toxic substanea and preparations. 

Toxic substances and preparations. 

Criteria for UK 

ObliJ11tory for the very toxic ·substances and preparations mentioned above. 

Oblig11tory for toxic substances and preparations mentioned above when likely to be used 
by members of the general public. 

S 46 If awaDowed, acck medical advice immediately and show this container or label 

Applicability 

- All clangerous substances and preparations other than thoSf' which are toxic or very 
toxic. 

Criteria for UK 

Obilg11tory lor all dangerous substances and preparations mentioned above which are 
likely to be uKd by members of the general public, unless there is no reason to fear any 
danger from swallowing, panicularly by children. 

S 47 Keep at temperature aot exceeding ••• •c (to be specified by the manufactUrer) 

- Applicability 

- Substances and preparations which become unstable at a cenain temperature. 

- Criteria for UK 

- Normally limited to special cases (e.g. cenain organic peroxides). 

S 48 Keep weaecl with • • • (appropriate material to be specified by the manufactUrer) 

- Applicability 

- Substances and preparations which may become very sensitive "to sparks, friction or 
impact if allowed to dry out. 

Criteria for uSf' 

- Normally limited to special cases, e.g. nitrocclluiOSf's. 

S 49 Keep oaly ill the onpw container 

Applacabibt) 

- Substances and preparations sensitive to catalytic decomposition. 

Criteria for UK 

Normally limited to substances and preparations sensitive to catalytic decomposition; 
e.g. cenain organic peroxides. 

S SO Do not mix with ••• (to be specified by the manufacturer) 

Applicability 

- Substances and preparations which may react with the specified product to evolve very 
toxic or toxic gases. 

- Organic peroxides. 

- Criteria for UIC 

- Recommended for substances and preparations mentioned above which are likely to 
be used by members of the aeneral public, when it is a better alternative 10 It 31 or 

.ltn · 

- Oblig11tory with cenain peroxides which may Jive violent reaction with acceleratorS or 
. Dtomotcrs. 
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- Applicability 
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- Substances and preparations likely ro or intft!Md ro produu vapours, dusts, spr;~ys, 
fumes, mUts, etc. which &ive rist to inhalanon risks or ro a fire or explosion risk. 

Criteria for UK 

Recommmded whm ust of S 38 would not be appropriate. Thus important whm such 
substances and preparations arc likely to be used by members of the aeneral public. 

S 52 Nor recommcaded for interior ust on larp surface areas 

- Applicability 

- Volatile, very toxic, toxic and harmful substances and preparations containing them. 

CritCriaforust 

- Recommmded when damage to health is likely to be caustd by prolonged exposure to 
these substances by reason of its volatilization from large treated surfaces in the home or 
other mdosed plaus where persons congregate. 

S 53 Avoid exposure- obtain special instructions before use 

Applicability 

- Carcinogenic:, mutagenic and/or teratogenic: substances and preparations 

Criteria for use 

Obligatory for substances and preparations mentioned above to whic:h R 45, 
R 46 and/or R 47 have been ascribed. 

5. LABELLING PROPOSAL 

S.l. The labelling proposal for a substante should be derived from the total number of symbols, risk phrasts 
and ufety phrases assigned 

5.2. The labelling proposal for a preparation should be derived in a way analogous to that for a substance 
and in particular be based on: 

(a) determination of the risk categories according to the specific criteria laid down in each panicular 
directive: (on preparations); 

(b) c:hoite of the most relevant R and S phrases; whereas some risk phrases follow directly from the risk 
categories, O!her risk and safety phrasts which are applicable shall be derived mainly from the R and 
S phrases assigned in accordance with stctions 2 and -4 above to the constituent which most 
contributes to the dangerous properties of the preparation; 

(c) in tenain cases, particular directives give obligatory phrasts for unain preparations (e.g. 
cyanoacrylate glues, paints in~ended for spraying). In thest casts, these phrases shall always be 
mmtioned. 

5.3. Although the final choiu of the most appropriate risk and safety phrasts is primarily govern~d by the 
need to &ive all necessary information, consideration should also be given to the darity and impact of 
the label. With darity in mind, the necessary information shoul\:1 be expresstd in a·minimum number of 
phrases. Gmerally, up to four risk phrases and up to four safety phrasts will be sufficimt; for this 
purpose the combination phrases listed in Annexes Ill and IV are considered as single phrases. Whilst it 
may be possible to rcduu me total number of phrases for substances and preparations dassified for 
example as harmful, irritant or flammable, more than four risk and four safety phrases should only be 
apecified in very pa[ticular cases. • 
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5.4. When more than four risk phrases are a55igntd to a substanc:t or preparation, it is generally possible to 
eliminate phrases which refer to the lownt drgrrr of haurd providing that the overall effectivenas of 
the special warning is not thereby reduc:rd. It is frequently found that c:tnain such risk phrases are 
rendered superftuous by a suitable choice of safety phrase. 

Tht risk phrases which correspond to the symbols indic:attd on tht label are obliptory except that tht 
risk phrases 'extremely ftammablr' or 'highly ftammablr' nttd not be indic:attd where they repeat the 
wording of the indication of danger used with a symbol. 

S.S. The final choic:t of safety phrases must have regard to the risk phrases indicattd on lht label and to the 
intendtd use of the substance or preparation: 

safety phra~ which give obvious advice in relation to risk phrases are generally omitted from the 
label unless used to give panicular emphasis to a sp«ific warning; 

c:rnain safety phrases, r.s. S 2, have panicular relrvanc:r to substancn and preparations intendtd·to 
be ustd by the public, other phrases have panicular relevance to persons ar work. Phrases should be 
chosen with the amended use in view; 

panicular attention must be given, an tht choice of ufrt) phrases, to tht: fornrrn c:ondations of .use 
of cenain aubstances and pr.:parations, e.g. spraying or other aerosol cffccrs. 

Commission statement 

With regard to 3.1.3, and in panicular to the last paragraph of 3.1.3, the Commission states 
that, should it envisage making use of the procedure of Anicle 21, it is prepared to consult in 
advance appropriate expens designated by Member States and having special qualifications 
with respect to either carcinogenicity, mutagenicity or teratogenicity. 

This consultation will take place in the framework of the normal consultation procedure 
with national expens and/or in the framework of existing committees. The same will be the 
case when substances already included in Annex I must be reclassified in respect of their 
carcinogenic, mutagenic or teratogenic effects. 
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ANNEX VII 

INFORMATION REQUIRED POR 1liE TECOOCAL ~ ('BASE SET') RPnRRED TO IN 
ARTIQ.E6 (1) 

When lil'iDI notification the IIWlufaeturer or any other penon placing a aubstance on w market ahall 
provide the iDformation aet out below. 

II it il DOt tedmically poaible or if it does not appear necenary to give information, the reuons ahall be 
ltated. 

Test~ muat be conducted according to methods recognized and recommended by the competent 
iotemational bodiea where aucb recommendations exist. 

The bodiea carrying out the teats ahaU comply with the principles of good current laboratory practice. 

When complete amdiea md the results obtained are aubmitted, it shall be atated that the tests were 
conducted usiDg the substance to be marketed. The composition of the sample shall be indicated. 

Ill addition, the description of the methods used or the reference to standardized or intemationally 
recogniucl methods shaD also be mentioned in the technical dossier, together with the name of the body 
or bodies responsible for carrying out the studies. 

1. 

1.1 

1.1.1. 

U.l. 

1.1.3. 

1.2. 

1.3 

1.3.1. 

1.3.2. 

1.3.3. 

1.3.4. 

1.3.5. 

1.4. 

IDENITI'Y OF 1HE SUBSTANCE 

Name 

Namea iD the IUPAC DOmeaclature 

Other Dame~ (usual name, trade name, abbreviation) 

CAS nu.mber (if available) 

Empirical &Dd scruc:tural formula 

Composition of the substaDce 

Degree of purity(%) 

Nature of impuritiea, including isomers and by-products 

Percentage of (significant) main impurities 

II the subatance contaiDs a stabilizing agent or an inhibitor or other additives, specify: 
D&ture, order of mqnitude: ••• ppm; .•. % 

Spec:tral data (UV, IR. NMR) 

Methods of detection ud determination 

A fuB description of lbe methods used or the appropriate bibliosraphical rekreDc:a 

2.. INFORMATION ON 1HE SUBSTANCE 

2..1. Proposed ... 

2.1.1. Type~ ofue 

Deacribe: the function of the aubstance ·····················································-·-··-··········: 
the desired effects ...................................................................... _ ................... . 
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2.1.2. Fields or application with approximate breakdown 

(a) doled aystem 

- industries .................................................................................................................. .. 

- fanners and skilled uades ...................................................................... _, __ _ 

- use by the public at laJJe ........................................................................ _ .. ,_ .. , .... ---

(b) open System 

- industries ...................................................................... ,_, _______ _ 

- farmen and skilled uades ................................................................. - ............ . 

- use by the public at laJJe .......................................................................................... .. 

2.2. Estimated produc:bon and/or imports for each of cbe uticipated asa or &elds ofqplicatioa 

2.2.1. OveraJJ produc:bon and/or impons in order of tonncs per year 1; 10; SO; 100; 500; 1 000 
udSOOC 

- &m 12 months ................................................................................................ 1DDDellyear 

- thereafter ........................................................................................................ tollncl/year 

2.2.2. Production and/or imports, broken down in accordanc:e with 2.1.1 aDd 2.1.2, cxpraacd u a 
percentage 

- first 12 months ................................................................................................................ .. 

- thereafter ........................................................................................................................ .. 

2.3. Recommended mecbods and precautions cooceming: 

1.3.1. bandling .. , ............................................................................................................................. . 

2.3.2. ltOfiF ................................................................................................................................... . 

1.3,3, traDipOft ..,, .. ,.,..,,.,,,,.,.,.,.,,,.,.,,.,.,,,,.,.,.,,,.,.,..,,,..,,.,..,,. ... ,.'"""....,..,'..,''"-"---

2.3,4, &re.,_ture of combustion gaaes or pyrolysis, where proposed asa jultify this) 

2.3.5. other dangen, parriadarly chemical reaction wicb wa= 

2.4. Emeraency measures in cbe case of ac:cidental spillaac 

2.5. Emersency measures in the case of injury to pcriOill 

(e.J. poisoning) 

3. PHYSICO-OiEMICAL PROPERTIES OF 1liE SUBSTANCE 

3.1. Melting point 

............................. .-c 

3.2. BoiJina point 

.............................. -c: .............................. Pa 

3.3. Relative density 

.............................. (D.•) 

3.4. Vapour pressure 

.............................. Pa at .............................. -c: 

.............................. Pa at .............................. -c: 
3.5. Surfac:e tension 

................. ...;;..-; ..... Mlm ( ............. - ............. -c) 
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3.6. Water aohability 

.... _ ...................... mallitte ( .............................. -<:) 

3.7. Fat ICIIIIIJilily 

Solveat - oil (to be lpecifiecl) 

.............................. msttOO g solvenr ( .............................. •c) 

3.8. Panitioa coefficiCDt 

n-oaanollwater 

3.9. Plash point 

... _ ....... - .............. -c 0 open cup 0 dosed cup 

3.10. Flammability (within the meaning of the definition given in Article 2 (2) (c), (d) and (e)) 

3.11. Explosive properties (within the meaning of the definition given in Article 2 (2) (a)) 

3.12. Au~8ammability 

.............................. -c 

3.13. ODdiziua propcnies (within the meaning of the definition given in An:icle 2 (2) (b)) 

4. TOXICOLOGICAL sruDIES 

4.1. Acute toldcity 

4.1.1. .Admillistered orally 

LD,. ............................. mglkg 

Effects observed, including in the organs ................................................................................ , 

4.1.2. Administered by inhalation 

LC.o. .............................. (ppm) Duration of exposure ................................................... houn 

Effects observed, including in the organs ................................................................................ . 

4.1.3. Administered cutaneously (percutaneous absorption) 

w ............................... mglkg 

Effects observed, including in the organs ............................................................................... . 

4.1.4. Substances other than gases shall be administered via two routes at least, one of which 
lhould be the oral route. The other route will depend on the intended use and on the 
physical properties of the substance. 

Gases and volatile liquids should be administered by inhalation (a minimum period of 
administration of four houn). 

In all cases, observation of the animals should be carried out for at least 14 days. 

Unless there are contra-indications, the rat is the preferred species for oral and inhalation 
experiments. 

The experiments in 4.1.1, 4.1.2 and 4.1.3 lhall be carried out on both male and female 
subjects. 

4.1.5. Skin irritation 

The substance should be applied to the shaved skin of an animal, preferablv an albino 
rabbit. 

Duration of exposure .............................. houn 
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4 .1.6. Eye irritation 

The rabbit is me preferred animal. 

Duration of expo~ure .............................. boun 

4.1.7. Skin ICDiitiza1ion 

4 .2. Sab-ac:ate IDXicity 

4.2.1. Sub-aaate toxicity (28 clays) 

Elfec:a obterved on me auimaJ and Orpnl acc:ordiua CO the c:oac:em:rati0111 Died, iDdw:liq 
clinical and laboratory iDvestiptions ............................................. --···---···-·· 
Dose for which no toxic effect is observed ........................................... - ........ , .............. .. 

4.2.2. A period of daily administration (live to seven clays per weft:) for at least four weeks lhould 
be chosen. The route of administration should be the most appropriate having repnf ro the 
iDtended ute, me aaate toxicity and me physical and chemical properties of the tublruce. 

Unless mere are contra-indications, me rat is me preferred apecies for oral and iDbalaaon 
experiments. 

4.3. Other cffecs 

4.3.1. Mutagenicity (induding carcinogenic pre-saeening test) 

4.3.2. The substance should be examined during a series of two tests, one of which lhould be 
bacteriol~cal. with and without metabolic acavation, and one non-bacterioJosical. 

5. ECOTOXJCOLOGICAL STUDIES 

5.1. Effecs on orpnisms 

5.1.1~ Aaate toxicity for fish 

LC,o.............................. (ppm) Duraaon of exposure clcmmiDed iD ac:corclaDce widl 
AnnaV(q 

Species aelected (one or more) ............................. . 

5.1.2. Aaate toxicity for daphnia 

LC,o. ............................. (ppm) Duration of exposure determined ill accordance widl AnDez 
V(q 

5.2. Depclacion 

- biocic 

- abiocic 

The BOD and the BOD/COD ratio should be determined u a minimum 

6. POSSIBILITY OF RENDERING lHE SUBST!<NCE HAJlMLESS 

6.1. For industry/skilled trades 

6.1.1. Possibility of recovery .......................................................... '" ........................ _, __ _ 

6.1.2. Possibility of neutraliution ............................................................................ ,_ .. ,_ ... _ .. , __ _ 

6.1.3. Possibility of destrucaon: 

- controlled discharge .................................................................. - ........... ___ _ 

- illcineracion ................................................................................................. __ 
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- wahir purification station ................................................................................................ . 

- ochers .............................................................................................................................. . 

6.2. F« die pablic at larp 

,.2.1. POIIibiliry of recoYer)' ································-········-·-······················-···············-·-·······-·· 

'.2.2. POIIibiliry of oeutralization .................................................................................... --... •· 

'~- POIIibiliry of daauction: 

- c:onaoUed ~ ......................................................................................................... . 

- iDcineration ..................................................................................................................... . 

- water puri6cation station ................................................................................................ . 

- ocben .............................................................................................................................. . 
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ANNE.X VIII 

ADDmONAL INFORMA llON AND TESTS REQplllED UNDEil ARlla.E 6 ($) 

Any penon who bu notified a IUbstance to a competent aurhority in acxordanc:e wirh the Nq1lirealeDts 
of Anicle 6 of Ibis Directive abal1 provide at the request of rhe aurhority further iDformadGD ad c:any 
out additional teats as provided for in Ibis Annex. 

If it is DOt ledmically possible or if h does not appear necessary to live informa1ioo, the reu01111hall be 
Ita ted. 

Tesu abal1 be conducted according to merhods recognized aod recommended by the competmt 
intema1ional bodies where such recommendations exist. 

The bodies carrying out rhe tests shall comply with the principles of good current laboratory prac:1icc. 

When complete INdies and rhe results obtained are submitted, it shall be stated sbat die 11111 were 
conducted using the substance marketed. The composition of rhe aample abal1 be indicated. 

In addi1ion the description of rhe merhods used or rhe reference to standardized or illterna1ioaally 
"recognized methods shall also be mentioned in the technic:al dossier, togerher wirh the &WDe of the body 
or bodies responsible for carrying out the studies. 

LEVEL 1 

Taking into account: 

- cumDt bowledge of rhe substance, 

- bown and planned .uses, 

- the raulta of the tests carried out in the conteXt of the bue set, 

tJ,e competent authority may require the followin& ad4itional1Ndies where the quan1ity of aiUbawlc:e 
placed on the market by a no1ifier reaches a level of 10 toDDes per year or a total of SO toDDes and if cbe 
condi1ions apecified after each of the tests are fulfilled in the case of that IUbltancc. 

- Fertility atudy (one apecies, one genera1ion, male and female, moat appropriate route of 
adminiatra1ion) 

If there are equivoc:al findings in rhe first generation, study of a second genera1ion is required. 

It is also possible in this INdy to obtain evidence on teratogenicity. 

11 there are indications of teratogenicity, full evaluation of teratogenic potential may require a study 
in a JeCOnd apec:ies. 

- Teratology study (one species, most appropriate route of aclminiatra1ion) · 

This INdy is required if teratogenicity has not been examined or evaluated in the Prec:ediDa fenility 
study. 

- Sub-chronic and/or chronic toxicity study, induding special INdies (one apecies, male" and female, 
most appropriate route of adminiatra1ion) 

If the resillu of the IUb-acute INdy in Annex VII or other relevant informa1ion demonstrate cbe 
need for further investigation, Ibis may take the form of a more detailed examina1ion of c:eraiD 
effects, or more prolonged exposure, e.g. 90 days or longer (even. up to two yeara). 
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The effects which would indicate the need for auch a atudy could include for example: 

(a) aerious or inneraible lelions; 

(b) a very low or abaence of a 'no effect' level; 

(c) a dear relaticmship in chemical atruc:ture between the substance being ltUdied and other 
eubstanca which have been proved da111erous. 

- Additional mutqenelis atudies (mcludmg sc:recni111 for carcmogenesis) 

A. If raula of rhe mutagenesis tests are negative, a test to verify mutapmliland a lat to verify 
carcinopnesis ecnenil18 an obligatory. 

If the reaula of the mutagenesis verif1cation teat are also negative, funher mutageneais teaa are 
not necessary at this level; if the results are positive, funher mutagenesis caa are to be carried 
out(aecB). 

If the reaula of the carcinogenesis screening verification cat are also neptive, further 
carcinogenelis screening verification feltS an not necessary at this level; if the resula are 
positive further carcinogenesis screening verification tesa are to be carried out (aec B). 

B. If the nsulu of the mutiFMSis tesrs are positive (a single positive teat means positive), at least 
two verification tests are necessary at this level. Both mutagenesis teats and carcinogenesis 
tcreening tests should be considered hen. A positive result of a carcinogenesis screening test 
should lead to a carcinogenesis study at this level. 

- An algal test: one species, growth inhibition test. 

- Prolonged toxicity atudy with Daphina magna (21 days, thus atudy should also include 
determination of the 'no-effect level' for reproduction and the 'no-effect level' for lethality). 

The conditions under which this tesr is carried out shall be determined in accordance with the 
procedure described irr Article ~1 in the light of the methods laid down in Annex V (C) for acutt 
toxicity testa with Daphnia. 

- Tesr on a higher plant. 

- Tesr on an earthworm. 

- Prolonged toxicity atudy with fish (e.g. Ory1ias, Jordanella, etc.; at least a period of 14 days; thus 
atudy should also include determination of the 'threshold level'). 

The conditions under which this test is carried out shall be determined in accordance with the 
procedure described in Article 21 in the light of the methods adopted under Annex V (C) for acute 
toxicity tesa with fish. 

- Tests for species accumulation; one species, preferably fish (e.g. PoeciUa J'eticulata). 

- Prolonged biodegradation study, if sufficient (bio)deiradation has not been proved by the atudies 
laid down in Annex VII, another tesr (dynamic) shall be chosen with lower concen~ations and with 
a different inoculum (e.g. flow-through system). 

In any caae, the notifier shall inform the competent authority if the quantity of a substance placed on 
the market reaches a level of tOO toMes per year or a total of 500 tonnea. 

On receipt of such notification and if the requisite conditions •re fulfilled, the competent authority, 
within a time limit it will determine, shall require the above tests to be carried out unless in any 
particular case an alternative scientific study would be preferable. 

LEVEL2 

IE the quantity of a 1ubstance placed on the market by a notifier reaches 1 000 toMe& per year or a total 
of S 000 toMes, the notifier ahall inform the competent authority. The latter ahall then draw up a 
programme of tats to be carried out by the notifier in order to enable the competent authOrity to 
evaluate the risks of the 1ubstance for man and the environment. 

43 
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The tear prosrammc lha1l COYer tbe followma aspeca unless chere are I1:I'OGI reuoas to die Cllllt:rary, 
.upponed by cridcDcc, that it lhould noc be followed: 

- c:broaic toxicity 1tudy, 

- c:arciDopllicity ltudy, 

- &niliry INdy (C.I· three-pneration ltlldy); only if an effect on feniliry bas been Mablilbed at 
Ievell, 

- tcratoiOI)' ltlldy (non-rodent species) 1tudy to verify tcratoiOI}' ICUdy at level 1 and aperimeDt 
additional to the level 1 1tudy, if effects on embryoslfoeNSeS have been eatabliahed, 

- acute and aub-acute toxicity 1tudy on second species: only if results of level lltudia indicate a aeed 
for chis. Also results of biotransformation 11t11dies and sNdies on pharmacokinetics may lead to IUcb 
ltudies, 

- additional toxicokinetic INdies. 

. EcotoDcolosY 

- Additional tata for accumulatiOn, deiradation and mobility. 

Tbe pwpoee of chis_ltudy lhould be to determille any accumulation in the food c:bain. 

For further bioaccumulation ltlldies special artention lhould be paid to, the IOlubility of cbe 
IUbstance in water and to its n-octanollwater partition coefficient. 

. 'The results of the level 1 acaamulation INdy and the physioc:ocbemical propcniet may lead tiD a 
large-scale 8ow-tbrouF test. 

- Prolonpd toxicity srudy wich fish (induding reproduction). 

- Additional toxicity srudy (acute and sub-acute) with birds (e ... quails): if acaamulation factor is 
pearer chan too. 

- AdditiODal toxicity study with other orpnisms (if this proves nec:euary). 

- Abspiption - desorption aNdy where che substance is not particularly cleiradable. 
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ANNEX IX 

A. PROVISIONS REI.ATING TO OUJ.D.RESISTANI' FASTENINGS: lor cbe record 

B. PROVISIONS JlEI.ATING TO TACJU.E WARNINGS OF DANGER: lor cbe record 
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not included: 

ANNEX I 

List of dangerous substances classified in the order of the atomic 
number of the element most characteristic of their properties 

ANNEX/II 

Nature of the special risks attaching to dangerous substances 

ANNEX N 

Safety advice concerning dangerous chemical substances 

ANNEX V 

Test methods for the determination of physicochemical, toxicological and 
ecotoxicological properties listed in Annexes Vll and VIII 

Indications of danger in Spanish (ES) und Portuguese (PT) 

No Council or Commission Directive bas yet been promulgated directly to amend 
Annex II by the addition of Spanish and Portuguese language equivalents of these 
words and phrases. However, such equivalents are indirectly to be found in the 
European Community legislation: see the Spanish and Portuguese versions of An­
nex VI, Part II D, para 2.4 enacted by Directive 79/831/EEC, Article 3 and Annex 
VI (Spanish and Portuguese Special Editions of the Secondary Legislation, Part 13, 
Volume 10, p. 228) and amended by Directive 83/467/EEC, Article 1.9 and Annex 
III (Ibid., Part 13, Volume 14, p. 168). These equivalents have been included in the 
text of Annex II printed in this volume, but to give notice of their special legislative 
status they are marked with asterisks in front of the language indicators, thus- •ES 
or •PT. 
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COMMISSION DECISION 

of 21 December 1.914 

concerning the list of chemical substances notified' pursuant to Council Direc­
tive 67/548/EEC oa the approximation of laws, regulations and administrative 
provisions relating to the classification, packaging and labelling of dangerous 

· substances 

(85/71/EEq 

THE COMMISSION OF THE EUROPEAN 
COMMUNmES, 

Having regard to the Treaty establishing the European 
Economic Community, 

Having regard to Council Directive 67/ 548/EEC of 27 
June 1967 on the approximation of laws, regulations 
and administrative provisions relating to the classifica­
tion, packaging and labelling of dange~ous substan­
ces (1~ as last amended by Directive 79/831/EEC (Z), 
and in particular Article 13 thereof, 

Whereas Article 13 (l) of Directive 67/ 54S/EEC 
provides that the Commission shall keep a list of 
substances I!Otified pursuant to the Directive ; 

Whereas Article 13 (3) of Directive 67/548/EEC pro­
viding that the form of the list and the information 
contained in it are to be decided by the procedure set 
out in Article 21 ; · 

Whereas the list should be published in accordance 
·with the objectives of Directive 67/ 548/EEC, namely 
the protection of man and the environment against 
risks which could arise from the placif!g on the market 
of new substances ; 

Whereas the measures provided for in this Decision 
are in accordance with the opinion of the COmmittee 
on the Adaptation to Technical Progress of the Direc­
tives on the Removal of Technical Barriers to Trade in 
the Sector of Dangerous Substances and Preparations, 

(') OJ No 1!i6, 16. 8. 1!)67, p. 1. 
(2) OJ No L lS!i, IS. 10. 1!i7!i, p. 10. 

HAS DECIDED AS FOLLOWS: 

Article 1 

The list of chemical substances to be kept by the 
Commission pursuant to Article 13 (2) of Directive 
67/548/EEC, hereinaher referred to as 'the list', shall 
be drawn up in accordance with the provisions set out 
in the Annex. 

Article 2 

The list of these chemical substances notified pursuant 
to Article 6 of Directive 67/ 548/EEC before 1 July of 
the year of the publication of the Einecs Inventory 
shall be published in the Official Journal of the 
European Communities not later than 31 December of 
the same year. Supplements to the list shall ~ 
published in the Official Journal of the European 
Communities not later than 31 December of each year 
thereafter, covering the period 1 July of the previous 
year to ~0 June of the year of publication. 

Done at Brussels, 21 December 1984. 

For the Commission 
' 

Karl-Heinz NARJES 

Member of the Commission 



48 ssnt 

ANNEX 

Procedure f~r the preparation of the liat 

l. The list shall be prepared and maintained by the Commission on the bais of the information 
supplied to it by the competent authorities of the Member States punuant to Article 9 of the 
Directive. · · 

2. The list shall contain the followins information in respect of nch substance included : 

- the number of the notification, 

- the identity of the substance. 

In addition, in respect of a danserous 'substance, the list shall include its classification in 
accordance with Article 4 of the Directive, after it hu been recorded in Annes I thereto, with its 
EEC number. 

3. Subject to the provisions of paragraph 4, the identity of the substance ahall be RCOrded under : 

- its trade name(s~ and 

- its chemical name in the IUPAC NomenClature. 

4. Where the competent authority of a Member State hu 10 requested punuant to Article 11 of the 
Directive, the identity of a substance may be recorded under its trade name(s) alone u provided by 
the notifier punuant to Article 6.1 of the Directive. 

In the case of a danserous substance, the identity of the substance may be 10 recorded until such 
time u the substance is added to Annex I of the Directive. After this addition to Annex I, the 
names contained therein will be added to the list. 

In the case of ,a substance not classified u danserous, the identity of the aubstance may be 10 

recorded for a period of no lonser than three years followins its first jnclusion in the list. However, 
for the purpose of ensurins observance of Article 7.3 of the Directive, where in the opinion of the 
competent authority concerned, the chemical name in the IUPAC Nomenclature itself reveals 
information concemins commercial exploitation or manufacturins. the substance shall be 
recorded under· its trade name(s) alone for 10 Ions u this competent authority considers it 
necessary. 

Declaration by the Commiuion 

The Commission undertakes the commitment to use systematically, nch time it is possible, the 
IUPAC name for addition of new danserous au~tances to Annex I of the Directive. 
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COUNcn.. DIRECilVE 

of 24 June 1982 

on the major-accident hazards of certain industrial activities 

(82/501/EEC) 

(as amended by Council Directive 87/216/EEC of 19 March 1987 (OJ L 85, 28.3.87, p. 36)) 

1HE COUNCIL OF 1HE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the 
European Economic Community, and in particular 

- Articles 100 and 235 thereof, 

Having regard to the proposal from the Commission (1), 

Having regard to the opinion of the European 
Parliament (2), 

Having regard to the opinion of the Economic and . 
Social Committee (3), 

Whereas the objectives and · principles of the 
Community environment policy were fixed by the 
action programmes of the European Communities on 
the environment of 22 November 1973 (4) and 17 May 
1977 (5), and having regard in particular to the 
principle that the best policy consists in preventing the 
creation of pollution or nuisances at source; whereas to 
this end technical progress should be conceived and 
directed so as to meet the concern for the protection of 
the environment; 

Whereas the objectives of the Community policy of 
health and safety at work w~re fixed by the Council 

(1) OJ No C 212, 24. 8. 1979, p. 4. 
(2) OJ No C 175, 14. 7. 1980, p. 48. 
(') OJ No C 182, 21. 7. 1980, p. 25. 
(4) OJ No C 112, 20. 12. 1973, p. 1. 
(') OJ No C 139, 13. 6. 1977, p. t. 

resolution of 29 June 1978 on an action programme of 
the European Communities on safety and health at 
work (6), and having regard in particular to the 
principle that the best policy consists in obviating 
possible accidents at source by the integration of safety 
at the va,rious stages of design, construction and 
operation; 

Whereas the Advisory Committee on Safety, Hygiene 
and Health }'rotection at Work, set up by Decision 
74/325/EEC ('),has been consulted; 

Whereas the protection of the public and the 
environment and safety and health protection at work 
call for pa~cular attention to be given to certain 
industrial activities capable of causing major accidents; 
whereas such accidents have already occurred in the 
Community and have had serious consequences for 
workers and, more generally, for the public and the 
environment; 

Whereas, for every industrial activity which involves, or 
may involve, dangerous substa~ces and which, in the 
event of a major accident, may have serious 
consequences for man and th~ environment, the 
manufacturer must take all necessary measures to 
prevent such accident and to limit the consequences 
thereof; 

(6) OJ No C 165, 11. 7. 1978, p. 1. 
(7) OJ No L 185, 9. 7. 1974, p. 15. 
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Whereas the tra1D1Dg and information of persons 
working on an industrial lite can play a particularly 
important part in preventing major accidents and 
bringing the situation under cnntrol in the event of such 
accidents; 

Whereas, in the case of industrial acbVltles which 
involve or may involve substances that are particularly 
dangerous in certain quantities, it is necessary for the 
manufacturer tO provide the competent authorities with 
information including details of the substances in 
question and high-risk installations and situations, with 
a view to reducing the hazards of major accidents and 
enabling the necessary steps to be taken to reduce their 
cnnsequences; 

Whereas it is necessary to lay down that any ~n 
outside the establishment liable to be affected by a 
major accident should be appropriately informed of the 
safety measures to be taken and of the correct 
behaviour to be adopted in the event of an accident; 

Whereas, if a major accident occurs, the manufacturer 
must immediately inform the competent authorities and 
communicate the information necessary for assessing 
the impact of that accident; 

Whereas Member States should forward information to 
the Commission regarding major accidents occurring on 
their territory, so that the Commission can analyze the 
hazards from major accidents; 

Whereas this Directive does not preclude the conclusion 
by a Member State of agreements with third com1tries 
concerning the exchange of information to which it is 
privy at internal level other than that obtained through 
the Community arrangements for the exchange of 
information set up by this Directive; 

Whereas disparity between proVISions already 
applicable or being prepared in the various Member 
States on measures to prevent major accidents and limit 
their consequences for man and the environment may 
aeate unequal conditions of competition and hence 
directly affect the functioning of the common market; 
whereas the approximation of laws provided for in 
Article 100 of the Treaty should therefore be carried out 

· in this field; -

Whereas it seems necessary to combine this 
approximation of iaws with action by the Community 
aimed at attaining one of the Community objectives in 
the field of environmental protection and health and 
safety at work;_ whereas, in pursuance of this aim, 
certain specific provisions should therefore be laid 
down; whereas, ~ince the necessary powers have not 

been provided by the Treaty, Article 235 of the Treaty 
ahould be invoked, 

HAS ADOPTED nus DIR.ECI1VE: 

Article 1 

1. This Directive is concerned with the prevention of 
major accidents which might result from certain 
industrial activities and with the limitation of their 
cnnsequences for man and the environment. It is 
directed in particular towards the approximation of the 
measures taken by Member States in this field. 

2. For the purposes of this Directive: 

/ 

(a) Industrial activity means: 

- any operation carried out in an industrial 
installation referred to in Annex I involving, or 
possibly involving, one or more dangerous 
.substances and capable of presenting major-· 
accident hazards, and also transport carried out 
within the establishment for internal reasons 
and the storage associated with this operation 
within the establishment, 

- any other storage in accordance with the 
conditions specified in Annex D; 

(b) Manufacturer means: 

- any person in charge of an industrial activity; 

(c) Major accident means: 

- an OCCUl'I'eDce such as a major emission, fire 
or explosion resulting from uncontrolled 
developments in the course of an industrial 
activity, leading to a serious danger to man, 
inimediate or delayed, inside or outside the 
establishment, and/or to the environment, and 
involving one or more dangerous substances; 

(d) Dangerous subst4nces means: 

- for the purposes of Articles 3 and 4, substances 
generally cnnsideted to fulfil the criteria laid 

- down in Annex IV, 

- for the purposes of ArticleS, substances in the 
lists in Annex m and Anriex n in the quantities 
referred to In the second column. 



Article 2 

This Directive does not apply to the following: 

1. nuclear installations and plant for the processing of 
radioactive substances and material; 

2. military installations; 

3. the manufacture and separate storage of explosives, 
gunpowder and munitions; 

4. extraction and other mining operations; 

S. installations for the disposal of toxic and dangerous 
waste which are covered by Community Acts in so 
far as the purpose of those Acts is the prevention of 
major accidents. • . 

Article 3 

Member States shall adopt the provisions necessary to 
ensure that, in the case of any of the industrial activities 
specified in Article 1, the ·manufacturer is obliged to 
take all the measures necessary to prevent major 
accidents and to limit their consequences for man and 
the environment. 

Article 4 

Member States shall take the measures necessary to 
ensure that all manufacturers are required to prove to 
the competent authority at any time, for the purposes of 
the controls referred to in Article 7 (2), that they have 
identified existing major-accident hazards, adopted the 
appropriate safety measures, and provided the persons 
working on the site with information, training and 
equipment in.-order to ensure their safety. 

Article 5 

1. Without prejudice to Article 4, Member States shall 
introduce the necessary measures to require the 
manufacturer to notify . the competent authorities 
specified in Article 7: 

- if, in an industrial activity as defined in Article 1 (2) 
(a), first indent, one or more of the dangerous 
substances listed in Annex m are involved, or it is 
recognized that they may be involved, in the 
quantities laid down in the said Annex, such as: 

- substances stored or used in connection with the 
industrial activity concerned, 

:- products of manufacture, 

- by-products, or 

-residues, 
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- or if, in an industrial activity as defined in Article 1 
(2) (a), second indent, one or more of the dangerous 
substances .listed in Annex D are stored in the 
quantities laid down in the second column of the 
same Annex. 

The notification shaD contain the following: 

(a) information relating to substances listed, 
respectively, in Annex II and Annex III, that is to 
say: 

- the data and information listed in Annex V, 

- the stage of the activity in which the substances 
are involved or may be involved, 

- the quantity (order of magnitude), 

- the chemical and/or physical behaviour under 
normal conditions of use during the process, 

- the forms in which the substances may occur or 
into which they may be transformed in the case 
of abnormal conditions which can be foreseen, 

- if necessary, other dangerous substances whose 
· presence could have an effect on the potential 

hazard presented by the relevant industrial 
activity; 

(b) information relating to the installations, that is to 
say: 

- the geographical location of the installations 
and predominant meteorological conditions and 
sources of danger arising from the location of 
the site, 

- the maximum number of persons working on 
the site of the establishment and particularly of 
those persons exposed to the hazard, 

- a general description of the technological 
processes, 

- a description of the sections of the establishment 
which are important from the safety point of 
view, the sources of hazard and the conditions 
under which a major accident could occur, 
together with a description of the preventive 
measures planned, 

- the arrangements made to ensure that the 
technical means necessary for the safe operation 
of plant and to deal with any malfunctions that 
arise are available at all times; 

_.,(c) information relating to possible major-accident 
· situations, that is to say: 

- emergency plans, including safety equipment, 
.alarm systems and resources available for use 
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inside the establishments in dealing with a major 
accident, 

- any information necessary to the competent 
authorities to enable them to prepare emergency 
plans for use outside the establishment in 
accordance with Article 7 (1), 

- the names of the person and his deputies or the 
qualified body responsible for safety and 
authorized to set the emergency plans in motion 
and to alert the competent authorities specified 
in Article 7. 

2. In the case of new installations, the notification 
referred to in paragraph 1 must reach the competent 
authorities a reasonable length of time before the 
industrial activity commences. 

-
3. The notification specified in paragraph 1 shall be 
updated periodically to take account of new technical 
knowledge relative to safety and pf developments in 
knowledge concerning the assessment of hazards. 

4. L'! the case of industrial activities for which the 
quantities, by substance, laid down in Annex D or ID, as 
appropriate, are exceeded in a group of installations 
belonging to the same manufacturer which are less than 
500 metres apart, the Member States shall take the 
necessary steps to ensure that the manufacturer supplies 
the amount of information required for the notification 
referred to in paragraph 1, without prejudice to 
Article 7, having regard to the fact that the installations 
are a "short distance apart and that any major-accident 
hazards may therefore be aggravated. 

Article 6 

In the event of modification of an industrial activity 
which could have significant consequences as regards 
major-accident hazards, the Member States shall take 
appropriate measures to ensure that the manufacturer: 

- revises the measures specified in Articles 3 and 4, 

- iriforms the competent authorities referred to in 
Article 7 in advance, if necessary, -of such' 
modification in so far as it affects the information 
contained in the notification specified in Article 5. 

Article 7 

1. The Member States shall set up or appoint the 
competent authority or authorities who, account being 

-taken of the responsibility of the manufacturer, are 
responsible for: · 

- receiving the notification referred to in Article 5 and 
me information referred to in the second indent of 
Article 6, 

- examining the information provided, 

- ensuring that an emergency plan is drawn up for 
action outside the establishment in respect of whose 
industrial activity notification has been given, 

and, if necessary, 

- requesting supplementary information, 

- ascertaining that the manufacturer takes the most 
appropriate measures, in coMection with the 
various operations involved in the industrial activity 
for which notification has been given, to prevent 
major accidents and to provide the means for 
limiting the consequences thereof. 

2. The competent authorities shall organize inspections 
or other measures measures of control proper to the 
type of activity concerned, in accordance with national 

· regulations. 

Article 8 

1. Member States shall ensure that persons liable to be 
affected by a major accident originating in a notified 
industrial activity within the meaning of Article 5 are 
informed in an appropriate maMer of the safety 
measures and of the correct behaviour to adopt in the 
event of an accident. 

2. The Member States concerned shall at the same time 
make available to the other Member States concerned, 
as a basis for all necessary consultation within the 
framework of their bilateral relations, the same 
information as that which is disseminated to their own 
nationals. 

Article9 

1. This Directive shall apply to both new and existing 
industrial activities. 

2. 'New industrial activity' shall also include any 
modification to an existing industrial activity likely to 
have important iMplications for major-accident hazards. 

3. In the case of existing industrial activities, ·this 
Directive shall apply ~t the latest on 8 January 1985. 

However, as regards the application of Article 5 to an 
existing industrial activity, the Member States shall 
ensure that the manufacturer shall submit to the 



competent authority, at the latest on 8 January 1985, a 
declaration comprising: 

- IWDe or trade name and complete address, 

- registered place of business of the establishment and 
complete address, 

- name of the director in charge, 

- type of activity, 

- type of production or storage, 

- an indication of the substances or category cf 
substances involved, as listed in Annexes n or m 

4. Moreover, Member States shall ensure that the 
manufacturer shall, at the latest on 8 July 1989, 
supplement the declaration· provided for in paragraph 3, 
second subparagraph, with the data and information 
specified in Article 5. Manufacturers shall normally be 
obliged to forward such supplementary declaration to 
the competent authority; however, Member States may 
waive the obligation on manufacturers to submit the 
supplementary declaration; in that event such 
declaration shall be submitted to the competent 
authority at the explicit request of the latter .. 

Article 10 

1. Member States shall take the necessary measures to 
ensure that, as soon as a major accident occurs, the 
manufacturer shall be required: 

(a) to inform the competent authorities specified in 
Article 7 immediately; . 

(b) to provide them with the following information as 
soon as it becomes available: 

- the circumstances of the accident, 

- the dangerous substances involved within the 
meaning of Article 1 ~~) (d), 

- the data available for assessing the effects of the 
accident on man and the environment, 

- the emergency measures taken; 

(c) to inform them of the steps envisaged: 

- to alleviate the medium and long-term effects of 
the accident, · 

- to prevent any recurrence of such an accident. 
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2. The Member States shall require the competent 
authorities: 

(a) to ensure that any emergency and medium and 
long-term measures which may prove necessary are 
taken; 

(b) to collect, where possible, the information necessary 
for a full analysis of the major accident and possibly 
to make recommendations. 

Article 11 

1. Member States shall inform the Commission as 
soon as possible of major accidents which have 
occurred within their territory and shall provide it with 
the information specified in Annex VI as soon as it 
becomes available. 

2. Member States shall inform the Commission of the 
IWDe of the organization which might have relevant 
information on major accidents and which is able to 
advise the competent authorities of the other Member 
States which have to intervene in the event of such an 
accident. 

3. . Member States may notify the Commission of any 
substance which in their view should be added to 
Annexes n and m and of any measures they may have 
taken concerning such substances. The Commission 
shall forward this information to the other Member 
States. 

Article 12 

The Commission shall set up and keep at the disposal of 
the Member States a register containing a summary of 
the major accidents which have occurred within the 
territory of the Member States, including an analysis of 
the causes of such accidents, experience gained and 
measures taken, to enable the Member States to use this 
information for prevention purposes. 

Article 13 

1. Information obtained by the competent authorities 
in pursuance of Articles S, 6, 7, 9, 10 and 12 and by the 
Commission in pursuance of Article 11 may not be used 
for any purpose other than that for which it was 
requested. 

2. However this Directive shall not preclude the 
conclusion by a Member State of agreements with third 
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countries concerning the exchange of information ·to 
which it is privy at internal level other than that 
obtained through the Community machinery for the 
exchange of information set up by the Directive. 

3. The Commission and its officials and employees 
lhall not divulge the information obtained in pursuance 
of this Directive. The same requirement shall apply to 
officials and employees of the competent authorities of 
the Member States as regards any information they 
obtain from the Commission. 

Nevertheless, such information may be supplied: 

- in the case of Articles 12 and 18, 

- when a Member State carries out or authorizes the 
publication of information concerning that Member 
State itself. 

4. Paragraphs 1, 2 and 3 shall not preclude the 
publication by the Commission of general statistical 
data or information on matters of safety containing no 
specific details regarding particular undertakings or 
groups of undertakings and not jeopardizing industrial 
secrecy. ,-

Article 14 

The amendments necessary for adapting Annex V to 
technical progress shall be adopted in accordance with 
the procedure specified in Article 16. 

Article 15 

1. For the purposes of applying Article 14, a 
Committee responsible for adapting this Directive to 
technical progress (hereinafter referred to as 'the 
Committee') is hereby set up. It shall consist of 
representatives of the Member States and be chaired by 
a representative of the Commission. 

2. The Committee shall draw up -its own rules of 
procedure. 

Article 16 

1. Where the· procedure laid down in this Article is to 
be followed, matters shall be referred to the Committee 
by the ch~rman, either on his own initiative or at the 
request of the representative of ·a Member State. 

2. The representative of the Commission shall submit 
to the Committee a draft of the measures to be adopted. 
The Committee shall deliver its opinion on the draft 
within a time limit which may be determined by the 
chairman according to the urgency of the matter. It 
shall decide by a majority of 45 votes, the votes of 
the Member States being weipted as provided for in 
Article 148 (2) of the Treaty. The chairman shall not 
vote. 

3. (a) The Commission shall adopt the measures 
envisaged where these are in accordance with 
the opinion of the Committee. 

(b) Where the measures envisaged are not in 
accordance with the opinion of the Committee, 
or in the absence of an opinion, the Commission 
shall forthwith submit a proposal to the Council 
on the measures to be adopted. The Council 
shall act by a qualified majority. 

(c) If the Council does not act within three months 
of the proposal being submitted to it, the 
measures proposed shall be adopted by the 
Commission. 

Article 17 

This Directive shall not restrict the right of the Member 
States to apply or to adopt administrative or legislative 
measures ensuring greater protection of man and the 
environment than that which derives from the 
provisions of this Directive. 

Article 18 

Member States and the CommisSion shall exchange 
information on the experience acquired with regard to 
the prevention of major accidents and the limitation of 

·their consequences; this information shall concern, in 
particular, the functioning of the measures provided for 
in this Directive. Five years after notification of this 
Directive, the Commission shall forward to the Council 
and the European Parliament a report on its application 
which it shall draw up on the basis of this exchange of 
information. 

Artide 19 

At the latest on 8 January 1986 the Council shall, on a 
proposal from the Commission, review Annexes I, ll 
andm. 



Article 20 

1. Member States shall take the measures necessary ro 
comply with this Directive at the latest on 8 january 
1984. They shall forthwith inform the Commission 
thereof. 

2. Member States shall communicate ro the 
Commission the provisions of national law which they 
adopt in the field covered by this, Directive. 
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Article 21 

1Dis Directive is addressed to the Member States. 

Done at Luxembourg, 24 june 1982. 

For the Council 

The President 

F. AERTS 
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ANNEX I 

INDUSTRIAL INSTALLATIONS W11H1N 1HE MEANING OF AltTia.E 1• 

1. - Installations for the production, processing or treatment of organic or moiJanic chemicals using 
for this purpose, amongst others: 

- alkylation 

- amination by ammonolysis 

::- c:arbonylation 

- coudensation 

- dehydrogenation 

- esterification 

- halogenation and manufacture of balogeus 

- hydrogenation 

- hydrolysis 

-oxidation 

- polymerization 

- sulphonation 

- desulphurization, manufacture and transformation of sulphur-containing compounds 

- nitration and llWlUfacture of nitrogen-containing compounds 

- manufacture of phosphorus-containing cxm1pounds 

- formulation of pesticides and of pharmaceutical products. 

- distillation 

- extraction 

-solvation 

-mixing. 

2. Installations for distillation, refining or other processing of petroleum or petroleum products. 

3. Installations for the total or partial disposal of solid or liquid substances by incineration or dlemical 
decomposition. 

4. Installations for the production, processing or treatment of energy gases. for example, UG, LNG, 
· SNG. 

5. Installations for the dry distillation of coal or lignite. 

6. Installations for the production of metals or non-metals by the wet process or by means of electrical 
energy. 
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ANNEX I1 

STORAGE AT INSTAllATIONS 01HER 1HAN niOSE COVERED BY ANNEX I 
(<JSOLA TED STORAGE') 

The qumtities set out below relate to each installation or group of installations belonging to the same 
manufaChll'a' where the distance between the installations is not sufficient to avoid, in foreseeable 
circumstances, auy aggravation of major-accident hazards. These quantities apply in auy case to each 
group of installations belonging to the same mauufac:turer where the distance between the installations 
is less than approximately 500 m. 

Substances or IJ'OIIps 
of substances 

1. Flammable gases as defined in Annex IV (c) (i) 

2. Highly flammable liquids as defined 
in Annex IV (c) (ii) 

3. Aaylonitrile 

4. Ammonia 

S. Chlorine 

6. Sulphur dioxide 

. 7. (a) Ammonium nitrate (1) 

7. (b) Ammonium nitrate in the f~rm of fertilizers (2) 

8. Sodium chlorate 

9. Liquid oxygen 

10. Sulphur trioxide 

Quantities (tonnes) 2! 

For application For application 
of Anides 3 and 4 of Anide S 

so 300 

10 000 100 000 

350 s 000 

60 600 

10 75 

20 500 

350 2500 

1250 10000 

25 250 

200 2000 

lS 100 

(I) This applies to amm~nium nitrate and m~ of ammonium nitrate where the nitrogen content derived &om 
the ammonium nitrate is > 28 % by weight and to aqueous aolutiom of ammonium nitrate where the concentta· 
tion of ammonium nitrate is > 90 1/o by weight. 

(2) This applies to straigh~ ammonium nitrate fertilizers which comply with Directive 80/876/EEC and to compound 
fertilizers where the nitrogen content derived &om the ammonium nitrate is > 28 % by weight (a compound 
fertilizer contains ammonium nitrate together with phosphate and/or potash~ 
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• 

ANNEXW 

UST OF SUBSTANCES FOR 1HE APPUCATION OF ARTia.E 5 

The quantities set out below relate to each installation or group of installations beJonsiD1 to the same 
manufaaurer where the distance between the installations is not sufficient to avoid, in foreseeable 
circumstances, any aggravation of major-accident hazards. These quantities apply in any case to each 
group of installations belonging to the same manufaaurer where the distance between the installations 
is less than approximately SOO m. 

1. 4-Aminodiphenyl 

2. Benzidine 

3. Benzidine salts 

4. Dimethylnitrosamine 

S. 2-Naphtbylamine 

Name 

6. Beryllium (powders, compounds) 

7. Bis(c:bloromethyl)ether 

8. 1,3-Propanesultone 

'· 2,3,7,8-Tetra .:blorodibenzo..p-dioxin (TCDD) 

10. Arsenic pentoxide, Arsenic (V) acid and salts 

11. Arsenic trioxide, Arsenious (m) acid and salts 

12. Arsenic hydride (Arsine) 

13. Dimethylcarbamoyl c:bloride 

14. 4-(Cbloroformyl) morpholine 

15. Carbonyl c:bloride (Phosgene) 

16. Chlorine 

17. Hydrogen sulphide 

18. Acrylonitrile 

19. Hydrogen cyanide 

20. Carbon disulphide 

21. Bromine 

22. Ammonia 

23 .. Acetylene (Etbyne) 

24. Hydrogen 

25. Ethylene oxide 

26. Propylene oxide 

17. 2-Cyanopropan-2-ol (Acetone cyanohydrin) 

28. 2-Propenal (Acrolein) 

29. 2-Propen-1-ol (Allyl alcohol) 

30. Allylamine . 

31. Antimony hydride (Stibine} 

32. Etbyleneimine 

1q 
1q 
1q 
1q 
lq 
10 kg 

lq 
lq 
lq 
SQO q 
100 Its 
10 Its 
lq 
1q 

7 SO kilograms 

25 tonnes 

sot 
200 t 

20 t 

200t 

soot 
SOOt 

sot 
sot 
SOt 

sot 
200t 

200t 

200t 

200t 

lOOks 

sot 

CAS No 

92-67-1 

92-87-S 

62-75-9 

91-59-8 

S42-88-1 

1120-71-4 

1746-01-6 

7784-42-1 

79-44-7 

15159-40-7 

75-44-S 

1782-SO-S 

7783-06-04 

107-13-1 

74-90-8 

75-15-0 

1726-9S-6 

7664-41-7 

74-86-2 

1333-74-0 

7S-21-8 

75-56-9 

75-86-5 

107-02-8 

107-18-6 

107-11-9 

7803-52-3 

151-56-4 

• 

EECNo 

612-042-00-2 

612-022-00·3 

603-046-00-5 

006-002-00-8 

017-001-00-7 

016-001-00-4 

608-003-00-4 

006-006-00-X 

006-003-00-3 

035-001-00-S 

007-001-00-S 

601-0lS-00-0 

001-001-00-9 

603-023-00-X 

603-0SS-00-4 

608-004-00-X 

605-008-00-3 

603-015-00-6 

612-046-00-4 

613-001-00-1 
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Name Quantity ( lt ) CAS I";Jo EECNo 

33. Formaldehyde (concentration lt 90 %) SO r .50-00-0 605-001-01-2 

34. Hydrogen phosphide (Phosphine) 100 kg 7803-51-2 

35. Bromomethane (Methyl bromide) 200 t 74-83-9 602-002-00-3 

36. Methyl isocyanate I SO kilograms 624-83-9 ' 615-001-00-7 

37. Nitrogen oxides sot 11104-93-1 

38. Sodium selenite 100 kg 10102-18-8 

39. Bis(2-chloroethyl) sulphide lkg 505-60-2 

40. Phosa~tim 100 kg 4104-14-7 015-092-00-8 

41. Tetraethyl lead sot 78-00-2 

42. Tettamethyllead sot 75-7+1 

43. Promurit ( 1-(3 ,4-Dichlorophenyl)-3-ttiazenethio-carboxamide) 100 kg 5836-73-7 

44. Chlorfenvinphos 100 kg 470-90-6 015-071-00-3 

45. Crimidine 100 kg 535-89-7 613-004-00-8 

46. Chloromethyl methyl ether 1kg 107-30-2 

41. Dimethyl phosphoramidocyanidic acid 1 t 63917-41-9 

48. Carbophenothion 100 kg 786-19-6 015-044-00-6 

49. Dialifos 100 kg - 10311-84·9 015-088-00-6 

SO. Cyanthoare 100 kg 3134-95-0 015-010-00-8 

51. Amiton 1kg 78-53-5 

52. Oxydisulfoton 100 kg 2491-01-6 015-096-00-X 

53. 00-Diethyl S-ethylsulphinylmethyl phosphorothioate 100 kg 2588-05-8 

54. 00-Diethyl S-ethylsulphonylmethyl phosphorothioate 100 kg 2588-06-9 

55. Disulfoton 100 kg 298-04-4 015-060-00-3 

56. Demeton 100 kg 8065-48-3 

51. Phorate 100 kg 298-02-2 015-033-00-6 

58. 00-Diethyl S-ethylthiomethyl phosphorothioate 100 kg 2600-69-3 

.59. 00-Diethyl S..isopropylthiomethyl phosphorodithioate 100 kg 78-52-4 

60. Pyrazoxon 100 kg .108-34-9 015-023-00-1 

61. Pensulfothion 100 kg 115-90-2 015-090-00-7 

62. Paraoxon (Diethyl 4-nitrophenyl ph~hate) 100 kg ~11-45-5 

63. Parathion 100 kg 56-38-2 015-034-00-1 

64. Azinphos-ethyl 100 kg 2642-71-9 015-056-00-1 

65. 00-Diethyl S..propylthiomethyl phosphorodithioate 100 kg 3309-68-0 

66. Thionazin 100 kg 297-97-2 

67. Carbofuran 100 kg 1563-66-2 006-026-00-9 

68. Phosphamidon 100 kg 13171-21-6 015-022-00-6 

69. Tirpate (2,4-Dimethyl-1 ,3-dithiolane-2-carboxaldehyde 0-methylcar- 100 kg 26419-73-8 
bamoyloxime) 

10. Mevinphos 100 kg 7786-34-7 015-020-00-5 

71. Parathion-methyl 100 kg 298-00-0 015-035-00-1 
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N~me Quantity ( lt) CAS No EECNo 

72. AziDpbos-methyl 100 kg 86-5().() 015.039-00-9 

73. Cydoheximide 100 kg 66-81-9 

74. DiphaciDODC 100 kg 8.2-66-6 

75. Tettamethylenedisulphotctraminc 1kg 80-12-6 

76. EPN 100 kg 2104-64-S 015..()36-00-2 

77. 4-Fluorobutyric acid 1kg 462-23-7 

78. 4-Fluorobutyric: acid, salts 1kg 

79. 4-Fluorobutyric: acid, esterS 1kg 

80. 4-Fluorobutyric: acid, amides 1kg 

81. 4-Fluoroaotanic: ac:id 1kg 37759-12·1 

82. 4-Fluoroaotonic: ac:id, salts I kg 

83. 4-Fluoroaotonic: ac:id, esterS I kg 

84. 4-Fluoroaotonic: ac:id, amidcs lkg 

85. Fluoroac:etic: ac:id lkg 144-49..() 607.081-00-7 

86. Fluoroac:etic: ac:id, salts 1kg 

87. Fluoroac:etic: acid, esterS 1kg 

88. Fluoroac:etic: acid, amidcs 1kg 

89. Fluenetil 100 kg . 4301-50-2 607.078-00-0 

90. 4-Fluoro-2-hydroxybutyric: ac:id 1kg 

91. 4-Fluoro-2-hydroxybutyric: ac:id, salts 1kg 

92. 4-Fluoro-2-hydroxybutyric: ac:id, esters 1kg 

93. 4-Fluoro-2-hydroxybutyric: ac:id, amides 1kg 

94. Hydrogen fluoride sot 7664-39-3 009-002-00-6 

95. Hydroxyac:ctonitrilc (Glyc:olonitrilc) 100 kg 107-16-4 

96. 1,2,3,7 ,8,9-Hexac:hlorodibcnzo.p-dioxin 100 kg 19408-74-3 

97. IsodriD 100 kg 465-73-6 602.050-00-4 

98. Hexamethylphosphoramidc 1kg 680-31-9 

99. JugiODc (S-Hydroxynaphthalenc-1,4-dione) 100kg 481-39-0 

100. Warfarin 100 kg 81-8~-2 607..()56-00-0 

101. 4,4'-Methylenebis (2-c:hloroaniline) 10kg 101-14-4 

102. EdUOD 100 kg 563-12-2 015-047-00-2 

103. Aldic:arb 100 kg 116-06-3 006..()17-00-X 

104. Nickel tctrac:arbODyl 10 kg 13463-39...3 028-001-00-1 

105. Isobenzan 100 kg 297-78-9 602..()53-00-0 

106. Pentaborane 100kg 19624-22-7 

107. 1-Propen-2-c:hloro-1,3-diol-diac:etate -10 kg 10118-72-6 

108. Propyleneimine sot 75-SS-8 

109. Oxygen clifluoride 10kg 7783-41-7 

110. Sulphur dic:hloride 1 t 10545-99..() 016..()13-00-X 

111. Selenium hexafluoride 10kg 7783-79-1 



Ill. Hyclropen lele:nide 

113. TEPP 

114. Sulfotep 

11 S. Dimefox 

Namc 

116. l·Tri(cyclohexyl) ~tannyi-1H-1,2,4-triuole 

117. Triethylenemdamine 

118. Cobalt metal, oxides, carbonates, sulphides, d powders 

119. Nickel metal, oxides, carbonates, sulphides, as powders .- -
110. Anabasine 

121. Tellurium hexafluoride 

122. Trichloromethanesulphenyl chloride 

123. 1,2-Dibromoethane (Ethylene dibromide) 

124. Flammable substances as defined in Annex IV (e) (i) 

125. Flammable substances as defined in Annex IV (c) (ii) 

116. Diuodiniuophenol 

127. Diethylene Jlyc:ol dinitrate 

128. Dinitrophenol, salts 

129. 1-Guanyl-4-nitrosaminoguanyl·1·tetrazene 

130. Bis (2,4,6-trinitrophenyl)amine 

131. Hydruine Ditrate 

132. NitrosJycerine 

133. Pentaerythritol tetraDitrate 

134. Cyclotrimethylene trinitramine 

135. Trinitroaniline 

136. 2,4,6-Trinitroanisole 

137. Trinitrobenzene 

138. Trinitrobenzoic acid 

139. Chlorotrinitrobenzene 

140. N-Methyl-N,2,4,6·N·tetranitroaniline 

141. 2,4,6-Triniuophenol (Picric acid) 

142. Trinitroc:raol 

143. 2,4,6-Trinitrophenetole 

144. 2,4,6-Trinitroreso~clnol (Styphnic acid) 

145. 1,4,6:_T~trotoluene 

146. (a) Ammonium nitrate (1) 

• 146. (b) Ammonium nitrate in the form of fertilizers (Z) 

147. Cellulose nitrate (containing > 12·6% nitrogen) 

148. Sulphur dioxide 

149. Hydrogen chloride (liquefied ps) 

150. Flammable substances as defined in Annex IV (c) (iii) 
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10 ka 
100 ka 
100 lea 
100 ka 
100 ka 
10 ka 
I tonne 

I tonne 

100 k& 
100 ka 
100 ka 
sot 
200 t 

so 000 t 

10 t 

10 t 

sot 
10 t 

sot 
sot 
10 t 

sot 
sot 
50 t 

sot 
sot 

sot 

sot 
50 t 

sot 
sot 
'50 t 

CAS No 

7783-07-5 

107-49-3 

.Uit-24-S 

US-26-4 

41083·11·1 

S1·11·3 

494·52-0 

7783·80-4 

.!94-42·3 

106·93-4 

7008·81·3 

693-21.0 

109-27·3 

131-73-7 . 

13464·97·6 

55·63-0 

78·11·5 

121·82-4 

26952-42·1 

606-35·9 

25377-32·6 

{ 
35860.50.5 
129·66·8. 

28260.61-9 

479-45-8 

88·89·1 

28905-71-7 

4732-14-3 

sot . 82·71-3 

sot 118-96-7 

2 500 tonnes 6484-S2·2 

5 000 tonnes f004. 70.0 

100 t 

250 tonnes 

250 t 

200 t 

9004-70.0 

7446-09-05 

7647-01-0 

EECNo 

015-025..00.2 

015-027-00-3 

015-o61-00-9 

602-010.00-6 

-603-033-00-4 

609·017-00-3 

612-018-00.1 

603-034-00.X 

603-035-00.5 

609-011-00.0 

609-005-00-8 

61 0.004-00-X 

611-017-00.6 

609-009-00-X 

609·012.00.6 

609-018..()().9 

609-008-00.4 

603·037-00·6 

603-037.00.6 

016-011.00.9 

017-002-00-2 
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Nuae Quamity(~) CAS No 

151. Sodium dllorate (1) 250 t 771S-09-9 

152. em-Butyl peroxyacetate (conc:entratioa ~ 70 %) sot 107-71-1 

153. em-Butyl peroxyisobutyrate (concentration ~ 80 %) sot 109-13-7 

154. em-Butyl pcroxymaleate (concentration ~ 80 %) sot 1931-62-0 

15S. em-Butyl pcroxy isopropyl carbonate (concentration ~ 80 %) sot 2372-21-6 

156. Dibenzyl pcroxydicarbonate (concentration ~ 90 %) sot 2144-.fS-8 

157. 2,2-Bis (tert·butylpcroxy) butane (concentration ~ 70 %) so·t 2167-23-9 

158. 1,1-Bis (tert-butylpcroxy) cydobexane (concentration ~ 80 %) sot 3006-86-8 

1S9. Di-scc:-butyl pcroxydicarbonate (concentration ~ 80 %) sot 19910-6S-7 

160. 2,2-Dihydropero:xypropane (concentration ~ 30 %) sot 2614-76-8 

161. Di-n-propyl peroxydicarbonate (concentration ~ 80 %) sot 16066-38-9 

162. 3,3,6,6,9 ,fJ-Hexametbyl-1 ,2,4,5-tetroxacydononane (concentration 
sot 22397-33-7 

~ ?S %) 

163. Methyl ethyl ketone peroxide (concentration ~ 60 %) sot 1338-23-4 

164. Methyl isobutyl ketone peroxide (concentration ~ 60 %) sot 37206-20-S 

16S. Peracetic acid (concentration ~ 60 %) sot 79-21-0 

166. Lead azide sot 13424-46-9 

167. Lead 2,4,6-trinitroresorcinoxide (Lead styphnate) sot 1524S-44-0 

168. Mercury fulminate 10 t { 20820-.fS-S 
628-86-4 

1 6fJ. Cydotetrametbylenetetranitramine sot 2691-41-0 

170. 2,2',4,4',6,6'-Hexanitrostilbene sot 20062-22-0 

171. 1,3,5-Triamino-2,4,6-t:rinitrobenzene sot 30S8-38-6 

172. Ethylene aJycol dinitrate 10 t 628-96-6 

173. Ethyl nitrate sot 625-S8-1 

174. Sodium picramate sot 831-S2-7 

17S. BariiiiD azide sot 18810-S8-7 

176. Di-isobutyryl peroxide (concentration ~ SO%) sot 3437-84-1 

177. Dietbyl peroxydicarbonate (concentration ~ 30 %) sot 14666-78-S 

1'7.~· ten-Butyl peroxypivalate (concentration ~ 77 %) sot 927-07-1 

179. Liquid oxygen 2000 tonnes 7782-44-7 

180. Sulphur trioxide 75 tonnes 7 446-11-9 

(') This applies to ammonium nitrate and mixtures of ammonium nitrate wheft the niuopn eontent 
derived from the ammonium nitrate is > 21 1/o by weight and aqueous 10lutions of ammonium nitrate 
where the concentration of ammonium nitrate is > 90 'I• by weight. 

(2) This applies to straight ammonium nitrate fertilizers which comply with Directive 80/876/EEC and to 
compound fertilizers where the nitrogen content derived from the ammonium nitrate is > 21 '!. by 
weight (a compound fertilizer contains ammonium nitrate together with phoshate and/or poush). 

NB: The EEC numbers correspond to those in Directive 671S48/EEC and its amendments. 

EECNo 

017.005-00-9 

607-094-00-8 

082.003-00-7 

609-019-00-4 

080-DDS-00-2 

603-032-00-9 

007.007-00-8 

008-001-00-8 
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ANNE.XIV 

INDICA11VE CRITERIA 

(a) V cry toxic subsWICel: 

substances which correspond to the first line of the uble below~ 

substances which correspond to the second line of the table below and which, owing to their 
physic:al and chemic:al properties, are capable of entailing major-accident hazards similar to 
those caused by the substana: mentioned in the first line: 

LD SO (oral)(') LD SO (cutaneous)(l) LC 50(') 
m1tkc body wcilht 11111 lea body wcilht mg/1 (inhalation) 

1 LD SO :s S LD SO :s 10 LC SO :s 0·1 . 
-
2 S < LD SO :s 2S t'o <: LD so :s so 0·1 < LC SO :s O·S 

(I) LD SO oral in rats. 
( 2) LD SO cutaneous in rats or rabbits.' 
(') LC SO by inhalation (feu~ hours) in rats. 

(b) Other toxic substances: 

The substances showing the following values of acute toxicity and having physic:al and chemical 
properties capable of entailing major-accident hazards: 

LD SO (oral)(') 
11111 kg body wei&lu 

2S '< LD SO :s 200 

(') LD SO oral in rats. 

LD so (CUtaneOUS) (Z) 

ma'kc body wcilht 

SO < LD SO :s 400 

( 2) LD SO cutaneous in rats or rabbits. 
(I) LC SO by inhalation (four hours) in rats. 

(c) Flammable substances 

(i)flammable gaes: 

LC SO (l) 
m&fl (inhalation) 

O·S < LC SO :s 2 

substances which in the gaseous state at normal pressure and mixed with air become flammable 
and the boiling point of which at normal pressure is 20 °C or below; 

(ii) highly flammable liquids: 

substances which have a flash point lower than 21 °C and the boiling point of which at normal 
pressure is above 20 °C; 

(iii)flammable liquids: 

substances which have a flash point lower than SS °C and which remain liquid under pressure, 
where particular processing conditions, such as high pressure and high temperature, may create 
major-accident hazards. 

- (d) Explosive substances: 

Substances which may explode under the effect of flame or which are more sensitive to shocks or 
&iction than dinitrobenzene. · · · 
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ANNEX V 

DATA AND INFORMATION TO BE SUPPLIED IN CONNEG110N WITH THE NOTIFICATION 
PROVIDED FOR IN ARTICLE 5 

If it is DOt poisible or if it seems unnecessary to provide the followin& information, reasons must be 
Biven. 

1. IDENTITY OF THE SUBSTANCE 

Chemical ~e 

CAS number 
Name aa:ording to the IUFAC nomenclature 
Other names 

Empirical formula 

Composition of the substance 

Degree of purity 
Main impurities and relative percentages 

Detection and determination methods available to the iastallatioa 

Description of the merhods used or references to scientific liter~ture · 

Methods and precautions laid down by the manufacturer in connection with baadling, storage and 
fire 

Emeraency measures laid down by the manufacturer in the event of accidental dispersion 

Methods available to the manufacturer for rendering the substance harmless 

2. BRIEF INDICATION OF HAZARDS 

-Forman: - immediate .....•.. 
. -delayed •.•....••• 

- For the environment: - Jmmediate .••••••. 
- delayed ..•••••.•. 

. ·~ -· ·-~- - ·---- ·- -------
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ANNEX VI 

INFORMATION TO BE SUPPLIED TO 1HE COMMISSION BY 1HE MEMBEll STATES 
PURSUANT TO AltTICLE II 

REPORT OF MAJOR ACCIDENT 

Member State: 

Authority responsible for report: 

Address: 

1. Gmenl data 

Date and time of the major aa:idc:nt: 

Country, administrative rqpoo, etc.: 

Address: 

Type of industria] aaiviry: 

2. Type of major accideat 

Explosion 0 Fare D Emission of dangerous substaoces D 
Substance(s) emitted: 

3. Desaipcioa of lhc c:ircumstaaces of the major Keidcat 

<4. Emergency measures takca 

S. Caase(s) of major KCidcat 

ICDown: 
(to be specified) 

Not known: 

Information will be supplied as soon as possible 

6. Nature and extent of cJamaae 
(a) Within the Ulllblisbment 

- casua1ties 

- persons exposed to the major acxidem 

- material damage 

- the danger is still present 

- . lhc danger DO longer aim 

(b) Outside the estUlishmeflt 

- casualties 

..... killed 

..... ia;ured 

••••• poisoned 

••••• kiUed 

••••• iajural 

••••• poisoaed 
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- dlmlae 10 dac eaviroameDt 

- dac daDaer ia ltill praent 

- the danaer no longer exists 

7. Medium aad loaa-term mcuura, particularly those aimed at preventing the reaurmce of similar 
major accidents (to be submitted as the information becomes available). 

ANNEX Vll 

STAn:MENT RE ARTIC.E 8 

The Member States sltall consult one aDOther in the framework of their bilateral relations on the 
measures required to avert major accidents originating in a aotified industrial activity within me 
meaning of Artic:le 5 and to limit the consequenc:es for man and the environment. Jn me c:aae of Dew 
installations, this consultation shall take plac:e within the time limits laid down in Artic:le S (2). 
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COUNCIL DIRECfiVE 

of 19 March 1.987 

amending Directive 82/501/EEC on the major-accident hazards of certain 
industrial activities 

(87/216/EEC) 

THE COUNCIL OF THE EUROPEAN COMMUNn1ES, 

Having regard to the Treaty establishing the European 
Economic Community, and in particular Articles 1 00 and 
235 thereof, 

Having regard to the proposal from the Commission (!), 

Having regard to the opinion of the European 
Parliament (2), 

Having regard to the opinion of the Economic and Social 
Committee (3), 

Whereas Article 1.9 of Council Directive 82/501/EEC (4) 

requires the Council to review, on a proposal from the 
Commission, Annexes I, II and .111 thereof ; 

Whereas the protection of man and the environment and 
safety and health protection at work call for the provisions 
of Directive 82/501/EEC to be strengthened with regard 
to some industrial activities which involve, or may 
involve, particularly dangerous substances ; 

Whereas for some particularly toxic substances it is neces­
sary to lower the threshold quantities set out in Annexes 
II and III in order that all industrial activities which 
involve, or may involve, these substances in quantities 
equal to or above the given threshold levels are covered 
by Article 5 of Directive 82/501/EEC, with a view to 

(1) OJ No C 305, 2,. 11. 1'85, p. '· 
M OJ No C ''· 23. 3. 1'87. 
(2) OJ No C 101, 28. 4. 1,8,, p. 10. 
(4) OJ No L 230, 5. 8. 1'82. p. 1. 

reducing the hazards of major acci~ents and enabling the 
necessary steps to be taken to reduce their consequences ; 

Whereas it is necessary to cover the industrial activities 
which involve, or may involve, sulphur trioxide and liquid 
oxygen and the isolated storage of sulphur trioxide, as 
they may have serious consequences for man and the 
environment in the event of a major accident ; 

Whereas the industrial activities involving sulphur dioxide 
can pose a greater hazard than the isolated storage of 
sulphur dioxide ; 

Whereas it is necessary to define more closely some 
substances or groups of substances and to amend the 
corresponding threshold quantities in order to reflect the 
different range of hazards posed by the different forms 
and types of these substances or groups of substances ; 

Whereas it is appropriate that the industrial activities 
involving ammonium nitrate, sodium chlorate and liquid 
oxygen and the storage of these substances fall within the 
scope of Annexes II and III to Directive 82/50 1/EEC, 
whenever the respective threshold quantities set out in 
these Annexes are exceeded ; 

Whereas it is appropriate that certain amendments should 
be made to Annex_ I to Directive 82/501/EEC; 

Whereas it is necessary to make it clear that the list of 
processes set out in Annex I (1) to Directive 82/501/EEC 

. is not· exhaustive, but merely gives examples of some 
important operations, and that all other operations which 
could be used for the production, processing or treatment 
of organic or inorganic chemicals are also covered by his 
Annex; 
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Wheteas the Advisory Committee on Safety, Hygiene and 
Health Protection at Work, set up by Council Decision 
74/315/EEC (1~ has been consulted, 

HAS ADOFI'ED nus DIRECTIVE : 

Articlt 1 

Annexes I, II and III to Directive 82/ SO 1/EEC shall be 
amended in accordance with the Annex hereto. 

Articlt 2 

1. In the case of existing industrial activities which will 
be subject to the provisions of Directive 82/ SO 1/EEC for 
the first time following adoption of this amendment, the 
declaration provided for in Article 9 (3) of the said Direc­
tive shall be submitted to the competent authority within 
24 months of notification of this Directive. 

2. · In these cases also, the supplementary declaration 
provided for in Article 9 (4) of Directive 82/S01/EEC 

(') OJ No L 185, 9. 7. 1974, p. 15. 

shall be submitted to the competent authority within five 
years of notification of this Directive. 

.Articlt J 

1. Member States shall take the measures necessary to 
comply with this Directive not later than 18 months after 
notification of the Directive. They shall forthwith inform 
the Commission thereof. 

2. Member States shall communicate to the Commis­
sion the provisions of national law which they adopt in 
the field covered by this Directive. 

.Articlt 4 

This Directive is addressed to the Member States. 

Done at Brussels, 19 March 198i. 

For tht Council 

Tht Prtsidtnt 

M. SMET 
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COUNCIL DIRECTIVE 

of 19 March 1917 

on the prevention and reduction of environmental pollution by ubeatos 

(87/217/EEq 

1HE COUNCIL OF THE EUROPEAN COMMUNmES, 

Having ttgard to ~e Tttaty establishing the European 
Economic Community, and in particular Articles 100 and 
235 thettof, 

Having ttgard to the proposal from the Commission ('~ 

Having ttgard to the opinion of the European 
Parliament (1~ 

Having regard to the opinion of the Economic and Social 
Committee (3). 

Whereas successive action programmes of the European 
Communities (") on the environment emphasize the 
importance of preventing and reducing environmental 
pollution ; whereas in this context asbestos has been listed 
among the first-category pollutants to be investigated on 
the grounds of their toxicity and of their potentially 
serious effects on human health and the environment ; 

Whereas Council Directive 83/478/EEC (J) inserted in 
Directive 76/769/EEC ('). as last amended by Directive 
85/467/EEC ('). provisions restricting the marketing and 
use of crocidolite (blue asbestos) and products containing 
c:rocidolite fibres and special provisions concerning the 
labelling of products containing asbestos ; 

Whereas Council Directive 83/4n/EEC (') lays down 
provisions on the protection of workers from the risks 
related to exposure to asbestos at work ; 

Whereas Directive-1!4/360/EEC ('). lays down provisions 
on the combating of air pollution from industrial plants ; 

Whereas Member States should take the measures neces­
sary to ensure that asbestos emissions into the air, asbestos 
discharges into the aquatic environment, and solid 
asbestos waste are, as far as possible, reduced at source or 
prevented; 

Whereas it is appropriate to· allow a sufficient period of 
time for the application of these measures to existing 
plants; · · 

Whereas Member States should have the possibility, 
whilst respecting the provisions of the Treaty, to intro-

(1) OJ No C 349, 31. 12. 1985, p. 1.7. 
(2) Opinion delivered on 9 March 1987 (not yet published in the 

Official Journal) 
(2) OJ No C 207, 18. 8. 1986, p. 21. 
(") OJ No C 112, 20. 12. 1973, p. 1, OJ No C 139, 13. 6. 1977, p. 

1 and OJ No C 46, 17. 2. 1983, p. 1. 
(') OJ No f. 263, 24. 9. 1983, p. 33. 

~ 
OJ No L 262, 27. 9. 1976, p.' 201. 
OJ No L 269, 11. 10. 1985, p. 56. 
OJ No L 263, 24. 9. 1983, p. 1.5. 
OJ No L 188, 16. 7. 1984, p. 20. 

duce more stringent provisions in order to protect health 
and the environment ; 

Whereas disparities between the provisions in force or 
being amended in the Member States as regards the 
control of pollution from industrial plants can create 
unequal conditions of competition and thereby directly 
affect the functioning of the common market ; whereas it 
is therefore necessary to approximate· legislation in this 
field pursuant to Article 1 00 of the Treaty ; 

Whereas reducing pollution by asbestos serves to further 
one of the Community's objectives regarding the protec­
tion and improvement of the environment ; whereas, 
however, specific powers for this purpose are not 
expressly provided for in the Treaty and Article 235 must 
therefore also be invoked, 

HAS ADOPTED THIS DIRECI'IVE : 

Article 1 

1. The objective of this Directive is to lay down 
measures and to supplement provisions already in force, 
with a view to preventing and reducing pollution by 
asbestos in the interests of the protection of human 
health and the environment. 

2. This Directive shall be applied without prejudice to 
the provisions laid down by Directive 83/4n/EEC. 

Article 2 

P~r the purpose of this Directive : 

1. Asbestos means the following fibrous silicates : 

- crocidolite (blue asbestos~ 

- actinolite, 

- anthophyllite, 

- chrysotile (white asbestos~ 

- amosite (brown asbestos~ 

- tremolite. 

2. Raw asbestos means : 
I 

the product resulting &om the primary crushing of 
asbestos ore. 

3. Use of asbestos means : 

activities which involve the handling of a quantity of 
more than 100 kilograms of raw asbestos per year and 
which concern : 



70 87/217 

(a) the production of raw asbestos ore ncluding any 
process directly associated with the mining of the 
ore, and/or • 

(b) the manufacturing and industrial finishing of the 
following products using raw asbestos : asbestos · 
cement or asbestos-cement products. asbestos fric­
tion products. asbestos filters, asbestos tntiles, 
ubestos paper and card. asbestos jointing, pack­
aging and reinforcement materials, asbestos floor 
coverings, asbestos fillers .. 

4. Working of products ·eontaining asbestos means : 

~vities other than the use of asbestos, which are 
liable to release asbestos into the environmenL 

S. Waste means: 

any substance or object as defined in Article 1 of 
Directive 75/442/EEC ('~ 

Article 3 

1. Member States shall take the measures necessary to 
ensure that asbestos emissions into the air, asbestos 
discharges into the aquatic environment, and solid 
ubestos wute are, as far as reasonably practicable, reduced 
at source and prevented. In the ~ of the use of asbestos, 
these measures should entail using the best available tech­
nology not entailing excessive cost, including where 
appropriate recycling or· treatmenL 

2. In the cue of existing plants, the requirement in 
paragraph 1 that best available technology not entailing 
excessive costs be used to reduce and eliminate emissions 
of asbestos into the air shall be applied taking into 
account the elements set out in Article 13 of Directive 
84/360/EEC. 

Article 4 

1. Without prejudice to Article 3, Member States shall 
take the measures necessary to ensure that the concentra­
tion of asbestos emitted through the discharge ducts into 
the air during use of asbestos does not nceed a limit 
value of 0,1 mg/m3 (milligrams of abestos per m3 of air 
discharged~ 

2. .Member States may nempt from the obligation 
referred to in paragraph 1 the plants emitting less than 
S 000 m3/hour total gaseous discharges, where the 
discharge of asbestos into the air is not more than 0,5 
grams per hour at any time under normal operating 
conditions. 

When this exemption applies, the competent authorities 
of Member States shall take appropriate measures in order 
to ensure that the thresholds referred to in the first sub­
parapph are not acceded. 

Article ' 
Member States shall take the measures necessary to ensure 
that: 

(a) all aqueous effluent arising in the manufacture of 
asbestos ceme~ is recycled. Where such recycling is 

(') OJ No L 194, 25. 7. 1975, p. 47. 

not ecoomically feasible, Member States ahall take the 
measures necessary to ensure that the disposal of 
liquid waste containing asbestos does not result in 
pollution of the aquatic environment and other 
sectors including the air. 

To this end: 

- the limit 'Value of 30 grams of total suspended 
matter per m' of aqueous effluent discharged shall 
apply, 

- the competent authorities of Member States shall, 
for each plant concerned, specify the volume of 
discharges into water of the total quantity of 
suspended matter dischargd per tonne of product 
taking account of the specific situation of the 
planL . 

These limits shall apply at the point where the wute 
waters leave the industrial planL 

(b) All aqueous effluent arising in the manufacture of 
asbestos ,-per or board is recycled. 

However, the discharge of aqueous effluent containing 
not more than 30 grams of suspended matter per m3 

of water inay be authorized during routine cleaning or 
maintenance of the planL 

Article 6 

1. Member States shall take the measu~ necessary to 
ensure that measurements are taken at regular intervals of 
emissions into the air and of discharges of aqueous 
effluent from facilities to which the limit 'Values provided 
for in Articles 4 and S apply. 

2. For the purposes of checking compliance with the 
said limit values the sampling and analysis procedures 
and methods shall be in conformity with those described 
in the Annex or with any other procedure or method 
which gives equivalent results. 

3. Member States shall notify to the Commission the 
procedures and methods they are using together with the 
information relevant to assess the pertinence of such 
procedures and methods. On the basis of this informa­
tion, the Commission will keep under review the equiv­
alence of the different procedures and methods and report 
to the Council five years after notification of the Direc­
tive. 

Article 1 

Member States shall take the measures necessary to ensure 
that: 

- activities involving the working of products containing 
asbestos do not cause significant environmental pollu­
ti~n by asbestos fibres or dust, 

- the demolition of buildings, structures and installa­
tions containing asbestos and the removal therefrom 
of asbestos or materials containing asbestos involving 
~e release of asbestos fibres or dust do not cause 

I 



lipificant ubestos environmental pollution ; to that 
end they shall satisfy themselves that the plan of work 
provided for in Article 12 of Directive 83/<4n/EEC 
prescribes the introduction of all the necessary 
preventive measures to this end. · 

Articlt 8 

Without prejudice to Directive 78/319/EEC (1~ aa lut 
amended by the 1985 Act of Accession, Member States 
shall take the m~ures necessary to ensure that : 

- in the course of the transport. and deposition ol-..ste 
containing ubestos fibres or dust, no such fibres or 
dust are releued into the air and no liquids which 
may contain ubestos fibres are spilled, 

- where waste containing asbestos fibres or dust ia land­
filled at sites licensed for the purpose, such waste is so 
treated, packaged or covered, with account being taken 
of local conditions, that the releue of ubestos 
particles into the environment is prevented. 

Articlt 9 

A Member State may, in order to protect health and the 
environment, introduce provisions which are more strin­
gent than those of this Directive, in compliance with the 
conditions laid down by the Treaty. 

Articlt 10 

The procedure provided for in Articles 11 and 12 ia 
established for the adaptation of the Anne:s: to technical 
progress and shall be followed for any modification of the 
methods of sampling and analysis mentioned in the 
Annex. This adaptation must not result in any direct or 
indirect modification of the limit values indicated in 
Articles <4 and S. 

Article 11 

A Committee for the adaptation of this Directive to acien-
. tific and technical progress, hereinafter called 'the 
Committee', consisting of representatives of the Member 
States and chaired by a representative of the Commission, 
.ia hereby set up. 

The Committee shall draw up its rules of procedUre.. 

Articlt 12 

1. Where the procedure laid down in this Article ia to 
be followed, the Chairman shall refer the matter to the 
Committee, either on his own initiative or at the request 
of the representative of a Member State. 

2. The representative of the Commission shail submit 
to the Committee a draft of the measures to be adopted. 
-The Committee shall deliver its opinion on the drah 
within a time limit which the Chairman may Jay down 
according to the urgency of the matter. The opinion shall 
be delivered by a majority of 54· votes, the votes of the 

(') OJ No L 84, 31. 3. 1778, p. 43. 
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Member States being weighted u provided for in Article 
1<48 (2) of the Treaty. The Chairman shalJ not vote. 

3. (a) 1he Commission shall adopt the intended 
measures when they are in accordance with the 
Committft'a opinion. 

(b) Where the intended measures are not in accord­
ance with the opinion of the Committee, or in the 
absence of any opinion, the Commission shall 
forthwith submit to the Council a proposal relating 
to the measures to be taken. The Council shall act 
by a qualified majority. 

If, on the e:s:piry of three months from the date on 
which the matter was referred to it, the Council has 
not adopted any measures, the Commission shall 
adopt the proposed measures and apply them 
immediately. 

Articlt 13 

1. The Commission shall periodically make a compara-
. tive usessment of the application of this Directive by 

Member States. Member States shall supply the Commis­
lion with all information relevant to this end. The confi­
dential · nature of any information supplied should be 
respected. 

2. Where necessary, in .the light of the evolution of 
knowledge in the medical field and that of technological 
progress, the Commission s~all submit further proposals 
aimed at preventing and reducing pollution by asbestos in 
the interests of the protection of human health and the 
environment. 

Article 14 

1. Subject to paragraph 2, Member States shall bring 
into force the laws, regulations and administrative provi­
sions necessary to comply with this Directive not later 
than 31 December 1988. They shall forthwith inform the 
Commission thereof. 

2. Member States shall adopt and publish the provi­
sions necessary to comply with Articles <4 and S as soon as 
possible and in any case not Iller than 30 June 1991 for 
plants built or authorized before the date given in para­
pph 1. 

3. Member States shall communicate to the Commis­
sion the teJ:ts of the provisions of national law which they 
adopt in the field governed by this Directive. 

Articlt 11 

This Directive iS addressd to the Member States. 

Done at Brussels, 19 March 1987. 

l'or the Council 

De Pruidmt 

M. SMBT 
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METHODS OF SAMPLING AND ANALYSES 

A DISCHARGE OP A9UEOUS EFFLUENT 

The reference method of analysis to determine tolal auspended matter (filterable matier from the DOD preci­
pitated sample) IS expressed in mafl ahlll be filterins tluough a 0,45 pm filter membrane, drying at 105 •c 
ud weighing (1~ · ' 

Samples must be taken in IUCh a way IS to be representative of the dilc:lwJe over a 24-hour period. 

1biJ determination must be conducted to a precision (I) of ± S % ud u acc:uncy (I) of ± 10 %. 

B. SPECIFICATIONS TO BE NET WHEN SELECI1NG A METHOD POR MEASURING EMISSIONS 
INTO TilE AIR 

I. Gra'fimetric method 

1. The method ~elected shall be a pvimetric method which is capable of measuring the total quan­
tities of dust emitted tluough the dilchuae ducts. 

Account ahlll be taken of the concentration of ISbeatol in dult. When concentration meuure­
ments are required, the concentration of ubestos in dust mall be measured or naluated. The 
controlling authority -.hall decide on the periodicity of auch measure, accordina to the chuac:teril­
tia of the plant and of its production, but thiJ should be initially at IelSt r:very six months. If a 
Member State hiS established that the concentration does not display any sianificent variation, the 
frequency of meuurement may be reduced. Where periodical me~~ures are not taken, the limit 
'Value specified in Article 4 of the Directiw applies to the total dust emilsions. 

Samplina ahlll be co~ducted before uy dil~tion of the Bow to be meuured. 

2. The sampling must be conducted to a precision of ± 40 % ud an accuracy of ± 20 -lo at the 
limit 'Value. The limit of detection must be 20 •t.. /u leut two meuurements under the same 
conditions shall be made in order to check the compliance with the limit 'Value. 

3. Optration of the installation 

Me~~urements shall orily be 'Valid if sampling cakes place while the installation is operating 
normally. 

4. Sthaing lht sampling point 

Sampling shall take place at a point where there is • laminar ftow of air: Ai far IS pOsSible, care 
lhall be taken to avoid twbulence, and obstacles which might disrupt the flow of air. 

S. Modifoalions riiJIIired for sampling 

Suitable apertures shall be made ~ ducts where sampling is to take place and proper platforms 
shall be provided. . 

6. MttUIIrtmlftll lo bt takm btforr sampling 

Before sampling commences, it is first necessary to meuure air temperature and pressure and the 
wlocity of ftow in the duct. Air temperature and pressure mall normally be measured along the 
sampling line at normal ftow rates. Under exceptional conditions, it is also necessary to meuure 
the water wpour concentration so that the results can be amended accordingly. 

7. Gmnal riiJ•irrmmu of lbt sampling proad•rr 

The procedure requires a sample of air from a duct carrying the emissions of ubfttos dust to be 
drawn through 1 filter, and the ISbestos content of the dust retained in the filter to be meuured. 

7.1. The sampling line shall first be checked to ensure that it is airtight and that there are no leaks 
which might giw rile to me~~urement e~rs. The sampler head shall be carefully lelled off and 
the sampler pump started up. The rate of leakage shall not exceed 1 .,., of the normal sampJina 
ftow. · 

(') See Annex m to DU-ective .82/883/EEC (OJ No L 378, 31. 12. 1982, p. 1). · 
(I) These items are defined in Article 2 of Directive 79/86,/EEC (OJ No L 211, 29. 10. 1979, p. 44) IS 

amended by Directive 81/855/EEC (OJ No L 319, 7. 11. 1981, p. 16). 
' . 
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7 ~ Normally sampling ahall be condUcted under ilokinetic conditions. , 

7.3. Duration of sampling shall depmd on the type of process being monitomf and the sampling line 
used and the sampling period ahall be aufficient to enJUre that an adequate quantity of material is 
collected for weighing. It ahall be representative of the full process being monitored. 

7 A. When the sampler filter is not in the immediate proximity of the sampler head, it is eaential to 
recover materials deposited in the sampling probe. 

7 .S. The sampler head and the number of points where samples must be taken shall be determined in 
ec:con:lance with the national standard adopted. 

8. Natrm of tht sampler filter 

8.1. The filter appropriate to the technique of analysis used shall be chosen. For the gravimetric 
method, glassfibre filters are preferable. 

8~ A minimum filtration efficiency of 99 'I• is required, as defined with reference to the DOP test 
using an aerosol with particles of 0,3 IUD diameter. 

9. Flighing 

9.1. An appropriate high precision balance shall be used. 

9~ In ordet to achine the accuracy required for weighing it is essential to condition filters 
thoroughl_y before and after sampling. 

l 0. Bxpressiot~ of nsulu 

In addition to measurement data, results shall record temperature, pressure and flow data and shall 
include all relevant information, such as a simple diagram showing the location of sampling 
points, the dimensions of ducts, the volumes sampled and the method of calculation used to 
obtain the results. These results shall be expressed at normal temperature (273 K) and pressure 
(101,3 kPa). 

n. Countable fibres method 

Where fibre counting procedures are used for the purpose of checking compliance with the limit 'Yilue 
in Article 4 of the Directive, subject to the provisions of Article 6 (3) of the Directive, a conversion factor· 
of two fibres/ml to 0,1 mg/m' of asbestos dust may be used. 

For the purposes of the Directive a fibre is defined as any object of length greater than S IUD. breadth less. 
than 3 IUD· and having a length/breadth ratio greater than 3/1, which is countable by phase contrast 
optical mi~opy using the ;European reference method defined in Annex I of Directive 83/4n /EEC. 

A fibre counting method shall meet the following specifications : 

1. The method shall be capable of measuring the concentration of countable fibres in the emitted 
gases. 

The controlling authority shall decide on the periodicity of such measures, according to the 
characteristics of the plant and of its production, but this should be at least every six months. 
Where periodical measures are not taken, the limit 'Yilue specified in Article 4 applies to the total 
dust emission. 

Sampling shall be conducted before any dilution of the flow to be measured. 

2. Operation of tht installation 

Measurement shall only be 'Yilid if sampling takes place while the installation is operating 
normally. 

3. Stkcting tht sampling point 

Sampling shall take place at a point where there is a laminar flow of air. As far as possible, care 
shall be taken to avoid turbulence and obstacles which migh~ disrupt the flow of ·air. 

4. Motlif"ations requirwl for sampling 

Suitable apertures shall be made in ducts where sampling is to take place, and proper platforms 
shall be provided. 

S. MtasumnmiS 10 bt takm btfort sampling 

Before sampling commences, it is first necessary to measure air temperature and pressure, and the 
velocity of flow in the duct. Air temperature and pressure sh~l normally be measured along the 
sampling line at normal flow rates. Under exceptional conditions, it is also necessary to measure 
the water vapour concentration 10 that the results. can be amend~ accordingly. 
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6. GMwal rlf"irrmmu of 1bt St~fr~Piing ~" 

The procedure requires • 11mple of air from 1 duct c:uryiDJ the emiaiODI of ubatol clust to be 
drawn tJuouah 1 filter, ud the couacable ubestol fibres iD the clust retained on the filter to be 
meuwed. .· 

6.1. The ~~mplinaline aball first be checked to amue that it illirtiJht. ud that there are no lab 
which miaht Jive rise to meuumnent mon. The 11mplin• head aball be c:arefully eea1ed off and 
the ~~mplinJ pump ata:rted up. The rate of leabae aball not aceed 1 % of the normal~~mplinJ 
&ow. 

U SampliDJ of the emitted pes aball be conducted inside the emillion duct under isokinetic condi­
tions. 

6.3. · Duration of 11mplina shall depend on the type of process beiDJ monitored ud the aile of the 
~~mplinJ nozzle used. The ~~mplinJ period shall be sufficient to ensure that the 11mple collection 
filter curies between 100-600 countable ubestol fibres/mm2• It aball be representative of the full 
process beiDa monitored. 

6.4. The samplinJ head ud the number of poiilts where 11mples must be taken shall be determiDed 
iD accordance with the natiollll ltlndud adopted. 

7. Nalllrr of lht sampling tolkttion jilllr 

7.1. The filter appropriate to the technique of measurement shall be chosen. For the countable fibre 
method, membrane filters (mized esters of cellulose or cellulose nitrate) of nomiDII pore size S 
tun. with printed lqUaftl ud 1 diameter of lS mm shall be used. · 

7 ~ The sample collection filter shall have 1 minimum filtration efficiency of " •1o with respect to 
countable ubestos fibres. 

8. eo .. ,,..,, of fibrrs 

The fibre countinJ method shall conform to the European reference method, u let out iD Annex 
I of Directive 83/477 /EEC. 

9. Exprrssion of rtS~~IIS 

In addition to measurement data, results shall record temperature, pressure ud Oow data and shall 
iDclude Ill relevant information, such 11 1 simple diaaram showinJ the location of llmplinJ 
points, the dimensions of ducts, the wlumes 11mpled and the market of cllculation used to 
obtain the results. These results shall be expressed at normal temperature (273 K) ud pressure 
(101,3 kPa~ 
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COUNCIL DIR.ECI'IVE 

of 15 July 1975 

oa waste 

(75/442/EEC) 

THE COUNCIL OF THE EUROPEAN 
COMMUNITIES, 

Having regard to the Treaty establishing the Euro­
pean Economic Community, and in panicular 
Anicles 100 and 235 thereof; 

Having regard to the proposal from the Commission; 

Having regard to the Opinion of the European 
Parliament (1); 

Having regard to the Opinion of the Economic and 
Social Committee (') ; 

Whereas any disparity between the prOVlSJOns on 
waste disposal already applicable or in preparation 
in the various Member States may create unequal 
conditions of competition and thus directly affect the 
functioning of the common market; whereas it is 
therefore necessary to approximate laws in this 
field, as provided for in Anicle 100 of the Treaty; 

Whereas it seems necessary for this approximation 
of laws to be accompanied by Community action so 
that one of the aims of the Community in the 
sphere of protection of the environment and impro­
vement of the quality of life can be achieved by more 
extensive rules; whereas cenain specific provisions 
to this effect should therefore be laid down; whereas 
Anicle 235 of the Treaty should be invoked as the 
powers required for this purpose have nQt been 
provided for by the Treaty; 

Whereas the essential objective of all provtstons 
relating to waste disposal must be the protection 
of human health and the environment against 
harmful effects caused by the collection, transpon, 
treatment, storage and tipping of.waste; 

Whereas the recovery of waste and the use of 
recovered materials should be encouraged in order 
to conserve natural resources; 

(1) OJ No .C 32, 11.2. 1975, p. 36. 
(') OJ No C 16, 23. 1. 1975, p. U. 

Whereas the programme of action of the European 
Communities on the environment (1), stresses the 
need for Community action, including the harmoni­
zation of legislation; 

Whereas effective and consistent regulations on 
waste disposal which neither obstruct intra-Com­
munity trade nor affect conditions of competition 
should be applied to movable property which the 
owner disposes of or is required to dispose of under 
the provisions of national law in force, with the 
exception of radioactive, mining and agricultural 
waste, animal carcases, waste waters, gaseous 
tr.luents and waste covered by specific Community 
rules;. 

Whereas, in order to ensure the protection of the 
environment, provision should be made for a 
system of permits for undenakings which treat, 
store or tip waste on behalf of third panics, for a 
supervisory system for undenakings which dispose 
of their own waste and for those which collect the 
waste of others, and for a plan embracing the essential 
factors to be taken into consideration . n respect of 
the various waste disposal operations; 

Whereas that proponion of the costs not covered by 
the proceeds of treating the waste must be defrayed 
in accordance with the •polluter pays' principle, 

HAS ADOPTED THIS DIRECTIVE: 

Artide 1 

For the purposes of this Directive.: 

(a) • waste' ·means any substance or .object which 
the holder disposes of or is required to dispose 
of pursuant to the provisions of national law 
in force; 

(') 0 J No C lll, 20. ll. 1973, p. 3. 



(b) 'disposal' means : 

- the collection, sorting, transport and treat­
ment of waste as well as its storage and 
tipping above or under ground, 

- the transformation operations necessary for 
its re-use, recovery or recycling. 

Article 2 

1. Without prejudice to this Directive, Member 
States may adopt specific rules for particular cate-
gories of waste. · 

2. The following shall be excluded from the 
scope of this Directive: 

(a) radioacti\'e waste; 

(b) waste resulting from prospecting, extraction, 
ueatment and storage of mineral resources and 
the working of quarries; 

(c) animal carcases and the following agricultural 
waste: faecal matter and other substances used in 
farming; 

(d) waste waters, with the exception of waste in 
liquid form; 

(e) gaseous effluents emitted into the atmosphere; 

(f) waste covered by specific Community rules. 

Article 3 

1. Member States shall take appropriate steps to 
encourage the prevention, recycling and processing 
of waste, the extraction of raw materials and 
possibly of energy therefrom and any other process 
for the re-use of waste. 

2. They shall inform the Commission in good 
time of any draft rules to such effect and, in parti­
cular, of any draft rule concerning: 

(a) the use of products which might be a source of 
technical difficulties as regards disposal or lead 
to excessive disposal costs; 

(b) the encouragement of: 

- 'the reduction in the quantities of certain 
waste, · .. • -. , . 

_;_ th~ treat~ent of waste for its recycling and 
' re-use, - · · · · · -

- the recovery of raw materials and/or the 
production of energy from certain waste; 

(c) the use of -certain natural resources, ·including 
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energy resources, in applications where they may 
be replaced by recovered materials. 

Article .f 

Member States shall take the necessary measures 
to ensure that waste is disposed of without endange­
ring human health and without harming the envi­
ronment, and in particular: 

- without risk to water, air, soil and plants and 
animals, 

- without causing a nuisance through noise or 
odours, 

- without adversely affecting the countryside or 
places of special interest. 

Article S 

Member States shall establish or designate the 
competent authority or authorities to be responsible, 
in a given zone, for the planning, organization, autho­
rization and supervision of waste disposal opera­
tions. 

Article 6 

The competent authority or authorities referred to 
in Article S shall be required to draw up as soon as 
possible one or several plans relating to, in parti­
cular: 

- the type and quantity of waste to be disposed of, 

- general technical requirements, 

- suitable disposal sites, 

- any special arrangements for particular wastes. 

The plan or plans may, for example, cover: 

·-the natural or legal persons empowered to carry 
· out the disposal of waste, 

- the estimated costs of the disposal operations, 

- appropriate measures to encourage rationali-
lization, of the collection, sorting and treatment 
of waste. 

Article ·7 

-Member States shall take the necessary measures to 
· ensure that any holder of waste: 
._ has it handled by a pri~·ate or p'ublic waste 

1:ollector or by a disposal undertaking, 

- or disposes of it himself in accordance with the 
measures taken pursuant to Article 4. 
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Article 8 

In order to comply with the measures taken pursuant 
to Article 4 any installation or undenaking treating, 
storing or tipping waste on behalf of third panies 
must obtain a permit from the competent authority 
referred to in Article 5, relating in panicular to : 
- the type and quantity of waste to be treated, 
- aeneral technical requirements, 
- precautions to be taken, 
- the information to be made available at the 

request of the competent authority concerning 
the. origin, destinati£>n and treatment of waste 
and the type and quantity of such waste. 

Article 9 

The installations and undenakings referred to in 
Article 8 shall be periodically inspected by the 
competent authority referred to in Article 5 to 
ensure, in panicular, that the conditions of the 
permit are being fulfilled. 

Article 10 

Undenakings transporting, collecting, storing, tip­
ping or treating their own waste and those which 
collect or transpon waste on behalf of third panies 
shall be subject to supervision by the competent 
authority referred to in Article 5. 

Article 11 

In accordance with the 'polluter pays' principle, 
the cost of disposing of waste, less any proceeds 
derived from treating the waste, shall be borne by: 
- the holder who has waste handled by a waste 

collector or by an undenaking referred to in 
Article 8; 

- and/or the previous holders or the producer of 
the product from which the waste came. 

Article 12 

£very three years, Member States shall draw up a 
situation repon on waste disposal in their respective 
countries and shall forward it to the Commission. 
To this effect, the installations or undenakings 
referred to in Articles 8 and 10 pnust supply the 
competent authority referred to in Article 5 with 
the paniculars on the disposal of waste. The 
Commission shall circulate this repon to the other 
Member States. 

The Commission shall repon every three years to 
the Council and to the European Parliament on 
the application of this Directive. 

Article 13 

Member States shall bring into force the measures 
needed in order to comply with this Directive 
within 24 months of its notification and shall fonh­
with inform the Commission thereof. 

Article 14 

Member States shall communicate to the Commission 
the texts of the main provisions of national law 
which they adopt in the field covered by this Direc­
tive. 

Article 15 

This Directive is addressed to the Member States. 

Done at Brussels, 15 July 1975. 

For the Council 

The President 

M. R.UMOR. 
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COUNCIL DIRECTIVE 

of 20 March 1978 

on toxic and dangerous waste 

(78/319 /EEC) 

as amended by the Act of Accession of Greece of 28 May 1979 (OJ L 291, 19.11.17, p. 17) and 
the Act of ~ccession of Spain and Portugal of 12 June 1985 (OJ L 302, 15.11.85, p. 9) 

THE COUNCIL OF THE EUROPEAN 
COMMUNITIES, 

Having regard to the Treaty establishing the European 
Economic Community, and in particular Articles I 00 
and 235 thereof, 

Having regard to the proposal from the Commission, 

Having regard to the opinion of the European Parlia­
ment('), 

Having regard to the opinion of the Economic and 
Social Committee (2), 

Whereas any disparity between the prov•s•ons on 
disposal of toxic and dangerous waste already appli­
cable or in preparation in the various Member States 
may create unequal conditions of competition and 
thus directly affect the functioning of the common 
market ; whereas it is therefore necessary to approxi­
mate laws in this field, as provided for in Article 100 
of the Treaty ; 

Whereas it seems necessary that this approximation of 
laws be accompanied by Community action so that 
one of the aims of the Community in the sphere of 
protection of the environment and improvement of 
the quality of life can be achieved by more extensive 
rules ; whereas certain specific provisions to this effect 
should therefore be laid down ; whereas Article 235 of 
the Treaty should be invoked as the powers required 

( 1) OJ No C 30, 17. 2. 19n, p. 27. 
(2) OJ No c n, 30. 3. t9n, p. s. 

for this purpose have not been provided for by the 
Treaty; 

Whereas the 1973 (3) and 1977 (4) programmes of 
action of the European Communities on the environ­
ment stress the need for Community action in order 
to control the disposal of toxic and dangerous waste ; 

Whereas the essential objective of all provisions 
relating to the disposal of toxic or dangerous waste 
must be the protection of human health and the safe­
guarding of the environment against harmful effects 
caused by the collection of toxic and dangerous ~aste 
as well as its carriage, treatment, storage and tipping; 

Whereas the prevention, recycling and recovery of 
toxic and da~gerous waste and the use of recovered 
materials should be encouraged in order to conserve 
natural resources ; 

Whereas in order to ensure an effective protection of 
the environment, provision should be made for a 
uniform system of permits for undertakings which 
store, treat and/or tip toxic and dangerous waste ; 
whereas unauthorized holders of toxic and dangerous 
waste should ·have it stored and/or treated only by 
authorized undertakings ; 

Whereas that proportion of the cost of the disposal of 
toxic and dangerous waste not covered by the 
proceeds of treating the waste must be defrayed in 
accordance with the 'polluter pays' principle ; 

(l) OJ No C 112, 20. 12. 1973, p. 3. 
(4) OJ No C 139, 13. 6. 19n, p. 3. 
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Whereas prov1s1on should be made for a system of 
monitoring and supervision of all installations, esta· 
blishments, or undertakings which produce, hold or 
dispose of toxic and dangerous waste, for the keeping 
of proper records regarding disposal, to ensure that 
any carriage ·of toxic and dangerous waste in the 
course of its disposal is accompanied by an identifica­
tion form, and for the drawing up of programmes 
which take into account the various waste disposal 
operations ; 

Whereas, in order .to coordinate action in this field, 
Member States should draw up a situation report on 
the disposal of toxic ~nd dangerous waste ; 

Whereas technical progress necessitates rapid adapta· 
tion of the Jist of the toxic and dangerous waste to 
which this Directive applies; whereas, in order to facil­
itate the introduction of the measures required for this 
purpose, a procedure should be provided for whereby 
close cooperation would be established between the 
Member States and the Commission within a 
Committee on Adaptation to Technical Progress esta­
blished under this Directive, 

HAS ADOPTED THIS DIRECTIVE : 

Article 1 

For the purposes of this Directive : 

(a) 'waste' means any substance or object which the 
bolder c;lisposes of or is required to dispose of 
pursuant to the provisions of national law in 
force; 

(b) 'toxic and dangerous waste' means any waste 
containing or contaminated by the substances or 
materials listed in the Annex to this Directive of 
such a nature, in such quantities or in such 
concentrations as to constitute a risk to health or 
the environment ; 

(c) 'disposal' means 

- the collection, sorting, carriage and treatment 
of toxic and dangerous waste, as well as its 
storage and tipping above or under ground ; 

. - the transformation operations necessary for its 
recovery, re-use or recycling. 

When Member States which are parties to one or 
more international conventions concerning the 
carriage of dangerous goods are applying those conven­
tions, this shall be adequate for the purposes of this 
Directive so far is carriage is concerned, provided that 
the measures being applied in implementation of the 

conventions are at least as stringent as those required 
for thl' implementation of the Directive. 

Article J 

The following shall be excluded from the scope of 
this Directive : 

(a) radioactive waste ; 

(b) animal carcases and agricultural waste of faecal 
origin; 

(c) explosives ; 

(d) hospital waste ; 

(e) effluents discharged into sewers and water-courses ; 

(f) emissions to the atmosphere ; 

(g) household waste ; 

(h) mining waste ; 

(i) other toxic and dangerous waste covered by 
specific Community rules. 

Article 4 

Member States shall take appropriate steps to 
encourage, as a matter of priority, the prevention of 
toxic and dangerous waste, its processing and recy­
cling, the extraction of raw materials and possibly of 
energy therefrom and any other process for the re-use 
of such waste. 

Article 5 

1. Member States shall take the necessary measures 
to ensure that toxic and dangerous waste is disposed 
of without endangering human health and without 
harming the environment, and in particular: 

- without risk to water, air, soil, plants or animals ; 

- without causing a nuisance . through noise or 
odours; 

- without adversely affecting the countryside or 
places of special interest. 

2. Member States shall in particular take the neces­
sary steps to prohibit the abandonment and uncon­
trolled discharge, tipping or. carriage of toxic and 
dangerous waste, as well as its consignment to installa­
tions, establishments or undertakings other than those 
referred to in Article 9 (1 ). 

Article 6 

Member States shall designate or establish the compe· 
tent authority or authorities to be responsible, in a 
given area, for the planning, organization, authoriza­
tion and supervision of operations· for the disposal of 
toxic and dangerous waste. 



Article 7 

Member States shall take the necessary steps to ensure 
that: 

- toxic and dangerous waste is, where necessary, 
kept separate from other matter and residues when 
being collected, transported stored or deposited ; 

- the packaging of toxic and dangerous waste is 
appropriately labelled, indicating in particular the 
nature, composition and quantity of the waste ; 

- such toxic and dangerous waste is recorded and 
identified in respect of each site where it is or has 
been deposited. 

Article 8 

Member States may at any time t~ke more stringent 
measures with regard to toxic and dangerous waste 
than those provided for in this Directive. 

Article 9 

1. Installations, establishments or undertakings 
which carry out the storage, treatment and/or deposit 
of toxic and dangerous waste must obtain a permit 
from the competent authorities. Such waste may be 
stored, treated, and/or deposited only by installations, 
establishments or undertakings holding such permits. 
Undertakings engaged in the carriage of toxic and 
dangerous waste shall be controlled by the competent 
authorities of the Member States. 

2. The permit referred to in paragraph 1 shall cover 
in particular : 

- the type and quantity of waste ; 

- the technical requirements ; 

- the precautions to be taken ; 

- the disposal site(s) ; 

- the methods of disposal. 

This permit may also lay down the specific informa­
tion to be made available at the request of the compe­
tent authorities. 

3. Permits may include conditions and obligations. 
They may be granted for a specified period and may 
be renewed. 

Article 10 

Any person producing or holding toxic and dangerous 
waste without the permit referred to in Article 9 (1) 
shall as soon as possible have such waste stored, 
treated and/or deposited by an installation, establish­
ment or undertaking authorized to do so under the 
said Article. 
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Article 11 

1. In accordance with the 'polluter pays' principle, 
the cost of disposing of toxic and dangerous waste, 
less any proceeds from treating the waste, shall be 
borne by: 

- the holder who has waste handled by a waste 
collector or by an installation, establishment or 
undertaking referred to in Article 9 (1) ; 

and/or 

- the previous holders or the producer of the 
product from which the waste came. 

2. If Member States charge levies on the monies 
used to cover the costs referred to in paragraph 1, the 
yield thereof may also be used for the following 
purposes: 

- financing control measures relating to toxic and 
dangerous waste ; 

- financing research pertaining to the elimination of 
toxic and dangerous waste. 

Article 12 

1. The competent authorities shall draw up and 
keep up to date plans for the disposal of toxic and 
dangerous waste. The plans shall cover in particular : 

- the type and quantity of waste to be disposed of ; 

- the methods of disposal ; 

- specialized treatment centres where necessary ; 

- suitable disposal sites.· 

The competent authorities of the Member States may 
include other specific aspects, in particular the esti­
mated cost of the disposal operations. 

2. The competent authorities shall make public the 
plans referred to in paragraph 1. The Member States 
shall forward these plans to the Commission. 

3. The Commission, together with the Member 
States, shall arrange for regular comparisons of the 
plans in order to ensure that implementation of this 
Directive is sufficiently coordinated. ' 

Article JJ 

In cases of emergency or grave danger, Member States 
shall take all necessary steps, including, where appro­
priate, temporary derogations from this Directive, to 
ensure that toxic and dangerous waste is so dealt with 
as not to constitute a threat to the population or the 
environment. The Member States shall inform the 
Commission of such derogations. 
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Article 14 

1. Any installation, establishment, or undcrtakin~ 
which produces, holds and/or disposes of toxic and 
dangerous waste shall _: 

- keep a record of the quantity, nature. physical and 
chemical characteristics and origin of such waste, 
and of the methods and sites used for disposing of 
such waste, including the dates of receipt and 
disposal; 

and/or 

- make this information available to the competent 
authorities on re9uest. 

.2. When toxic and dangerous waste is transported 
. in the course of disposal it shall be accompanied by 
an identification form containing at least the 
following details : 

-nature; 

- composition ; 

- volume or mass of the waste ; 

- name and address of the producer or of the pre-
vious holder(s) ; 

- name and address of the next holder or of the 
final disposer ; 

- location of the site of final disposal where known. 

3. Documentary evidence that the disposal opera· 
tions have been carried out shall be kept for as long as 
the Member States deem necessary. 

This evidence shall, where necessary, be addressed to 
the relevant authorities of the Member States 
concerned. 

Article 15 

1. Any installation, establishment or undertaking 
producing holding or disposing of toxic and 
dangerous waste shall be subject to . inspection and 
supervision by the competent authorities to ensure 
that the provisions adopted in application of this 
Directive and the terms of any authorization are 
fulfilled .. 

2. To this end, Me1.1ber States shall fllke the neces­
sary measures to ensure that. the installations, establish­
ments or undertakings concerned afford the represen­
tatives of the competent authorities all necessary assis­
tance to enable them to carry out any examinations, 

· inspections or investigations concerning the waste, to 
take samples and to gather any information necessary 
for the fulfilment of their duties. 

Article 16 

1. Every three years, and for the first time three 
years following the· notification of this Directive, 

Member States shall draw up a situation report on the 
di~posal of toxic and dangerous waste in their respec­
tive countries and shall forward it to the Commission. 
The Commission shall circulate thi~ report to till· 
other Member States. 

2. The Commission shall report every three years 
to the Council and to the European Parliament on the 
application of this Directive. 

Article 17 

I: The amendments necessary for adapting this 
Directive to scientific and technical progress shall be : 

- to state the name and composition of the toxic 
and dangerous substances and materials listed in 
the Annex; 

- to add to the Annex toxic and dangerous 
substances and materials unknown at the time of 
notification of this Directive. 

They shall be adopted in accordance with the proce­
dun: referred to in Article 19. 

2. In adapting the Annex to technical and scientific 
progress, account shall be taken of the immediate or 
long term hazard to man and' the environment 
presented by waste by reason of its toxicity, persist­
ence, bioaccumulative characteristics, physical and 
chemical structure and/or quantity. 

Article 18 

I. A Committee for adapting this Directive to tech­
nical progress (hereinafter called 'the Committee) is 
hereby set up. It shall consist of representatives of the 
Member States and be chaired by a represe-ntative of 
the Commission. 

2. The Committee shall draw up its rules of proce· 
dure. 

Article 19 

I. Where the procedure laid down in this Article is 
to be followed, matters shall be referred to the 
Committee by the chairman, either on his own initia­
tive: or at the request of the representative of a 
Member State. 

2. The representative ·of the Commission shall 
submit to the Committee a draft of the measures to be 
adopted. The Committee shall deliver its opinion on 
the draft within a time· limit which may be deter­
mined by the chairman according to the urgency of 
the matter. It shall decide by a majority of 54 votes, 
the votes of the Member States being weighted as 
provided for in Article 148 (l) of the Treaty. The 
chairman shall not vote. 



3. (a) The Commission shall adopt the measures 
envisaged where these are in accordance with 
the opinion of the Committee. 

(b) Where the measures envisaged are not in accor­
dance with the opinion of the Committee, or if 
no opinion has been given, the Commission 
shall forthwith propose to the Council the 
measures to be adopted. The Council shall act 
by a qualified majority. 

(c) If, within three months of the proposal being 
submitted to it, the Council has not acted, the 
measures proposed shall be adopted by the 
Commission. 

Article 20 

The Member States shall prohibit all acts which inten­
tionally or unintentionally circumvent the provisions 
of this Directive. 

Article 21 

1. Member States shall bring into force the 
measures necessary to comply with this Directive 
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within 24 months of its notification. They shall forth­
with inform the Commission thereof. 

2. Member States shall communicate to the 
Commission the texts of the main provisions of 
national law wh1ch they adopt in the field covered by 
this Directive. 

Article 22 

This Directive is addressed to the Member States. 

Done at Brussels, 20 March 1978. 

For tbt Council 

Tht· Prnidl'lll 

K. HEINESEN 
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ANNEX 

List of toxic or dangerous aubstances and materials 
I . 

The following list consists of cenain toxic or dangerous substances and materials selected as 
requiring priority consideration 

I Arsenic ; arsenic compounds 

2 Mercury ; mercury compounds 

3 Cadmium ; cadmium compounds 

4 Thallium ; thallium compounds 

s Beryllium ; beryllium compounds 

6 Chrome 6 compounds 

7 Lead ; lead compounds 

8 Antimony ; antimony compounds 

9 Phenols ; phenol compounds 

10 Cyanides, organic and inorganic 

II lsocyanates 

12 Organic-halogen compounds, excluding inen polymeric materials and other 
substances referred to in this list or covered by other Directives concerning the 
disposal of toxic or dangerous waste 

13 Chlorinated solvents 

14 Organic solvents 
I 

IS Biocides and phyto-pharma~utical substances 

16 Tarry materials from refining and tar residues from distilling 

17 Pharmaceutical compounds 

18 Peroxides, chlorates, perchlorates and azides 

19 Ethers 

20 Chemical laboratory materials, not identifiable and/or new, whose effects on the envi-
ronment are not known -

21 Asbestos (dust and fibres) 

22 Selenium ; selenium compounds 

23 Tellurium ; tellurium compounds 

24 Aromatic polycyclic compounds (with carcinogenic effects) 

25 Metal carbonyls 

26 Soluble copper compounds 

27 Acids and/or basic substances used in the surface treatment and finishing of metals 
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COUNCIL DIRECTIVE 

of 6 December 1984 

on the supervision and control within the European Community of the trans-
. frontier shipment of hazardous waste 

(84/631/EEC) · 

(as amended by Commission Directive 85/469/EEC of 22 July 1985 adapting to techirical progress 
Council Directive 84/631/EEC (OJ L 272, 12.10.85, p.' 1); Council Directive 86/121/EEC of 8 April 

1986 (OJ L 100, 16.4.86, p. 20); Council Directive 86/279/EEC of 12 June 1986 (OJ L 181, 
4.7.86, p. 13); and Council Directive 87/112/EEC of 23 December 1986 (OJ L 48, 17.2.87, p. 31)) 

THE COUNCIL OF THE EUROPEAN 
COMMUNmES, 

Having regard to the Treaty establishing the European 
Economic Community, and in particular Articles 100 
and 235 thereof, 

Having regard to the proposal from the Commis­
sion (1~ 

Having regard to the opinion of the European Par­
liament (Z), 

Having regard to the 'opinion of the Economic and 
Social Committee {l~ 

Whereas the 1973 (4), 19n (')and 1983 (')programmes 
of action of the European Communities on the envi­
ronment provide for Community action in or~er to 
control the disposal of hazardous waste ; 

Whereas, pu~uant to Council Directive 78/319/EEC 
of 20 March 1978 on toxic and dangerous waste ('), 
Member States are required to take the necessary 
measures to ensure that toxic and dangerous waste is 
disposed of w.ithout endangering human health and 
without harming the environment ; 

(1) OJ No C 53, 25. 2. 1983, p. 3 and 
OJ No C 186, 12. 7. 1983, p. 3. 

~ 
OJ No C 184, .11. 7. 1983, p. SO. 
OJ No C 176, 4. 7 .. 1983, p. 4. 
OJ No C 112, 20. 12. 1973, p. 3 • . R OJ No C 139, 13. 6. 1977, p. 3. 
OJ No C 46, 17. 2. 1983, p. 1. 
OJ Np L 84, 31. 3. ,.1978, p. 43. 

Whereas shipment of waste between Member States, or 
between Member States and other States, may be 
necessary in order to dispose of it under the best 
possible conditions ; 

Whereas ~ny difference between the provtsJons on 
disposal of hazardous waste already applicable or in 
preparation in the various Member States may distort 
the conditions of competition and thus directly affect 
the functioning of the common market ; whereas there 
are, in particular, differences between the procedures 
applying to the supervision and control of the trans­
frontier shipment of hazardous waste within the 
Community ; whereas it is therefore necessary to 
approximate laws in this field, as provided for in 
Article 100 of the Treaty ; 

Whereas Council Directive 75/442/EEC of 15 July 
1975 on waste('), Council Directive 76/403/EEC of 16 
April 1976 on the disposal of polychlorinated biphe­
nyls and polychlorinated terphenyls (') and Council 
Directive 78/319/EEC have already laid down certain 
provisions concerning the disposal of dangerous waste, 
but have not yet regulated the supervision and control 
of the transfrontier shipment of ·hazardous waste ; 

Whereas an efficient and coherent system of supervi­
sion and control ef the transfrontier shipment of 
hazardous ·waste should neither create barriers to 
intra-Community trade nor affect competition ; 

(') OJ No L 194, 25. 7. 1975, p. 39. 
(') OJ No L 108, 26. 4. 1976, p. 41. 
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Whereas the BfOWing volume of long-distance trans­
frontier shipments of hazardous waste in the Commu­
nity results in increased risk necessitating supervision 
an.d control of hazardous waste from the moment of its 
formation until its treatment or ultimate safe disposal ; 

Whereas this requires compulsory notification of 
transfrontier shipments of hazardous waste and a 
uniform consignment note ; 

Whereas the competent authorities of the Member 
States of destination of waste should be able to raise 
objections to shipments of waste ; whereas any objec­
tion should fulfil certain criteria and be duly substanti­
ated; 

Whereas it is also desirable for the Member State of 
dispatch and the Member ·State of transit to be able, 
subject to certain criteria, to lay down conditions in 
respect of the shipment of waste on their territory ; 

I 

Whereas, moreover, in certain situations and sub)ect to 
certain conditions, the Member State of dispatch 
should be able to object to a shipment ;· 

Whereas in the case of waste shipped outside the 
Community, the third State of destination and, where 
appropriate, the third State of transit should also be 
notified; 

Whereas in this case, in order effectively to control 
transfrontier shipments of hazardous waste, the 
customs authorities of the last Member State through 
which the shipment is due to pass should send a copy 
of the consignment note to the competent authority of 
that Member State ; whereas the holder should certify 
tO the competent authorities of the Member State of 
dispatch that the waste has left the Community ; 

., 
Whereas in certain circumstances a general notifica­
tion procedure may be used ; 

; 

Whereas information relating to the waste concerned, 
the producers, the existence of a contractual agreement 
with the consignee, the provisions made for routes and 
insurance and the conditions for the exercise of the 
transport operations should be sent to the competent 
authorities of the Member States concerned as part of 
Qle notification procedure ; · 

Whereas in order to ensure that hazardous waste does 
not constitute an unnecessary risk 'it should be 
properly packaged and labelled ; whereas the instruc­
tions to be followed in the event of danger or accident 
should accompany the waste in order to protect man 
and the environ~ent f~om any danger ~at might arise 
during the operation ; 

Whereas the Member States may fix border crossing­
points liter consulti~g· the Commission; 

Whereas in ~cordance with the 'polluter pays' prin­
ciple, the costs of implementina the notification 
procedure, including the costs of control and analysis, 
should .be borne by the holder and/or the producer of 
the waste; · 

Whereas ·it is important that the liability of the 
producer and that of any other person who may be 
accountable lor damage should be defined and the 
conditions of application determined in order to 
guarantee effective and fair compensation for damage 
which may be caused during the shipment of dange­
rous waste ;' whereas the Council should act at the 
.latest within three years of the application of this 
Directive ; whereas the Council should also take a 
decision within the same time limit on a system of 
insurance; 

Whereas, subject to certain conditions, non-ferrous 
metal waste intended for re-use, regeneration or r~cyc­
ling should be exempted from the provisions of this 
Directive; 

Whereas Member States should communicate to the 
Commission any information relevant to the imple­
mentation of this Directive and must in particular 
prepare reports every two years on the basis of which 
the Commission will draw up a summary report ; 

Whereas the Technical Committee set up under 
Directive 78/319/EEC should also be empowered to 
draw up and adapt as necessary the uniform consign­
ment n9te on the uniform declaration provided for in 
this Directive and also to adapt the list of Conventions 
annexed to this Directive, 

HAS ADOPTED 1HIS DIRECTIVE : 

Article 1 

Member States shall, in accordance with the provisions 
of this Directive, take the ne~essary measures for the 
supervision and control, with a view to the protection 
of human health and the environment, of the trans­
frontier shipment of hazardous waste both within the 
Community and on its entering and/or leaving the 
Community. 

· Artick 2. 

1. For the purposes of this Directive : 

(a) 'hazardous waste', hereinafter refe~ed to as 'waste', 
means: 



- tOxic and dangerous waste as defined in Article 
1 (b) of Directive 78/319/EEC, except for the 
chlorinated and orpnic solvents referred to in 
points 13 and 14 of the Annex to that Direc­
tive, 

- PCB as defined in Article 1 (a) of Directive 
76/403/EEC ; 

(b) 'competent authorities' of the Member States 
concerned means the competent authority or 
authorities, designated in accordance with Article 
16, of the Member State of destination of the waste, 
of the Member State of dispatch of the waste and, 
where applicable, of the Member State or States of 
transit of the waste ; 

(c) 'the producer of the waste' means anyone whose 
activities produce waste Coriginal producer1 and/or 
anyone who carries out pre-processing, mixing or 
other operations resulting in a change in the 
nature or composition of this waste; 

(d) 'the holder of the waste' means the producer of the 
waste or any other person or undertaking who or 
which proposes to carry out or to have carried out 
a transfrontier shipment of waste ; 

(e) 'the consignee of the waste' means the person or 
undertaking to whom or to which the waste is 
shipped for diSposal ; 

• 
(f) 'disposal' means disposal within the meaning of 

Article 1 (c) of Directive 78/319/EEC. 

2. The off-loading to shore of waste produced by 
the normal operation of ships, including waste water 
and residues, shall not be considered a transfrontier 
shipment of waste within the meaning of ~is Direc­
tive. 

Article J 

1. Where the holder of the waste intends to ship it or 
to have it shipped from one Member State to another, 
to have it routed through one or more Member States, 
or to ship it to a Member State from a third State or 
from a Member State to a third State, he shall notify the 
competent authority of the Member State responsible 
for issuing the acknowledgement of receipt, with a copy 

· to the competent authorities of the other Member States 
concerned and, where applicable, to the third State of 
destination and/or the third State(s) of uansit. 

2. Notification shall be effected by means of a uniform 
consignment note, hereinafter referred to as the 
'consignment note', to be drawn up in accordance with 
Article 15 and the contents of which are set out in 
Annex I. 

3. When so notifying the competent authority of the 
Member State responsible for issuing the 
acknowledgement of receipt, the holder of the waste 

·shall provide it with satisfactory information on the 
following in particular: 
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- the source and composition of the waste, including 
the producer's identity, and in the case of waste 
from various sources, a detailed inventory of the 
waste and, where sucb information exists, the 
identity of the original producers, 

- the provision made for routes and insurance against 
damage to third parties, 

- the measures to be talcen to ~ure safe transpon 
and, in particular, compliance by the carrier with 
the conditions laid down by the Member States 
concerned for the exercise of such transpon 
operations, 

- the existence of a conuaaual agreement with the 
consignee of the waste, who should possess 
adequate technical capacity for the disposal of the 
waste in question under conditions presenting no 
danger to human health or the environment. Where 
the waste is stored, treated or dumped in a Member 
State, the consignee must also possess a permit in 
accordance with Article 9 of Directive 
78/319/EEC or Article 6 of Directive 
76/403/EEC. 

4. In the case of a shipment from a Member State to a 
third State, the holder of the waste shall obtain the 
agreement of the third State of destination before 
embarking upon the notification procedure provided 
for in paragraph 3. The notification must include 
satisfactory information on such agreement. 

Article 4 

1. Transfrontier shipment may uot be effected before 
the competent authorities of the Member States referred 
to in paragraph 2 (a), (b) or (c) have aclcnowledged 
reczipt of the uotification. The acknowledgement shall 
be entered on the consignment note. 

2. Not later than one month after receipt of the 
notification, the acknowledgement of receipt or any 
objection raised in accordance with paragraph 3 shall 
be forwarded to the holder of the waste: 

(a) either by the competent authorities of the Member 
State of destination; or 

{b) in the case of shipments of waste from a third State 
in transit through the Community for disposal 
outside the Community, by the competent 
authorities of the last Member State through which 
the shipment is due to pass; or 

{c) in the case of shipments of waste from a Member 
State for disposal outside the Community in a third 
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State, by the competent authorities of the Member 
State of dispatch, except in the case provided for in 
the last subparagraph of this paragraph 

with a copy to the consignee of the waste and to the 
competent authorities of the other Member States 
concerned, and where applicable, to the third State of 
destination and the third State(s) of transit. 

Where the waste is disposed of in a third State 
bordering on the last Member State of transit, the latter 
shall be entitled to issue the acknowledgement of 
receipt or to raise any objection in place of the Member 
State referred to in (c). A Member State of transit 
intending to exercise the right conferred upon it in this 
subparagraph shall communicate it to the Commission 
and other Member States. It may not exercise this 
right earlier than three months following such 
communication. 

3. Objections must be substantiated on the basis of 
laws and regulations relating to environmenta1 
protection, public policy and public security or health 
protection which are in conformity with this Directive, 
with other Community instruments or with 
international conventions on this subject concluded by 
the Member State concerned prior to notification of this 
Directive. 

4. Once the competent authorities of the Member 
State referred to in paragraph 2 are satisfied that the 
problems giving rise to their objections have been 
resolved, they shall immediately send an 
acknowledgement to the holder of the waste with a 
copy to the consignee of the waste and to the competent 
authorities of the other Member States concerned, and, 
where applicable, 'to the third State of destination and 
the third State(s) of transit. 

5. The acknowledgement forwarded by the competent 
authorities of the Member State referred to in 
paragraph 2 to the holder of the waste pursuant to this 
Article shall not release the producer of such waste or 
any other person from his obligations under existing 
national and Community provisions. 

6. Without prejudice to paragraphs 1 and 2, the 
competent authorities of the Member State of dispatch, 
and those of the Member State or States of transit, if 
any, shall have 15 days following the notification in 
which to lay down, if appropriate, conditions in respect 
of the shipment of waste in their national territory. 
These conditions, which shall be forwarded to the 
holder of the waste, with a copy to the competent 
authorities of the Member States concerned, may not be 
more stringent than those laid down in respect of 
similar shipments effected wholly within the Member 

State in question and shall take due account of existing 
agreements. The holder of the waste must comply with 
these conditions to be able to carry out shipment. 

Not later than 20 days after receipt of the notification, 
the competent authorities of the Member State of 
dispatch may raise objections on the grounds that the 
shipment of waste adversely affects the implementation 
of plans drawn up pursuant to Anicle 12 of Directive 
78/319/EEC or Article 6 of Directive 76/403/EEC or 
that it conflicts with obligations resulting from 
internationa1 agreements on this subject concluded by it 
prior to notification of this Directive. Such objections 
shall be forwarded to the holder of the waste with a 
copy to the competent authorities of the Member States 
concerned. 

Article 5 

1. The holder of the waste may use a general 
nofitication procedure where waste having the same 
physica1 and chemical characteristics is shipped 
regularly to the same consignee via the same customs 
office of exit of the Member State of dispatch, via the 
same customs office of entry of the Member State of 
destination and, in the case of transit, via the same 
customs offices of entry and exit of the Member State 
or States of transit. 

' 
2. The competent authorities of the Member State 
referred to in Article 4 (2) and, where applicable, those 
of the Member State or States of transit, may make 
their agreement to the use of this general notification 
procedure subject to the supply of cenain information, 
such as the exact quantities or periodical lists of waste 
to be shipped. 

3. Under a general notification procedure, a single 
acknowledgement within the meaning of Article 4 (1) 
may cover several shipments of waste during a 
maximum period of one year. 

4. General notification shall be by means of the 
consignment note. 

Article 6 

1. Upon receipt of the acknowledgement referred to 
in Articles 4 and 5, the holder of the waste shall 
complete the consignment note and send copies to the 
competent authorities of the Member States concerned 
and to the third States concerned before shipment is 
carried out. 

2. A copy of the consignment note, including the 
acknowledgement, shall accompany each shipment. 

3. All undertakings subsequently involved in the 
operation shall complf'te the consignment note where 
indicated, sign it and retain a copy of it. 



4. Within 15 days following receipt of the waste, 
the consignee of the waste shall forward to the holder 
of the waste, to the competent authorities of the 
Member States concerned and to the third States 
concerned copies of the duly completed consignment 
note. These copies shall be kept for at least two years. 

Article 7 

1. By way of derogation from Anicle 6 (4), when 
waste leaves the Community for disposal outside the 
Community, the customs service in the last Member 
State through which the shipment passes shall forward 
a copy of the consignment note to the competent 
authorities in that Member State, which, in the case 
referred to in Anicle 4 (2) (c), shall also forward a copy 
to the competent authorities in the Member State of 

dispatch. These copies shall be kept for at least two 
years. 

2. The holder of the waste shall also declare or certify 
to the competent authorities of the Member State 
referred to in Anicle 4 (2) (b) or (c), not later than six 
weeks after the waste has left the Community, that the 
waste has reached its proper destination and shall 
indicate the last customs post in the Community 
through which the shipment passed. 

Article 8 

1. Transfrontier shipments must comply with the 
following conditions : 

(a) The waste must be properly packed. 
(b) The containers must have appropriate labels indi­

cating, in addition to the nature, composition and 
quantity of the waste, the telephone number(s) of 
the person(s) from ·whom instructi~ns or advice 
may be obtained at all times during shipment. 

(c) The instructions to be followed in the event of 
danger or accident must accompany the waste. 

(d) The labels and instructions referred to in (b) and (c) 
must be in the languages of the Member States 
concerned. 

2. The conditions ref~rred to in paragraph 1 sh'all 
be deemed to be met where a Member State applies 
the provisions applicable in the matter under the 
international transport conventions listed in Annex II 
to which it is a party in so· far as those conventions 
cover the waste to which this Directive refers. 

Article 9 

Member States may designate border crossing-points 
for the shipment of waste where necessary and after 
consulting the Commission. 

Article 10 

In accordance with the 'polluter pays' principle, the 
cost of implementing the notllication and supervision 
procedure, including the necessary analyses and 

• controls, shall be chargeable to the holder and/or the 
producer of the waste by the Member State concerned, 
provided that this cost is comparable to that entailed 
by the same operations concerning the same types of 
was'e and relating to ·Shipments taking place entirely 
within that Member State. 
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Article 11 · 

1. Without prejudice to national proVISIOns con­
cerning civil liability, irrespective of the place in 
which the waste is disposed of, the producer of the 
waste shall take all necessary lteps to dispose of or 
arrange for the disposal of the waste so as to protect 
the quality of the environment in accordance with 
Directives 75/442/EEC and 78/319/EEC and with this 
Directive. 

2. Member States shall take all necessary steps to 
ensure that the obligations laid down in paragraph 1 
are carried out. 

3. The Council shall, acting in accordance with the 
procedure referred to in Anicle 100 of the Treaty, 
determine not later than 30 September 1988 the 
conditions for implementing the civil liability of the 
producer in the case of damage or that of any other 
person who may be accountable for the said damage 
and shall also determine a system of insurance. 

Article 12 

1. Member States shall forward to the Commission 
not later than 31 December '1985 the name(s~ 
address(es) and telephone and telex numbers of the 
competent authorities and. of the installations, esta­
blishments or undertakings with a permit within the 
meaning of the last indent of Anicle 3 (3) to dispose of 
waste. 

Member States shall forward regularly to the Commis­
sion any modifications to the data. . 

2. The Commission shall forward information 
referred to under paragraph 1 without delay to the 
other Member States. 

.Article 13 

1. Every two years, and for the first time on 1 
October 1987, Member States shall forward to the 
Commission reports on the implementation of this 
Directive and on the situation with regard to trans­
.frontier shipments concerning their respective territo­
ries. 

· 2. These reports shall in particular comprise the 
following information : 

- transfrontier shipments of waste arising from major 
accidents, in particular within the meaning of 
Anicle 1 of Council Directive 82/501/EEC of 24 
June 1982 on the major-accident hazards of certain 
industrial activities (1). 

- any siguificant irregularities in transfrontier ship­
. ment of waste covered by this Directive which has 

involved or may yet involve serious hazards for 
man or the environment, 

-·the quantity and type of waste which has entered 
their territory for disposal and the quality and type 
of waste produced in their territory and subse­
quently definitively ~~~~d._ •. 

'(1) OJ No L 230, S. 8. 1982, p. I. 
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Article 14 

On the basis of the reports referred to in Article 13, 
the Commission shall prepare a summary report "ery 
two years, which it shall submit to the European Par­
liament, the Council and the Economic and Social 
Committee. 

Article 15 

The Technical Committee set up under Article 18 of 
Directive 78/319/EEC, and acting under the procedure 
laid down in Article 19 of that Directive, shall be 
empowered to draw up, in accordance with the infor­
mation given in Annexes I and III respectively, the 
consignment note including the general instructions 
and the uniform declaration document referred to in 
Article 17. The Committee shall also be empowered, 
under the same procedure, to adapt to technical 
progress the consignment note, the declaration docu­
ment and the list of international transport conven­
tions contained in Annex II. 

Article 16 

Member States shall designate the competent authori­
ties for the purpose of Article 4. 

Article 17 

Waste (including in particular waste, scrap, sludge, ash 
and dust) from non-ferrous metals which is intended 
for re-use, regeneration, or recycling on the basis of a 
contractual agreement regarding such operations shall 
be exempt from the provisions of this Directive 
provided that the following conditions are fulfilled : 

(a) the holder must make a declaration on a uniform 
document, the contents of which is set out in 
Annex III, and which must accompany the ship­
ment, to the effect that these materials are 

intended for the operations in question, and must 
forward a copy of this document to the competent 
a1,1thorities of the Member State referred to in 
Article 4 (l) (a) or (b) ; 

(b) the consignee must declare in the same document, 
which he shall forward to the competent authori­
ties of the Member State referred to in (a) not later 
than 1 S days from receipt of the materials that 
these operations. will actually be carried out. 

Article 18 

1. Member States ~hall take· the measures necessary 
to comply with this Directive as from 1 October 1985. 
They shall ·forthwith inform the Commission thereof. 

2. Member States shall communicate to the 
Commission the texts of the provisions of national law 
which they adopt in the field governed by this Direc­
tive. The Commission shall inform the other Member 
States thereof. 

Article 19 

This Directive is addres~d to the Member States. 

Done at Brussels, 6 December 1984. 

For the Council 

The President 

L. KAVANAGH 
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EUROPEAN COMMUNITY TIMSIIONTIER SH"MENT OF HAZARDOUS WASTE 
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EVIOPEAN COMMUNITY INANSFIIONTIER SH,MtNI Of HAZARDDU~ WASH 
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ANNEX II 

LIST OF INTERNATIONAL TRANSPORT CONVENTIONS REFERRED TO IN 
ARTICLE I (2) (') 

1. ADR: 

European Agreement concerning the International Carriage of Dangerous Goods by Road (19 51) ; 

2. CIM: 

International Convention concerning the Carriage of Goods by Rail (1924) f), 

including in Annex I : 

RID: 
International Regulations concerning the Carriage of Dangerous Goods by Rail (1924); 

3. SOLAS Convention : 
International Convention for the Safety of Life at Sea (1974); 

4. IMDG Code(') : 
International Maritime Dangerous Goods Code ; 

5. Chicago Convention : 

Convention on International Civil Aviation (1944) Annex 18 to which deals with the carriage of 
dangerous goods by air (I' l. : Technical Instruction$ for the Safe Transpon of Dangerous Goods by 
~~; . 

6. MARPOL Convention : 
International Convention for the Prevention of Pollution from Ships (1973/1978); 

7. ADNR: 

Regulation of the Carriage of Dangerous Substances on the Rhine (1970). 

(') This list contains those Conventions in force at the time of adoption of this Directive and may be 
adapted by the Technical Committee referred to in Article 1 5. 

(2) From 1 May 1985 this Convention will be called: 
COTIF : Convention concerning International Carriage by Rail. 
The RID will become an Aimex to the COTIF called : 
'Regulations concerning the international carriage of dangerous goods by rail' •. 

(') From 1 January 1985, the IMDG code will be incorporated in the SOLAS Convention. 
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EUR"EAN COMMUNITY ANNEX Ill 
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EUROPEAN COMMUNITY 
1 Holder Dillie Wlllt (nom• and lun ICidrmJ IECLARAIIOMS COMCEIII .. S wam fiOII MOM-fEIIOUS METALS 0 fOI lf·USf. UIEMfllnDM 01 lfCYCUMS 
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lite w1ste IIHtnllld uowe IS- lor 
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EUIIOI'EAN COMMUNITY 
1 Holder of 1t11 wosle (naJJlf aM lut: ~~~ress) 
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EUROPEAN COMMUNITY 
I Holder Olllre waste (name and lulloddress) 
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..... ,ooooo 
4J COPY FOR THl COMPnENT AUTHORITY 
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7 HOlDER'S DECLARATION 
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COMMISSION DIRECTIVE 

of 22 July 1985 

adapting to technical progress Council Directive 84 I 631 I EEC on the supervision and control within 
the European Community of the transfrontier shipment of hazardous waste 

(8514691EEC) 

(as amended by Council Directive 87/112/EEC of 23 December 1986 (OJ L 48, 17.2.87, p. 31)) 

THE COMMISSION OF THE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European 
Economic Community, 

Having regard to Council Directive 7813191EEC of 
20 March 1978 on toxic and dangerous waste (1), and in 
panicular Anicle 18 thereof, 

Having regard to Council Directive 8416311EEC of 
6 December 1984 on the supervision and control within the 
European Community of the transfrontier shipment of 
hazardous waste (2), and in panicular Anicle 15 thereof, 

Whereas it is necessary to finalize Annexes I and III to 
Directive 8416311EEC; 

Whereas, in order to ensure effective SJJp~rviSion and 
control, it is necessary that the holder of waste intending to 
ship it or to have it shipped from one Member State to­
another or through one or more Member States or to ship it 
to a Member State from a third State should notify the 
competent authorities of the Member States concerned; 

. Whereas such notification must be made by means of a 
uniform consignment note, the contents of which are set out 
in Annex I to Directive 841631/EEC; 

Whereas, in the case of non-ferrous metal waste intended for 
re-use, regeneration or recycling on the basis of a contractual 
agreement regarding such operations, only declarations on a 

( 1) OJ No L 84, 31. 3. 1978, p. 43. 
( 2) OJ No L 326, 13. 12. 1984, P• 31. 

uniform document are required, the content of which is given 
in Annex III to Directive 84/6311EEC; 

Whereas this uniform document should conform with the 
layout-key drawn up under the auspices of the United 
Nations Economic Commission for Europe; 

Whereas the measures provided for in this Directive are in 
conformity with the opinion of the Committee for adaptation 
to technical progress of Directive 78/3191EEC, 

HAS ADOPTED THIS DIRECTIVE: 

Article 1 

Annex I to Directive 84/631/EEC is hereby replaced by 
Annex I to this Directive. 

Article 2 

Annex Ill to Directive 84/631/EEC is hereby replaced by 
Annex II to this Directive. 

Article 3 

The forms set out in AnnexeS I and II must conform to the 
technical conditions set out in Annex Ill and must be 
completed in accordance with the instructions given in 
Annex IV. 
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Article 4 

Member States shall take the measures necessary to ensure 
that Annex IV is brought to the attention of all parties 
required to complete the form contained in Annex I. 

Article 5 

Member States shall take the measures necessary to comply 
with this Directive as from 1 Oaober 1985. They shall 
forthwith inform the Commission thereof. 

Article 6 

This Directive is addressed to the Member States. 

Done at Brussels, 22 July 1985. 

For the Commission 

sianJey CLINTON DAVIS 

Member of the Commission 
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ANNEX III 

PROVISIONS CONCERNING lHE FORMS 

1. The form for the uniform consignment note shall comprise: 

- the copy for the authority issuing the acknowledgement, 

- the copy for the holder of the wastes, 

- the accompanying copy, 

in that order. 

2. The form for the declarations concerning non-ferrous metal wastes intended for re-use, regeneration or 
recycling shall comprise: 

- the copy for the consignee, 

- the copy for the competent authority, to be sent by the consignee, 

.- the copy for the holder of the wastes, 

- the copy for the competent authority, to be sent by the holder in that order. 

3. White paper, dressed for writing purposes and weighing at least 40 g/m1 , shall be used. 

4. The dimensions of the forms shall be 210 x 297 mm. 

5. The Member States shall be responsible for printing the forms. They may also be printed by printing houses 
approved by a Member State, in which case the authorization in question shall be marked on each form. Each 
form shall bear the name and address or sign of the printer. 

6. Copies 1 and 2 of the form referred to in paragraph 1 and copies 1, 2, 3 and 4 of the form referred to in 
paragraph 2 shall bear a form serial number. This number shall be preceded by the following letters according 
to the Member State from which the waste is shipped: BE for Belgium, DK for Denmark, DE for the Federal 
Republic of Germany, FR for France, GR for Greece,IE for lreland,IT for Italy, LU for Luxembourg, NL for 
Netherlands and UK for United Kingdom. 

7. The forms shall be printed in black print in one of the official languages of the Community to be specified by the 
competent authorities of the Member State from which the waste is shipped. 

8. The form referred to in paragraph 1 shall be such that the information contained in boxes 6, 8, 18 and 33 of 
copies 1 and 2 is not repeated in the equivalent boxes of copy 3. 

-. 



110 85/469 

ANNE.XIV 

GENERAL JNSTRUCI'IONS CONCERNING DIE UNIFORM CONSIGNMENT NOTE 

NB: Any competent authority may require funher information or documentation to supplement the information 
provided on the consignment note. 

The uniform consignment note contains provisions for: 

1. Notification of a shipment to the competent authority. 

2. Acknowledgement by the competent authority of destination .. 
-

3. Mention of the arrangements concerning the transpon, the wastes and other transpon maners .• 

4. Receipt ·by the consignee (copy 3). 

5. Custom endorsement, when the waste leaves the Community for final disposal (back of copy 3 ). 

Procedure · 

A. The holder of the waste sends 

1. In the case of a single shipment of waste the disposal of which will take place inside the Community, the 
three copies of the form to the competent authority of the Member State of destination. 

2. in the case of a single shipment of waste, ~e 
disposal of which will take place outside the 
Community, the three copies of the form to the 
competent authority of the Member State of 
dispatch, or to the competent authority of the 
Member State of exit from the Community 
where disposal of the waste takes place in a 
third State b9rdering on the latter and that 
Member State exercises its right to issue the 
acknowledgement of receipt in accordance with 
the last subparagraph of Article 4 (2) of Direc­
tive 84/631/EEC as amended by Directive 
86/279/EEC; 

3. in the case of a single shipment of waste from a 
third State routed through the Community for 
disposal outside the Community, the three 
copies of the form to the competent authbrity 
of the Member State of exit from the Commu­
nity; 

4. in the case of several shipments (general notifi­
cation), copies 1 and 2 of the form and a 
number of copies 3 corresponding to the 
number of shipments to be carried out, to the 
competent authorities referred to under A.1, 
A.2 or A.3; 

S. in all the cases referred to under 1 to 4, a 
photocopy of copy 1 of the form to the compe­
tent authorities of all the other States 
concerned : Member States of dispatch and 
transit, third State(s) of transit and destination. 
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B. The competent authority of the Member State making the acknowledgment keeps copy 1 of the form and 
returns copy 2 and all the copies 3 received to the holder ol dae waste not later than the day on which it is sure 
that no objection has been raised and any additional condinc.ts have been notified to the holder. TM holder 
must keep copy 2. 

The competent authority of the Member State 
making the acknowledgment sends a photocopy of 
copy 2 to the competent authorities of the other 
Member States concerned and, where appropriate, 
to the third State of destination and to the third 
State or States of transit and to the consignee. 

C. Upon receipt of the copies referred to under B, the holder of the waste completes a copy 3 for each consignment 
to be carried out and sends a photocopy of that copy 3 to the competent authorities referred to under A.1 and 
AA, before the transport. 

D. The actual shipment of the wasre takes place under cover of a copy 3 .. That copy must be signed in box 31 by the 
first carrier, in box 34 by subsequent carriers and in box 33 by the holder. 

E. The carrier must keep a photocopy of each copy 3 and surrender copy 3 to the consignee of the waste where the 
consignee is situated in a Member State. 

In the case of a shipment of waste the disposal of 
which will take place outside the Community, copy 
3 must be lodged with the customs office through 
which the waste finally leaves the Community. 

F. A consignee located in a Member State must complete box 32 of copy 3, and within 15 days following the 
receipt of the waste forward photocopies of the completed form to the holder, to the competent authorities of 
the Member States concerned and to the third States concerned. 

G. In the case of export of waste from the 
Community for disposal outside the Commu­
nity the holder of the waste must certify to the 
competent authority of the Member State 
which issued the acknowledgement of the 
notification of shipment, not later than six 
weeks after the waste has left the Community, 
that the waste has reached its deftination and 

shall indicate the last customs office through 
which the waste fi~ally left the Community." 

H. All the documents (copies and photocopies) shall be kept for at least two years. 

INSTRUcnONS FOR f1LLING IN lliE FORM 

A. General remarks 

1. The form must-be filled in: 

- in the case of wastes being dispatched from a Member State, in one of the official languages of the 
Community to be designated by the competent authorities of the Member State of dispatch,_ 

- in the case of wastes dispatched from a third State, in English or French. 

2. · The form must be filled in in typescript or in manuscript; in the latter case it must be completed in ink and in 
printed chara(:fers. There may be no erasures or superimposed corrections or any other amendments. 

3. The dates are indicated by a six digit number, the two first of which show the y~ar, the following two the 
month, and the last two the day. For example: 31 July 1985 will read: 85 07 31. 

4. The signatures must aJI be original and not be reproduced in anv wav. 
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B. lastnac:tioas for fillioa in copies 1, 2 aad 3 of die form: 

Box 1 - Full name or company's name and address, telephone and celex number, 

- Wh~ applicable, enter die registration No. 

Box 4 - FuU name or company's name and address, telephone and ceJex number, 

Box S 

Box6 

- Enter the permit No, granted frotn the competent authority or the reference to this permit. 
This is the permit referred to in Article 9 of Directive 78/319 /EEC or in Article 6 of Directive 
76/403/EEC. 

Full name or company's name and address, telephone and telex number of the plant or the 
establishment where the wastes were produced, and the name of the person to be contacted. 

When the wastes were produced by more than one producer, enter the words 'SEE ATTACHED 
UST', and attach a Jist indicating the information required for each producer. 

(If the producer and the holder are one and the same person or company enter the words 'SEE 
BOX 1' in box 5.) 

- Full name or company's name and address, telephone and celex number of the fint 
carrier. 

- Where applicable, the licence No. 

Note: A carrier who is not required to hold a licence should be able to demonstrate that he 
complies with the rules of the Member States concerned in respect of transpon of the wastes 
designated in the form. 

If more than one carrier is involved, enter the words 'SEE ATTACHED UST' and attach a list 
indicating the information required for each carrier. 

Box 8 Attach the information, signed by the 
consignee, relating to the contractual agree­
ment between the holder and the consignee 
concerning the waste referred to in the notifi­
cation in question. If applicable, attach : 

Box 9 

Boxll 

Box 13 

- lists of producers/carriers (boxes Sand 6), 
- details concerning the waste (box 22~ . 
- proof of the agreement to the shipment of 

the third State of destination, in the case of 
shipment of waste from a Member State for 
disposal in the third State. 

If the wastes were generated 6y more than one producer, enter 'several'. 

Enter 'X' in the appropriate box.lf'YES' state the name and full address ofthe insurer, number of 
policy and the last day ofvalidity of the policy. 

Enter the following code number: 
1: Sea, 2: Rail, 3: Road, 4: Air, 8: Inland waterway. 

Box 14/15 - In the case of ·a notification for a sUigJe shipment, state the intended date of the 
shipment. 

- In the case of a general notification, state the expected date of the first shipment, and state in 
box 15 the expected date of the last shipment. 
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Enter, in me case of I general notification, me total number (digits) of the planned ttansfers. 

This box is IIOt fi/WJ ill ill tM CIIU of II IIOtifiuztion for II smgk shipment. 

Indicate ~ ~ of pac:ka,ina proposed: drums, ere. 

Box 19 I 20 The code number of the waste in the country of destination and the country of origin will be 
entered when such a code is used in the country of destination (box 20) and in the country of origin 
(box 19). 

Box 21 

Box 22 

Box 24 

Box 27 

Box 28 

Box 33 

Enter the intended quantity of the total amount of waste to be shipped. 

The nature and the concenttation of the most characteristic or significant components, in terms of 
the toxicity and other dangers presented by the waste will be required together with, if possible, 
an analysis referring to the method of disposal envisaged, particularly in the case of an initial 
shipment. 

United Nations classification number. 

Enter 'X' in the appropriate box. 
Enter the temperature of the waste during the ttansponation in degrees Celsius. The ttanslation 
of all terms in box 27 is printed at the back of the third copy. When the outward appearance of the 
waste shows several forms, enter 'X' in the appropriate boxes. 

Enter the code number of the competent authority of each Member State on whose territory the 
shipment will take place. These code numbers will be entered after they are published in the 
Official Journal of the &ropean Communities. 

The full name and status of the signatory musr" be indicated clearly. In signing the form the holder 
certifies that the information that he has proVided is correct. The signatures must be original on 
copies 1 and 2. 

C. Instructions for filling iD copy 3 

Boxes 3, 6, 8, 12, 17, 18, 23, 31 and 33 (and when necessary 34) are to be filled in by the hold.er with the 
carrier's agreement aher receipt of the acknowledgement by the competent authority. 

Box 3 Indicate the serial number assigned to each shipment (starting with 1). 

Not to be filled in if the notification relates to a single consignment. 

Box 8 Where appropriate, anach any special conditions made by the competent authority of the 
Member States of dispatch and of ttansit in respect to the shipment of the waste on their territory 
and insttuctions to be followed in the event of danger or an accident. 

Box 12 Indicate the~ and registtarion number or name of the means of ttanspon (lorry, wagon, ship, 
aeroplane) on to which the waste is loaded. 

Box 17 Give the date on which the shipment commences. 

Box 18 Give the number (digits) and~ of the packages containing the waste. 

Box 23 Give the actual net quantity of waste ttansponed. 

Box 31 I 34 Give the date, and the full name and telephone and telex numben of the penon to be contacted. 
The signature must be that of the carrier or his authorized representative. In signing the form the 
carrier ~es that the information he has provided is correct. 

Box 32 Give the net quantity received, the date and the full name and telephone and telex numbers of the 
penon to be contacted. The signature must be that of the consignee or his authorized 
representative. In signing the form the consignee certifies that the information he has provided is 
.correct. 

Box33 Give the date and the full name ~d telephone and telex numbers of the penon to be contacted. 
The signature must be that of the holder or his authorized representative.ln signing the form the 
holder certifies that the information be bas provided is correct. 
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COUNCIL DIRECTIVE 

of 16 June 1975 

on the disposal of waste oils 

(75/439/EEC) 

(as amended by the Act of Accession of Spain md Portugal of 12 J1me 1985 (OJ L 302, 1S.11.8S, 
p. 9) md Council Directive 87/101/EEC of 22 December 1986 (OJ L 42, 12.2.87, p. 43)) 

THE COUNCIL OF THE EUROPEAN 
COMMUNITIES, 

Having regard to the Treaty establishing the Euro­
pean Economic Community, and in particular 
Articles 100 and 235 thereof; 

Having regard to the proposal from the Commission; 

Having regard to the Opinion of the European 
Parliament e); 

Having regard to the Opinion of the Economic 
and Social Committee (') ; 

Whereas any disparity between the proviSlons on 
the disposal of waste oils already applicable or in 
preparation in the various Member States may 
create unequal conditions of competition and thus 
directly affect the functioning of the common 
market; whereas it is therefore necessary to approxi­
mate laws in this field as provided for in Article 100 
of the Treaty; 

Whereas it seems necessary for this approximation 
of laws to be accompanied by Community action 
so that one of the aims of the Community in the 
sphere of protection of the environment can be 
achieved by wider regulations; whereas certain 
specific provisions to this effect should therefore 
be laid down; whereas Article 235 of the Treaty 
should be invoked as the powers required for this 
purpose have not been provided by the Treaty; 

Whereas all provisions relating to the disposal of 
waste oils should have as one of their essential 
objectives the protection of the environment against 
the harmful effects caused by the discharge, deposit 
or treatment of these oils; 

Whereas the recycling of waste oils may be conducive 
to a fuel supply policy; 

·(') OJ No c ss, 18. 7. 1974,· p. ·6. . 
(1) OJ No C 125, 16. 10. 1974, p. 33. _ 

Whereas the programme of action of the European 
Communities on the environment (1) underlines the 
importance of the problem of the disposal of waste 
oils without harmful effects upon the environ-
ment; 

Whereas the quantities of waste oils and in parti­
cular of emulsions have increased in the Commu­
nity; 

Whereas an efficient and coherent system of treat­
ment for waste oils, which will neither create 
barriers to intra-Community trade nor affect 
competition, should apply to all such products, 
even those which are composed only in part of oil, 
and should provide for their safe treatment under 
economically satisfactory conditions; 

Whereas such a system should regulate the treat­
ment, discharge, deposit and collection of waste 
oils and provide for a system of permits for under­
takings which dispose of such oils, for compulsory 
collection and/or disposal of such oils in certain 
cases and for suitable inspection procedures; 

Whereas in cases where certain undertakings are 
required to collect and/or dispose of waste oils, 
compensation by indemnities of that part of their 
costs relating thereto and not covered by their 
earnings should be possible and whereas these 
indemnities may be financed, among other methods, 
by a charge on new or regenerated oils, 

HAS ADOPTED THIS DIRECTIVE: 

ARTICLE I 

For the pwposes of this Directive: 

- -wa.ttt oils" means : 

any mineral-based lubrication or industrial oils 
which have become unfit for the use for which 
they were originally intended, and in particular 

1') OJ No C 112, 20. 12. 1973, p. 3. 



used combustion engine oils and gearbox oils, and 
also mineral lubricating oils, oils for turbines and 
hydraulic oils ; 

- •,/irpt'"'/" mt•:tn' : 

the pru~cssins ur tlc~tructrun of Wll~fc o1h at- well 
as their storage and tipping above or under 
ground; 

- "Processing• means : 

operations designed to permit the re-use of waste 
oils, th•t is to say, regeneration and combustion ; 

- •regeneration • means : 

any process whereby base oils can be produced by 
refining waste oils, in particular by removing the 
contaminants, oxidation products and additives 
contained in such oils ; 

- •combustion • means : 

the use of waste oils as fuel with the heat 
produced being adequately recovered ; 

- •collection • means : 

all operations whereby waste oils can be trans­
ferred from the holders to undertakings which 
dispose of such oils.'. 

Article 2 

Without prejudice to the provisions of Directive 
78/319/EEC (I~ Member States shall take the neces­
sary measures to ensure that waste oils are collected 
and disposed of without causing any avoidable 
damage to man and the environment 

Article 3 

1. Where technical, economic and organizational 
constraints so allow, Member States shall take the 
measures necessary to give priority to the processing 
of waste oils 'by regeneration. 

2. Where waste oils are not regenerated, on 
account of the constraints mentioned in paragraph 1 
above, Member States· shall take the measures neces­
sary to ensure that any combustion of waste oils is 
carried out under environmentally acceptable condi­
tions, in accordance with the provisions of this Direc­
tive, provided that such combustion is technically, 
economically and organizationally feasible. 

3. Where waste oils are neither regenerated nor 
burned, on account of the constraints mentioned in 
paragraphs 1 and 2, Member States shall take the 
measures necessary to ensure their safe destruction or 
their controlled storage or tipping. 

(') OJ No L 84, 31. 3. 1973, p. 43. 
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Article 4 

Member States shall take the necessary measures to 
ensure the prohibition of : 

(a) any discharge of waste oils into inland surface 
water, ground water, territorial sea water and drai­
nage systems ; 

(b) any deposit and/or discharge of waste oils harmful 
to the soil and nny uncontrolled dischar~e of resi· 
dues resulting from the processing of waste oib ; 

(c) any processing of waste oils causing air pollution 
which exceeds the level prescribed by existing 
provisions. 

Article 5 

1. Where necessary in order to achieve the objec­
tives of this Directive and without prejudice to the 
provisions of Article 2, Member States shall carry out 
public information and promotional campaigns to 
ensure that waste oils are stored appropriately and 
collected as far as possible. 

2. Where the objectives defined in Articles 2, 3 
and 4 cannot otherwise be achieved, Member States 
shall take the necessary measures to ensure that one 
or more undertakings carry out the collection and/or 
disposal of waste oils offered to them by holders, 
where appropriate in the area assigned to them by the 
competent authorities. 

3. To achieve the objectives defined in Articles 2 
and 4, Member States may decide to allocate the 
waste oils to any of the types of processing set out in 
Article 3. To this end, they may institute appropriate 
checks. 

4. To ensure compliance with the measures taken 
pursuant to Article 4, any undertaking which collects 
waste oils must be subject to registration and 
adequate supervision by the competent national 
authorities, possibly inclusing a system of permits. 

Article 6 

1. In order to comply with the measures taken 
pursuant to Article 4, any undertaking which disposes 
of waste oils must obtain a permit. Where necessary, 
this permit shall be granted after examination of the 
installations. 

2. Without prejudice to the requirements laid 
down by national and Community provisions with a 
purpose other than that of this Directive, a permit 
may be granted to undertakings which regenerate 
waste oils or use waste oils as fuel only where the 
competent authority has satisfied itself that all appro­
priate environmental and health protection measures 
have been taken, including use of the best technology 
available, where the cost is not excessive. 
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Article 7 

Where waste oils are regenerated, Member States shall 
take the measures necessary to ensure that : 

(a) the operation of the regeneration plant will not 
cause avoidable damage to the environment. 

To this end, the Member States shall ensure that 
the risks associated with the quantity of residues 
of regeneration and with the toxic and dangerous 
character of such residues are reduced to a 
minimum and that the residues are disposed of in 
accordance with Article 9 of Directive 
78/319/EEC; 

(b) the base oils derived from regeneration do not 
constitute a toxic and dangerous waste as defined 
in Article 1 (b) of Directive 78/319/EEC and do 
not contain polychlorinated biphenyls and 
polychlorinated tophenyls (PCB/PC1) in concen­
trations beyond the limits laid down in Article 10. 

Member States shall inform the Commission of these 
measures. On the basis of this information, the 
Commission shall, within five years of the date of 
notification of this Directive, submit a report to the 
Council, accompanied if necessary by appropriate 
proposals. 

Article 8 

1. Without prejudice to the provisions of Directive 
84/360/EEC (1) and Article 3 (1) of this Directive, 
where waste oils are used as fuel, Member States shall 
take the measures necessary to ensure that operation 
of the plant will not cause any significant level. of air 
pollution, in particular by the emission of substances 
listed in the Annex. To this end : 

(a) Member States shall satisfy themselves that in the 
case of the combustion of oils in plants with a 
thermal input of 3 MW or more based on the 
lower heating value (LHV), the emission limit 
values set in that Annex are being observed. 

Member States may at any time set limit values 
more stringent than those given in the Annex. 
They may also set limit values for substances and 
parameters other than those listed in the Annex ; 

(b) Member States shall take such measures as they 
consider necessary to ensure that combustion of 
waste oils in plants with a thermal input of less 
than 3 MW based on the lower heating value 
(LHV) is subject to adequate control. 

They ~hall inform the Commission of these 
measures. On the basis of this information the 
Commission shall, within five years·of the date of 
notification of this Directive, submit a report to 
the Council, accompanied if necess~try by appro­
priate proposals. 

( 1) OJ No L 188, 16. 7. 1984, p. 10 

2. The Member States shall further ensure that : 

(a) the residues from the combustion of waste oils are 
disposed of in accordance with Article 9 of Direc­
tive 78/319/EEC; 

(b) the waste oils used as fuel do not constitute a 
toxic and dangerous waste as defined in Article 1 
(b) of Directive 78/319/EEC and do not contain 
PCB/PCT in concentrations beyond 50 ppm ; 

3. Observance of the limit values set out in the 
Annex may alternatively be ensured by means of an 
appropriate system of control of concentrations of 
pollutants in waste oils, or mixtures of waste oils and 
other fuels, intended for combustion taking account 
of the technical characteristics of the plant. 

In the case of plants where emissions of substances 
listed in the Annex may arise additionally from 
heating products, Member States shall ensure, 
through an established control system, that the 
proportion of these substances arising from the 
combustion of waste oils does not exceed the limit 
values fixed in the Annex. 

Article 9 

A person holding waste oils must, if he is unable 
to comply with the measures taken pursuant to 
Article 4, place them at the disposal of the under­
taking or undertakings referred to in Article 5. 

Article 10 

1. During storage and collection, holders and 
collectors must not mix waste oils with PCBs and 
PCTs within the meaning of Directive 76/403/EEC (') 
nor with toxic and dangerous waste within the 
meaning of Directive 78/319/EEC. 

2. Except as provided for in paragraph 3, the provi­
sions of Directive 76/403/EEC shall apply to waste 
oils containing more than 50 ppm of PCB/PCT. 

Member States shall further take such special tech­
nical measures as are necessary to ensure that any 
waste oils containing PCB/PcTs are disposed of 
without any avoidable damage to man and the envi­
ronment. 

3. The regeneration of waste oils containing PCBs 
or PCTs may be permitted if the regeneration 
processes make it possible either to destroy the PCBs 
and PCTs or to reduce them so that the regenerated 
oils do not contain PCB/PCT beyond a maximum 
limit which in no case may exceed 50 ppm. 



4. The reference method of measurement to deter­
mine the PCB/PCT content of waste oils shall be 
fixed by the Commission after consultation of the 
Committee for adaptation to technical progress esta­
blished under Article 18 of Directive 78/319/EEC. 

S. Waste oils contaminated by substances which 
fall within the definition of toxic and dangerous 
waste as laid down in Article 1 (b) of Directive 
78/319/EEC shall be disposed of in accordance with 
the provis;ons of that Directive. 

Article 11 

Any establishment producing, collecting and/or 
disposing of more than a given quantity of waste 

·oils per year, to be specified by each Member State 
but not higher than 500 litres, must: 

- keep a record of the quantity, quality, origin 
and location of such oils and of their despatch 
and receipt, including the dates of the latter 
and/or 

- convey such information to the competent 
authorities on request. 

Member States are authorized to fix the quantity 
of waste oils in accordance with the first subpara­
graph in terms of an equivalent quantity of new 
oil calculated according to a reasonable conversion 
factor. 

Article 12 

Any undertaking which collects, holds and/or 
disposes of waste oils must convey to the competent 
authorities, at their request, any information concer­
ning the collection and/or disposal of waste oils or 
their residue:.. 

Article 13 

1. The undertakings referred to in Article 6 shall 
be inspected periodically by the Member States, parti­
cularly as regards their compliance with the condi­
tions of their permits. 

2. The competent authorities shall examine trends 
in the state of technical development and/or of the 
environment with a view to revising, where necessary, 
permits granted to undertakings in accordance "'!ith 
this Directive. 

( 1) OJ No L 108, 26. 4. 1976, p. 41.' 
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Article 14 

As a reciprocal concession for the obligations 
imposed on them by the Member States pursuant 
to Article 5, indemnities may be granted to collec­
tion and/or disposal undertakings for the service 
rendered. Such indemnities must not exceed 
annual uncovered costs actually recorded by the 
undertaking taking into account a reasonable 
profit. 

The amount of these indemnities must be such as 
not to cause any significant distortion of compe­
tition or to give rise to artificial patterns of trade 
in the products. 

Article 15 

The indemnities may be financed, among other 
methods, by a charge imposed on products which 
after use are transformed into waste oils, or on 
waste oils. 

The financing of indemnities must be in accor­
dance with the 'polluter pays' principle. 

\rt~t·f,· Ui 

Member States may, whilst respecting the provisions 
of the Treaty, take measures for the purpose of envi­
ronmental protection which are more stringent than 
those provided for in this Directive. 

Article 17 
' 

Each Member State shall periodically convey to 
the Commission information concerning its tech­
nical expertise and the experience gained and results 
obtained through the application of measures takef! 
pursuant to this Directive. 

The Commission shall send an overall summary 
of such information to the Member States. 

Article 18 

Every three years, Member States shall draw up 
a situation report on the disposal of waste oils in 
their respective countries and shall send it to the 
Commission. 
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Article 19 Article 20 

Member States shall communicate to the Commis­
sion the texts of the main provisions of national 
law which they adopt in the field covered by this 
Directive. 

This Directive is addressed to the Member States. 

Done at Luxembourg, 16 June 1975. 

ANNEX 

For the Council 

The President 

R. RYAN 

Emission limit values (1) for certain substances emitted as a result of the combustion of waste oils 
in plants with a terroal input of 3 MW (LHV) or more 

Pollutant Limit value 
mg/Nm' 

Cd 0,5 

Ni 

either (2) or (2) 

Cr 

( 
Cr 

~ Cu 1,5 Cu 
5 v v 

Pb 5 Pb 

Cl (l) 100 

F (") 5 

SOz (S) 

Dust (total) (S) 

(') These limit values, which may not be exceeded when waste oils are burned. indicate the 
mass concentration of emissions of the aforementioned substances in waste ps, in terms 
of the volume of waste ps in the standard state (273 K ; I 013 hPa). after deduction of 
the water vapour moisture content, and of a 3 •to oxygen content by volume in waste 
ps. 
In the case of the second subparagraph of Article 8 (3). the oxygen content will be that 
which corresponds to normal operatin& conditions in the particular process concerned. 

(') It shall be for the Member States to lay down which of thac options shall apply in their 
country. 

(') lnorrnic rseous compounds of chlorine expressed as hydrogen chloride. 
(') lnorrnic rseous compounds of fluorine expressed u hydrogen fluoride. 
(') It is not possible to determine limit values for thac substances at this stage. The 

Member States will independently set emission standards for discharges of thac 
substances takin& into account the requirements of Directive 80m9/EEC (OJ No L 
2.29, 30. 8. 1980, p. 30~ 

STATEMENT 

Thr Article 10 (3) of Directive 75/439/EEC 

The Council considers that the limit given in Article 10 (3) is in fact a maximum limit for the 
output of the regeneration process. Bearing in mind the desirability of eliminating PCB/PCT 
wherever possible from the environment, it invites Member States to make every effort to stay 
well below this limit. It further invites the Commission to review this limit and to come forward 
with appropriate proposals for a new limit within five years of the notification of this Directive. 

Ed. aote: The deadline for compliance with this Directive bu been extcncSed for 
Portu&al until 1 January t989; (Act of Accession of Spain and Portu&al of 
12.6.85, A1mex XXXVI Clap. m.2 (OJ L 302. 15.11.85, p. 9)) 
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COUNCU.. DIRECilVE 

of 1l June 1986 

on the protection of the environment, and in paniaalar of the soil, wben sewage lludge is 
used in agriculture 

(8612781EEC) 

THE COUNCIL OF THE EUI~.OPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European 
Economic Community, and in particular Articles 100 and 
235 thereof, 

Having regard to the proposal from the Commission (1), 

Having regard to the opinion of the European 
Parliament (2), 

Having regard to the opinion of the Economic and Social 
Committee (3), 

Whereas the aim of this Directive is to regulate the use of 
sewage sludge in agriculture in such a way as to prevent 
harmful effects on soil, vegetation, animals and man, while 
encouraging its correct use; 

Whereas the disparity between the Member States' 
provisions on the agricultural applications of sewage sludge 
might affect the functioning of the common market; 
whereas in this field the approximation of laws provided 
for under Article 100 of the Treaty should therefore be 
instigated; 

Whereas sewage sludge used in agriculture is not covered 
by Council Directive 751442/EEC of 15 July 1975 on 

·waste (4); 

Whereas the measures for which provtston is made in 
Council Directive 78 I 319 I EEC of 20 March 1978 on 
toxic and dangerous waste (5 ) also apply to sewage sludge 
containing or contaminated by substances or materials 
listed in the Annex to that Directive which are of such a 
nature or are present in such quantities or concentrations 
that they represent a hazard to human health or to the 
environment; 

(') OJ No C 264, 8. 10 .. 1982, p. 3 and OJ No C 154, 
. 14. 6. 1984, p. 6. 

( 2) OJ No C 77, 19. 3. 1984, p. 136. 
(•) OJ No C 90, 5. 4. 1983, p. 27. 
( 4 ) OJ No L 194, 25. 7. 1975, p. 39. 
( 5) OJ No L 84, 31. 3. 1978, p. 43. 

Whereas special arrangements should be made to ensure 
that man, animals, plants and the environment are fully 
safeguarded against the harmful effects arising from the 
uncontrolled use of sludge; 

Whereas this Directive also aims at establishing certain 
initial Community measures in connection with soil 
protection; 

Whereas sludge can have valuable agronomic properties 
and it is therefore justified to encourage its application in 
agriculture provided it is used correctly; whereas the use of 
sewage sludge must not impair the quality of the soil and of 
agricultural products; 

Whereas some heavy metals may be toxic to plants and also 
to man through their presence in crops and whereas it is 
necessary to lay down mandatory limit values for these 
elements in the soil; 

Whereas the use of sludge should be prohibited when the 
concentration of these metals in the soil exceeds these limit 
values; 

Whereas, moreover, it is necessary to prevent these limit 
values from being exceeded as a result of the use of sludge; 
whereas, to this end, it is necessary to limit the amount of 
heavy metals added to cultivated soil either by setting 
maximum quantities for the amounts of sludge used per 
annum and ensuring that the limit values for the 
concentration of heavy metals in the sludge used are not 
exceeded or by seeking to ensure that limit values for the 
quantities of heavy metals that can be added to the soil on 
the basis of a 10-year average are not exceeded; ' 

Whereas sludge must be treated before· ~ing used in 
agriculture; whereas Member States may nevertheless 
authorize, on certain conditions, the use of untreated 
sludge, without risk to human or animal health, if it is 
injected or worked into the soil; 

whereas a certain period must elapse between using the 
sludge and putting stock out to pasture or harvesting 
fodder crops or certain crops which are normally in direct 
contact with the soil and normally consumed raw; whereas 
the use of sludge on fruit and vegetable ':fOPS during the 
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srowing season, except for fruit-tree crops, must be 
prohibited; 

Whereas sludge should be used under conditions which 
ensure that the soil and the surface and ground water are 
protected, in accordance with Directives 75/440/EEC (1) 

ad 80/68/EEC (1); 

Whereas to this end it is necessary to monitor the quality of 
sludges and of the soils on which they are used and hence 
to make analyses and to communicate certain results to the 
users; 

Whereas a certain amount of essential information should 
be kept to ensure better awareness of the use of sludge in 
agriculture and whereas such information should be 
forwarded in the form of periodic reports to the 
Commission; whereas, in the li.Jltt of these reports, the 
Commission will if necessary draw up proposals to ensure 
greater protection for the soil and the environment; 

Whereas sludge from small sewage-treatment plants which 
treat primarily domestic waste water represents little 
danger to human, animal and plant health and to the 
environment and should therefore be exempt from some of 
the obligations laid down relating to information and 
analysis; 

Whereas Member States should be able to draw up more 
stringent provisions than those laid down in this Directive; 
whereas such provisions should be communicated to the 
Commission; · 

Whereas technical and scientific progress may make 
necessary the rapid adaptation of certain of the 
requirements laid down in this Directive; whereas, in order 
to facilitate the introduction of the measures required for 
this purpose, a procedure should be laid down whereby 
close cooperation could be established between the 
Member States and the Commission; whereas such 
cooperation should take place within a Committee on 
Adaptation to Technical and Scientific Progress; 

Whereas the Treaty has not provided the necessary powers, 
other than those of Article 235, 

HAS ADOPTED THIS DIRECTIVE: 

Article 1 

The purpose of this Directive is to regulate the use of 
sewage sludge in agriculture in such a way as to prevent 
-harmful effects on soil, vegetation, animals and man, 

( 1) OJ No L 194, 25. 7. 1975, p. 26. 
(1) OJ No L 20, 26. 1. 1980, p. 43. 

thereby encouraging the correct use of such sewage 
sludge. 

Article2 

For the purposes of this Directive: 

(a) 'sludge' means: 

(i) residual sludge from sewage plants treating 
domestic or urban waste waters and from other 
sewage plants treating waste waters of a 
composition similar to domestic and urban waste 
waters; 

(ii) residual Sludge from septic tanks and other similar 
installations for the treatment of sewage; 

(iii) residual sludge from sewage plants other than 
those referred to in (i) and (ii); 

(b) 'treated sludge' means: 

sludge which bas undergone biological, chemical or 
heat treatment, long-term storage or any other 
appropriate process so as significandy to reduce its 
fermentability and the health hazards resulting from its 
use; 

(c) 'agriculture' means: 

the growing of all types of commercial food crops, 
including for stock-rearing purposes;· 

(d) 'use' means: 

the spreading of sludge on the soil or any other 

application of sludge on and in the soil. 

Article 3 

1. The sludge referred to in Article 2 (a) (i) may only be 
used in agriculture in accordance with this Directive. · 

2. Without prejudice to Directives 75/442/EEC and 
78/319/EEC: 

- the sludge referred to in Article 2 (a) (ii) may be used in 
agriculture subject to any conditions that the Member 
State concerned may deem necessary for the protection 

. of human health and the environment, 

- the sludge referred to in Article 2 (a) (iii) may be used in 
agriculture only if its use is regulated by the Member 
State concerned. 

Article4 

Values for concentrations of heavy metals in soil to which 
sludge is applied, concentrations of heavy metals in sludge 



and the maximum annual quantities of such heavy metals 
which may be introduced into soil intended for agriculture 
are given in Annexes I A, I B and I C. 

Article 5 

Without prejudice to Article 12: 

1. Member States shall prohibit the use of sludge where 
the concentration of one or more heavy metals in the 
soil exceeds the limit values which they lay down in 
accordance with Annex I A and shall take the necessary 
steps to ensure that those limit values are not exceeded 
as a result of the use of sludge. 

2. Member States shall regulate the use of sludge in such a 
way that the accumulation of heavy metals in the soil 
does not lead to the limit values referred to in 
paragraph 1 being exceeded. To achieve this, they shall 
apply one or other of the procedures provided for in (a) 
and (b) below: 

(a) Member States shall lay down the maximum 
quantities of sludge expressed in tonnes of dry 
matter which may be applied to the soil per unit of 
area per year while observing the limit values for 
heavy metal concentration in sludge which they lay 
down in accordance with Annex I B; or 

(b) Member States shall ensure observance of the limit 
values for the quantities of metals introduced into 
the soil per unit of area and unit of rime as Set out in 
Annex IC. · 

Article 6 

Without prejudice to Article 7: 

(a) sludge shall be treated before being used in agriculture. 
Member States may nevertheless authorize, under 
conditions to be laid down by them, the use of 
untreated sludge if it is injected or worked into the 
soil; . 

"(b) sewage-sludge producers shall regularly provide users 
with all the information referred to in Annex U A. 

Article 7 

Member States shall prohibit the use of sludge or the 
supply of sludge for use on: 

(~) grassland or forage crops if the grassland is to be grazed 
or the forage crops to be harvested before a certain 
period has elapsed. This period, which shall be set by 
the Mem~ States taking particular account of their 
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seographical and climatic situation, shall under no 
circumstances be less than three weeks; 

(b) soil in which fruit and vegetable crops are growing, 
with the exception of fruit trees; 

(c) ground intended for the cultivation of fruit and 
vegetable crops which are normally in direct contact 
with the soil and normally eaten raw, for a period of 1 0 
months preceding the harvest of the crops and during 
the harvest itself. 

Article 8 

The following rules shall be observed when using sludge: 

- the sludge shall be used in such a way that account is 
taken of the nutrient needs of the plants and that the 
quality of the soil and of the surface and ground water 
is not impaired, 

- where sludge is used on soils of which the pH is below 
6, Membe.r States shall take into account the increased 
mobility and availability to the crop of heavy metals 
and shall, if necessary, reduce the limit values they have 
laid down in accordance with Annex I A. 

Article 9 

Sludge and soil on which it is used shall be analyzed as 
outlined in Annexes II A and II B. 

The reference methods for sampling and analysis are 
indicated in Annex II C. 

Article 10 

1. Member States shall ensure that up-to-date records are 
kept, which register: 

(a) the quantities of sludge produced and the quantities 
supplied for use in agriculture; 

(b) the composition and properties of the sludge in relation 
to the parameters referred to in Annex II A; 

(c) the type of treatment carried out, as defined in 
Article 2 (b}; 

(d) the names and addresses of the recipients of the sludge 
and the place where the sludge is to be used. 

2. The records shall be available to the competent 
authorities and shall provide a basis for the consolidated 
report referred to in Article 17. 

3. Information on the methods of treatment and the 
results of the analyses shall be released upon request to the 
competent authorities. 
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Article 11 

Member States may exempt from Anicle 6 (b) and 
Article 10 (1) (b), (c) and (d) and paragraph 2, sludge from 
sewage treatment plants with a treatment capacity below 
300 kg BODs per day, corresponding to S 000 person 
equivalents, which are designed primarily for the treatment 
of domestic waste water. 

Article 12 

Where conditions so demand, Member States may talce 
more stringent measures than those provided for in this 
Directive. 

Any decision of this nature shall be communicated to the 
Commission in accordance with existing agreements. 

Article 13 

Adaptation to technical and scientific progress, in 
accordance with the procedure referred to in Article 15, 
shall cover the provisions of the Annexes to the Directive, 
except for the parameters and values listed in Annexes I A, 
I B and I C, any factors likely to affect the evaluation of the 
values, and the parameters for analysis referred to in 
Annexes ll A and ll B. 

Article 14 

1. A committee for adapting this Directive to technical 
and scientific progress (hereinafter called 'the Committee') 
is hereby set up. It shall consist of representatives of the 
Member States with a representative of the Commission as 
chairman. 

2. The Committee shall draw up its own rules of 
procedure. 

Article 15 

1. Where the procedure laid down in this Article is to be 
followed, 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. 

2: The representative of the Commission shall submit to 
the Committee a draft of the measures to be adopted. The 
Committee shall deliver its opinion on the draft within a 
period to be determined by the chairman according to the 
urgency of the matter. It shall decide by a majority of 
54 votes, the votes of the Member States being weighted as 
provided for in Article 148 (2) of the Treaty. The chairman 
shall not vote. · 

3. (a) The Commission shall adopt the measures 
envisaged where these are in accordance with the 
opinion of the Committee. 

(b) Where the measures envisaged are not in 
accordance with the opinion of the Committee or if 
no opinion has been pven, the Commission shall 
forthwith propose to the Council the measures to be 
adopted. The Council ahall act by a qualified 
majority. 

(c) If, within three months of the proposal being 
submitted to it, the Council has not acted, the 
measures proposed shall be adopted by the 
Commission. 

Article 16 

1. Member States shall bring into force the laws, 
regulations and administrative provisions necessary to 
comply with this Directive within thr'e years of its 
notification. 

They shall forthwith inform the Commission thereof. 

2. Member States shall communicate to the Commission 
the texts of the provisions of national law which they adopt 
in the field governed by this Directive. 

Article 17 

Five years after notification of this Directive, and every 
four years thereafter, Member States shall prepare a 
consolidated repon on the use of sludge in agriculture 
setting out the quantities used, the criteria followed and 
any difficulties encountered; they shall forward this repon 
to the Commission, which shall publish the information 
contained therein. In the light of that repon, the 
Commission shall if necessary submit appropriate 
proposals for increased protection of the soil and the 
environment. 

Article 18 

This Directive is addressed to the Member States. 

· Done at Luxembourg, 12 June 1986. 

for tM Council 

The President 

P. WINSEMIUS 
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ANNEX IA 

UMIT VALUES FOR CONCENTRATIONS OF HEAVY METALS IN SOU.. 

(1118/ka of dry matter ia a repreae~~tacive umple, as defined in AllDex D C, of 10il with a pH of 6 to 7) 

Cadmium 
Copper (2 ) 

Nickel (2 ) 

Lead 

Parameters 

Zinc (2) 

Mercury 
Chromium{') 

Limit values ( 1) 

lto 3 
SO to 140 
30 to 75 
SO to 300 

lSO to 300 

1 to 1,5 

( 1) Member States may permit the limit values they fix to be 
exceeded in the case of the usc of sludge on land which at the 
time of notification of this Directive is dedicated to the disposal 
of sludge but on which commercial food crops are being grown 
exclusively for animal consumption. Member States must 
inform the Commission of the number and type of sites 
concerned. They must also seek to ensure that there is DO 
resulting hazard to human health or the environment. 

( 2) Member States may permit the limit values they fix to be 
~ceeded in respect of these parameters on soil with a pH 
consistendy higher than 7. The maximur.t authorized 
concentrations of these heavy metals must in DO usc exceed 
those values by more than SO %. Member States must also 
seek to ensure that there is no resulting hazard to human health 
or the environment and in particular to ground water. 

( 3) It is Dot possible at this stage to fix limit values for chromium. 
The Council will fix these limit values later on the basis of 
proposals to be submitted by the Commission, within one year 
following notification of this Directive. 

ANNEX I B 

UMIT VALUES FOR HEAVY-METAL CONCENTRATIONS IN SLUDGE FOR USE IN 
AGRICULTURE 

Cadmium 
Copper 
Nickel 
Lead 

Zinc 

Mercurr 
Chromium {1) 

(mg/q of dry matter) 

Limit values 

20to · 40 

1 000 to 1 750 
300to 400 

750 to 1200 
2 SOO to 4 000 

16 to 25 

( 1 ) It is not possible at this stage to fix limit values for chromium. 
The Council will fix these limit values later on the basis of 
proposals to be submitted by the Commission within one year 
following notification of this Directive. 
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ANNEX I C 

UMIT VALVES FOR AMOUNTS QF HEAVY METALS WHJOi MAY BE ADDED ANNUAllY TO 
AGRICUL11JRAL LAND, BASED ON A tO-YEAR AVERAGE 

Cadmium 
Copper 

Nickel 

Lead 
Zinc 

Parmneten 

Mercury 
Chromium (2) 

. (q/laa/yr) 

Limit values (1) 

0,15 
12 
3 

15 
30 
0,1 

(I) Member States may permit these limit values to be exceeded 
in the case of the use of sludge on land which at the time of 
notification of this Directive is dedicated to the disposal of 
sludge but on which commercial food crops are being grown 
exclusively for animal consumption. Member States must 
inform the Commission of the number and type of sites 
concerned. They must also ensure that there is no resulting 
hazard to human health or the environment. 

( 2) It is not possible at this stage to fix limit values for chromium. 
The Council will fix these limit values later on the basis of 
proposals to be submitted by the Commission within one year 
following notification of this Directive. 

ANNEX UA 

SLUDGE ANALYSIS 

1. As a rule, sludge must be analyzed at least every six months. Where changes occur in the characteristics of 
the waste water being treated, the frequency of the analyses must be increased. If the results of the analyses 
do not vary significandy over a full year, the sludge must be analyzed at least every 12 months. 

2. In the case of sludge from the treatment plants referred to in Article 11, if a sludge analysis has not been 
carried out in the 12 months preceding the implementation, in each Member State, of this Directive, an 
analysis must be carried out within 12 months of such implementation, or, where appropriate, within six 
months of the decision authorizing the use in agriculture of sludge from such a plant. Member States shall 
decide on the frequency of funher analyses on the basis of the results of the initial analysis, any changes in 
the nature of treated waste water and any other relevant factors. 

3. Subject to the provisions of paragraph 4, analysis should cover the following parameters: 

- dry maner, organic matter, 

-pH, 

- nitrogen and phosphorus, 

-,cadmium, copper, nickel, lead, zinc, mercury, chromium. 

4. In the case of copper, zinc and chromium, where it has been shown, to the satisfaction of the competent 
authority of the Member State concerned that they are either not present at all or present only in negligible 
quantities in the waste water treated by the sewage plant, Member States shall decide on the frequency of 
the analyses to be carried out. 
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ANNE.X DB 

SOn. ANALYSIS 

1. Whenever sludge other than sludge &om the treaanent plants referred to in Article 11 is used, Member 
States must fim ensure that the heavy metal content of the soil does not exceed the limit values laid down in 
accordance with Annex lA. For this purpose, Member States shall decide what analyses to carry out, taking 
account of available ICientific data on soil characteristics and homogeneity. 

2. Member States shall decide on the &equency of further analyses, taking account of the metal content of the 
soil prior to the use of sludge, the quantity and composition of the sludge used and any other relevant 
factors. 

3. Analysis should cover the following parameters: 

-pH, 

- cadmium, copper, nicltel, lead, zinc,-inercury and chromium. 

ANNE.X DC 

SAMPLING AND ANALYSIS MElHODS 

1. SoD sampling 

The representative soil samples for analysis should normally be made up by mixing together 25 core 
samples taken over an area not exceeding S hectares which is farmed for the same purpose. 

The samples must be taken to a depth of 25 em unless the depth of the surface soil is less than that value; 
however, the sampling depth in the latter case must not be less than 10 em. 

2. Sludge sampling 

Sludge must be sampled aher processing, but before delivery to the user, and should be representative of the 
sludge production. 

3. Methods of analysis 

Analysis for heavy metals must be carried out following strong acid digestion. The reference method of 
analysis must be that of atomic absorption spectrometry and the limit of detection for each metal should be 
no greater than 10 % of the appropriate limit value. 
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