C:\Documents and Settings\onderbr\Local Settings\Temporary Internet Files\OLK20\Guidance Manual Inspectons-final-acceptedchanges.doc

[image: image1]

[image: image15.wmf]implemen

t

REACH

implemen

t

REACH







        
Guidance Manual for Inspections under REACH/GHS


[image: image3.emf]implemen

t

REACH

implemen

t

REACH

!

Explosive Flammable

Oxidizing Compressed gases

Acutely toxic

CMR

Sensitising (respir.)

STOST (Cat 1&2 )

Corrosive

Dangerous

to the

environment

Acute Cat4

Irritation

Sensitising (skin )

GHS LABELLING OF HAZARD 

PROPERTIES


CONTENT

   Introduction 

1 Basics of  REACH

1.1 What is REACH ?

1.2 Why do we need REACH?

1.3 The Scope of REACH

1.4 Registration Information Requirements 

2.  RISK

2.1 What is Hazard ?

2.2 What is Exposure?

2.3 What is Risk ?

3 Basics of GHS

3.1 Definition of GHS

3.2 Why is GHS needed?
3.3 GHS Terminology 

3.4 Labelling 

3.5 Example of data that must appear on the label of dangerous substances 

3.6 Data that must appear on the label of dangerous mixtures

3.7 Special provisions concerning the labelling of certain preparations

3.8 Packaging

4 Enforcement under REACH and GHS

4.1 Enforcement 

4.2 Items for inspections 

4.3 Workplace risk assessments

5 USEFUL WEBSITES

5.1 European Union Websites

5.2 Polish Institutions Websites

5.3 Databases

5.4 Industrial sector organisations

.

INTRODUCTION

The new EU chemical management legislation Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), enters into European law on 1 June 2007 as Regulation (EC) 1907/2006.  It is also envisaged that the new Globally Harmonised System of Classification and Labelling (GHS) will be introduced.

This Guidance for Inspectors provides a brief overview of the main elements of the new legislation and its relevance to enforcement. It should not be considered as a substitute for the need inspectors to have a relevant working knowledge of  the new regulations.

1 BASICS OF REACH

1.1 What is REACH ?

It is estimated that approximately 30,000 chemical substances are currently manufactured in, or imported into, the European Union. These substances are used in many of the products and articles we use in our daily lives but often little is known of the risk that these substances present to our health, the health of our children and our environment.

The current system of chemical management within Europe has been slow to characterise these risks and much of the data collected has been based on the intrinsic hazard of the substance rather than the levels to which we may be exposed.

REACH aims to improve this knowledge by collecting hazard and exposure data on all substances manufactured or imported in significant quantities. This will enable comprehensive risk assessments to be carried out which will identify areas where risk management will require more rigorous control of exposure, or restrictions on marketing and use will be applied.

Regulation (EC) 1907/200 (REACH) replaces approximately 40 currently binding Community legal acts including those on Safety Data Sheets, Existing Substances Regulation (EEC) 793/93  and Marketing and Use (76/769/EC).  

The Acronym REACH stands for:

· Registration
 -  Substances manufactured or imported in quantities of ≥ 1 tonne/year will be required to be registered and if ≥ 10 tonnes/year a Chemical Safety Assessment (CSA) will need to be carried out and a Chemical Safety Report (CSR) prepared. An important idea of REACH regarding article 5 of this regulation is “no data – no market”.

· Evaluation  - All submissions will be checked for completeness and an evaluation of the quality and relevance of the data will be carried out. This may result in requests for further information, further testing (preferably non-animal), or in cases of substances of high concern, restrictive measures.

· Authorisation/Restriction – Chemicals of high concern e.g. carcinogenic, mutagenic or those with reproductive toxicity properties, will be further assessed and may be authorised for specific uses or in some cases subject to a total ban.

· CHemicals - Substances, preparations and articles

A new European CHemicals Agency (ECHA) situated in Helsinki will manage the REACH process and will e.g. be responsible for registration of substances, dossier evaluation, maintenance of databases, coordination of data sharing and the avoidance of unnecessary testing. Individual Member States will be responsible on a local level for providing helpdesks and fora for their national stakeholders as well as providing technical input for substance evaluation.

1.2 Why do we need REACH?

There is an increasing awareness among the general public about the possible effects that chemicals have on their health and particularly that of their children. This together with more vigorous activity by the green lobbyists has all added to a reduction in confidence in chemicals and the chemical industry.

There was no requirement under pre-REACH chemical management legislation for manufacturers to characterise the existing chemical substances they produce, formulate or include in articles. This “burden of proof” rested with the public authorities and required a level of voluntary co-operation from the chemical industry. It is now recognised that this process was inefficient and lacked any incentive for industry to take part. 

There was also a clear lack of commercial incentive to substitute with safer alternative chemicals or new formulations. Expense was normally sited as the main factor and chemical companies thus relied on tried and tested substances and formulations. This has led to a general lack of knowledge of the nature and quantity of dangerous substances passing through our ports, on our roads or through our waterways and what is known about these substances in the event of accident, incident or terrorist attack.

REACH significantly changes this situation and manufacturers/importers are now responsible for gathering and submitting comprehensive technical dossiers on their substances. Downstream users are also required to register the uses and identify any potential human and environmental exposure during the complete product life cycle.

It is also recognised that the main chemical hazard communication document – the safety data sheets
 () – is often of poor quality with only about 20% meeting the existing regulatory requirements. New safety data sheets with more focus on the end-user are required under REACH and these are now to include risk information in the form of exposure scenarios derived from chemical safety assessments/reports.

1.3 The Scope of REACH

REACH is a single coherent system which will require information to be submitted on 

·  Non-phase-in substances are those substances registered under REACH from 1 June 2008. As an interim measure national new substance legislation (7th amendment to 67/548/EEC) will apply.

· Phase-in substances (“existing substances”)  meeting at least one of the

following criteria (as defined in REACH Regulation 1907/2006):

(a) it is listed in the European Inventory of Existing Commercial Chemical Substances (EINECS) which can be accessed at:

http://ecb.jrc.it/esis/
(b) it was manufactured in the Community, or in the countries acceding to the European Union on 1 January 1995 or on 1 May 2004, but not placed on the market by the manufacturer or importer, at least once in the 15 years before the entry into force of REACH, provided the manufacturer or importer has documentary evidence of this;

(c) it was placed on the market in the Community, or in the countries acceding to the European Union on 1 January 1995 or on 1 May 2004, before entry into force of REACH by the manufacturer or importer and was considered as having been notified in accordance with the first indent of Article 8(1) of Directive 67/548/EEC but does not meet the definition of a polymer as set out in this Regulation, provided the manufacturer or importer has documentary evidence of this;

· Notified substances are those substances notified for the 1st time between September 1982 and May 2007 and are deemed to be registered (new substances in the former legislation as defined under Directive 67/548/EEC). 
These can be found on the European List of Notified Substances (ELINCS) which can also be accessed at:  http://ecb.jrc.it/esis/
REACH will:

· produce harmonised classification of CMR substances and respiratory sensitisers at the EU level

· initially  focus on:

· high volume substances

· substances of high concern (CMRs, PBTs, vPvBs)  

· environmentally hazardous substances

REACH applies only in the EU to:

· produced and imported substances

· produced and imported substances in preparations

· produced and imported substances in articles

· hazardous and non hazardous substances

REACH does not cover (Article 2):

· polymers

· non-isolated intermediates

· radioactive substances
· waste

· transport of chemical substances and preparations

· substances under customs supervision

· substances necessary for the interests of defence

· substances considered of minimal risk (Annex IV), natural products, reaction products (Annex V)

Reduced REACH requirements apply to: 

· Product Process Orientated Research and Development (PPORD) substances (Article 9)

These are substances produced in small quantities and are still at the product development/pilot plant stage or are undergoing field trials. These substances will normally be granted a 5-year exemption but will be subject to on-going review.

· on-site isolated intermediates (Article 17)

These are substances which are used to manufacture other substances on the same site but are not intended for removal to a second site. Appropriate risk management measures need to be demonstrated 

· Transported Isolated Intermediates (Article 18) 

These are substances transported under controlled conditions, between or supplied to other sites. There is a requirement for any applicable risk management measures to be communicated to second and subsequent sites
Some REACH requirements do not apply to substances which are controlled by separate legislation (Article 2):

· medicinal products for human or veterinary use

· medical devices

· food

· food additives

· food flavourings

· feeding stuff additives

· animal nutrition products

Substances regarded as being registered

· substances notified under Directive 67/548/EEC (Article 24)

· substances as active substances in plant protection products as completed for manufacturing and import (Article 15)

· substances as active substances in biocidal products as completed for manufacturing and import (Article 15)

1.4 Registration Information Requirements

Timetable for Registration
The REACH registration process for phase-in substances is in 2 Stages

A:  Pre-registration (for Phase-in substances) (Article 28)
This will take place between 1 June 2008 and 1 December 2008

B: Registration  

This involves the submission of a technical dossier and, where required, a chemical safety report and, for pre-registered substances, phased over 11 years (Article 23)

Registration by 1 December 2010

Phase-in substances classified as Cat 1 and 2 CMRs  ≥ I tonne per year per





manufacturer/importer/only representative

Phase-in substances classified as R50-53  ≥ 100 tonnes per year per 






manufacturer/importer/only representative

Phase-in substances ≥ 1000 tonnes per year per 

manufacturer/importer/only representative

Registration by 1 June 2013

Phase-in substances ≥ 100 tonnes per year per manufacturer/importer/only representative

Registration by 1 June 2018

Phase-in substances ≥ 1 tonne per year per manufacturer/importer/only representative

TECHNICAL DOSSIER to include (Article 10):

· Identity of manufacturer/importer

· Identity of substance

· Information on manufacture and use

· Classification and labelling

· Guidance on safe use

· Study Summaries

· Robust summaries (if required)

· Indication of any information review

· Proposals for testing (if required)

· For substances in quantities of 1 to 10 tonnes, exposure information as specified in section 6 of Annex VI

Information requirement based on tonnage (Article 12):

Common information for all registrations 

(
Annex VI

Depending on tonnage threshold

> 1 t/yr

(
Annex VII

> 10 t/yr

(
As above + Annex VIII

> 100 t/yr

(
As above + proposals for Annex IX

> 1000 t/yr

(
As above + proposals for Annexes IX and X

Chemical Safety Report (CSR)
Together with safety data sheets, the chemical safety report under REACH will be a key tool for development of risk assessments under Directive 98/24/EC on the protection of the health and safety of workers from the risks related to chemical agents at work. 

Provisions of above mentioned directive have been implemented to the Polish legal order in the Ordinance of Ministry of Health concerning health and safety with the presence of chemical agents at the work place from 30 December 2004 (Official Journal No 11 item. 86 from 2005).

Article 14 of the REACH legislation states:

“……., a chemical safety assessment shall be performed and a chemical safety report completed for all substances subject to registration, in quantities of 10 tonnes or more per year per registrant. ….”

Newly introduced for REACH, this will be the responsibility of  manufacturers/importers/only representatives.Details of the chemical assessment process and format for the chemical safety report  can be found in Annex 1 of REACH. However, the employers responsibility to perform workplace risk assessments in line with Directive 98/24/EC still remains.

Under the provisions of Article 37 a Downstream User of a substance on its own or in a preparation should prepare their own CSR for submission to the Agency on the grounds of confidentiality. 

Article 14 also states that a chemical safety assessment is not required for substances present in preparations if the concentration falls below the lowest value stated in any of the following:

· the applicable concentrations defined in article 3(3) to the Dangerous Preparations Directive 1999/45/EC;

· the concentration limits in Annex 1 to the Dangerous Substances Directive 67/548/EEC;

· the concentration limits in Part B of Annex II to the the Dangerous Preparations Directive 1999/45/EC;

· the concentration limits in Part B of Annex III to the the Dangerous Preparations Directive 1999/45/EC;

· the concentration limits given in the REACH classification and labelling inventory

· 0.1% weight by weight, if the substance meets the REACH criteria as a Persistent, Bioaccumulative and Toxic (PBT) substance or as a Very Persistent and Very Bioaccumulative (vPvB) substance.

The Chemical Safety Report is required to be in the following format:

Part A

1. Summary of risk management measures

2. Declaration that risk management measures are implemented

3. Declaration that risk management measures are communicated

Part B

1. Identity of the Substance and physical and chemical properties

2. Manufacture and uses

3. Classification and labelling

4. Environmental fate properties

5. Human health hazard assessment

6. Human health hazard assessment of physicochemical properties

7. Environmental hazard assessment

8. PBT and VPVB assessment

9. Exposure Assessment/Scenarios

10. Risk Characterisation 

2 RISK 

2.1  What is Hazard?

Hazard is anything that can cause harm

Most important in the REACH context are the dangerous properties of chemicals, however, there are a lot of other hazards, e.g.:

· Electricity

· Radioactivity

· Fine dust

· Working from ladders
The following terms will be used for hazard description:

· Hazard Identification/Effects Assessment (NOAEL)

· NOAEL = No Observed Adverse Effect Level

NOAEL is the greatest concentration or amount of a substance which causes no detectable adverse effects under defined conditions of exposure.

· Hazard Assessment (DNEL Derivation)

· DNEL = Derived No Effect Level

REACH introduces the DNEL.The DNEL is regarded as an exposure level (internal or external) below which an unacceptable effect is not considered to occur, and is based on a series of assessment steps related to the available toxicity data. The DNEL is derived from toxicity test endpoints (NOAEL & LOAEL) 

2.2  What is Exposure?

Exposure Assessment

The objective of the exposure assessment shall be to make a quantitative or qualitative estimate of the dose/concentration of the substance to which humans and the environment are or may be exposed. The assessment shall consider all stages of the life-cycle of the substance resulting from the manufacture and identified uses and shall cover any exposures that may relate to the hazards identified in sections 1 to 4. The exposure assessment shall entail the following two steps, which shall be clearly identified as such in the Chemical Safety Report:

Step 1: Generation of exposure scenario(s) or the generation of relevant use and exposure categories

Step 2: Exposure Estimation.

Where required and in accordance with Article 31, the exposure scenario shall also be

included
2.3 What is Risk ?

Risk is the probability - high or low - that somebody will be harmed by the hazard
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To explain the concepts of risk and risk reduction we can consider the simple example of a decorator painting a garden fence. In the past creosote  was often the chosen product to use for this task. For modern professional and consumer use this complex mixture is not acceptable due to the hazardous nature and its use is being phased out. There are now much less hazardous acceptable alternative materials that professional users can obtain from their suppliers or consumers can obtained in retail DIY outlets.

We can then use this example to demonstrate the risk assessment paradigm 

Risk = Exposure x Hazard

If you can minimize either exposure or hazard you minimize the risk

In our example we are reducing the hazard by substituting with safer alternatives. The new products in use would also require safe handling and risk reduction instructions which would include recommendations for personal protective equipment (such as suitable gloves, eye-protection, mask etc.). In this case we are reducing both exposure and hazard and therefore the task of painting a fence is now much safer than in the past.

3 BASICS OF GHS

3.1 Definition of GHS
GHS, the Globally Harmonized System is a worldwide harmonized system for classification and labelling.  Countries are able to adopt some or all of the elements of GHS to either establish new national classification and labelling systems or to enhance existing systems, (building block approach). Where any element of GHS is adopted it must be done completely and be fully compliant with GHS principles.

GHS is a completely new system developed by the United Nations and based on existing scheme from the United States, Canada and the European Union.

GHS is published by the United Nations as the “PURPLE BOOK” and is revised every 2 years.

GHS

· provides one single system for classification and labelling

· introduces new labelling requirements

· is a worldwide system

· will be applied uniformly across all EU Member States

· covers substances and mixtures 

It is intention of the Commission to propose the inclusion of the internationally agreed GHS into Community law as soon as possible.

The Proposal of Regulation sets out rules and criteria for classification of substances and mixtures as hazardous, for labelling of such hazardous substances and mixtures as well as general rules for the packaging them. 

The proposal does not include the categories as follows as they are not part of the current EU system and are not need for consistency with transport legislation:

Flammable gases category 2, flammable liquids category 4, skin corriosion/irritation category 3, aspiration hazard category 2 and acute aquatic category 2 and 3.

The proposal also does not include hazard class acute toxicity category 5 as it is not part of the current system.  

3.2 
Why is GHS needed?
The hazards presented by substances and mixtures remain the same whether they are manufactured or formulated in Poland Australia, US, UK or any other country around the world. 

Classifying and  documenting these hazards is not however as straight forward, as currently there is an array of different supply and transport regulation worldwide.  For example: A substance may be classified as flammable in one country but not in another.  There are also different toxic cut-off points in EU and US

Communication of hazard is also difficult as the requirements, for example, for safety datasheets vary, as does their quality.

At worst some countries have no system for C & L and GHS will give them a good opportunity to develop a system which will be Internationally acceptable.

It also makes good business sense to harmonise classification and labelling internationally thus reducing delays at ports of entry and the necessity for training those responsible for C & L, handling agents, shipping clerks etc in all the different national and modal regulations. 

It will also help to reduce the high regulatory burden placed on industry  and of particular benefit to SMEs by reducing the required paperwork and labelling requirements.

3.3 GHS Terminology

GHS uses the following terminology:

Classes 

Categories/Divisions/Groups

Pictograms

Signal Word

Hazard and precautionary statements

Mixtures

Full guidance on classes, signal words, statements and pictograms combine are to be found in the “Purple Book”.
The Classes are divided in Categories/Divisions as follows:

Explosive

· Explosives (6 Divisions)

Flammable

· Flammable gases (2 Categories)

· Flammable aerosols (2 Categories)

· Flammable liquids (4 Categories)

· Flammable solids (2 Categories 

· Self reactive substances (7 Categories)

· Pyrophoric liquids (1 Category)

· Pyrophoric solids (1 Category)

· Self Heating substances (2 Categories)

· Substances, which in contact with water, emit flammable gases (3 Categories)

Oxidising

· Oxidising gases (1 category)

· Oxidising liquids (3 Categories)

· Oxidising solids (3 Categories)

· Organic Peroxides (7 Categories)

Compressed gases

· Gases under pressure (4 Groups)

Corrosive

· Corrosive to Metals (1 Category 

Acute toxic

· Acute toxicity (5 Categories)

Acute toxic Cat 4, Sensitising (skin) and Irritant

· Skin corrosion/Irritation (tiered approach up to 3 Categories)

· Serious eye damage/Eye irritation (tiered approach up to 2 Categories)

· Respiratory Sensitisation (1 Category)

· Skin sensitisation (1 Category)

CMR, Sensitising (respir.) STOST (cat 1&2)

· Germ cell mutagenicity (2 Categories)

· Carcinogenicity (2 Categories)

· Reproductive toxicity (2 Categories)

· Specific target organ systemic toxicity – single exposure (2 Categories)

· Specific target organ systemic toxicity – repeated exposure (2 Categories)

· Aspiration hazard

Dangerous to the environment

· Hazardous to the aquatic environment - Acute (3 Categories)

· Hazardous to the aquatic environment - Chronic (4 Categories)

Pictogram

Pictogram means a graphical composition that includes a symbol plus other graphic elements, such as a border, background pattern or colour that is intended to convey specific information. 
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Signal Word  

A Signal Word means a word used to indicate the relative level of severity of the hazard and in GHS would be either “Danger” or “Warning”

Below there is an example of using signal words for acute toxicity. 
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Hazard Statement

A Hazard Statement means a phrase assigned to a hazard class and category and describes the nature and, where appropriate, degree of hazard

Precautionary Statement

A Precautionary Statement means a phrase (and/or a pictogram) describing recommended measures for minimising adverse effects resulting from the exposure to a substance or a mixture through handling or improper use.

Mixtures

The term mixture as used in GHS is broadly similar to the definition of preparation as used in REACH

“Mixture means a mixture or a solution of two or more substances in which they do not react”





(Purple Book Definition)

3.4 Labelling

The label on a chemical product is an information system that must clarify in a concise way  the potential risks the product has and the basic safety measures that should be taken in order to avoid them.

The content of the label warns  of the potential hazards caused by the handling and normal use of dangerous substances and preparations. 

It is often the only information that persons coming into contact with dangerous chemical products have immediately at their disposal.

The label (or if the case arises, the package itself) contains all the necessary information, in a legible and indelible way, in the official language/s of the country e.g the chemical products which are placed on Polish market must be labeled in Polish.
This information shall stand out clearly from background and shall be of such size and spacing as to be easily read horizontally, when the package is set down normally. 

The label shall be firmly fixed  to one or more surfaces of the packaging.

The system of assigning symbols in a label

Precedence rules for physical hazards shall follow the UN transport provisions, and Annex I of GHS specifies the rules for other hazards.

When more than one symbol is assigned, not all the symbols and indications of danger associated with the classification of a chemical product  have to appear on the label, except when  the legislation indicates so.

· If scull and crossbones applies, the exclamation mark shall not appear;

· If the corrosive symbol applies, the exclamation mark shall not appear on the label for skin or eye irritation;

· If the hazard symbol for respiratory sensitization applies, the exclamation mark to be applied for skin sensitization or for skin and eye irritation shall not appear on the label;

· If the signal word “danger” applies, the word “warning” shall not appear on the label.

The dimensions of the label shall be as follows:

	Capacity of the package (in liters)

	Dimensions (in millimeters)

	Not exceeding 3 litres
	if possible, at least 52 x 74

	Greater than 3 litres, but not exceeding 50 litres
	at least 74 x 105

	Greater than 50 litres, but not exceeding 500 litres
	at least 105 x 148

	Greater than 500 litres
	at least 148 x 210


The pictogram:

· All hazard pictograms shall be in the shape of a square set at a point. 

· Each pictogram shall cover at least one-twentieths of the minimum surface area specified for the label but shall not be less than 1 cm2.

· The colour and presentation of any label  shall be such that the hazard pictogram and its background stand out clearly from it.
· The label shall not bear indications such as ‘non-toxic’, ‘non-harmful’, ‘non-polluting’, ‘ecological’ or any other statements that are likely to lead to the impression that the product is not dangerous or to underestimation of the dangers.

It is very important that all labelling conditions are respected such as dimensions of the label, the size and colour of the pictograms and the complete data that must appear on the label.

3.5 Example of data that must appear on the label of dangerous substances
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	“EC label”

EC Number: 223-498-3

Personal responsible/ company

Full address

Telephone number

	Toxic if swallowed

Causes skin irritation

May cause long lasting harmful effects to aquatic life
	


1. The name of the substance

The chemical name used in an internationally recognized nomenclature (Ex: IUPAC), preferably the name assigned in the EINECS or ELINCS. If the substance is listed in the Inventory of dangerous substances, one of the names used in this Inventory.
2. Data of the person responsible for placing the substance on the market: 

The name, address and telephone number of the supplier. 

3. The hazard pictogram

The hazard pictograms assigned to each hazard category within each hazard class.
4. Signal word

A signal word means a word used to indicate the relative level of severity of hazard and alert the reader to a potential hazard on the label. The signal words used in the GHS are “Danger” and “Warning”. “Danger” is used for the more severe hazard categories (i.e. in the main for hazard categories 1 and 2), while “Warning” is used for the less severe.
5. Hazard statements 

A hazard statement means a phrase assigned to a hazard class and category that describes the nature of the hazards of a hazardous product, including, where appropriate, the degree of hazard.

6. Precautionary statements
A precautionary statement means a phrase that describes recommended measures that should be taken to minimise or prevent adverse effects resulting from exposure to a hazardous product, or improper storage or handling of a hazardous product.

7. Transport information

UN proper shipping name in addition if the substance is regulated for transport.

8. Quantity

The nominal quantity of a mixture in the packages as placed on the market to the general public unless this quantity is specified elsewhere on the package.

9. Other indications on health and safety

They can be necessary if dangerous substance is also affected by other specific regulations on chemical products. (Ex. Restrictions on Marketing and Use legislation, Plant Protection Products, Detergents and Cleaning  Agents or Biocides legislation).

10. Annex VI

For substances for which a classification is included in Annex VI to the proposal of GHS regulation the word “Annex VI – harmonised” shall be added. 

3.6 Data that must appear on the label of dangerous 

      mixtures
They cannot be placed on the market unless the label on their packaging show the following information in a legible and indelible way, at least in the official  languages of the country:

1. Trade Name or the designation of the mixture

2. Chemical Name of the dangerous substance that it contains as follows:

For mixtures, the label should include the chemical identities of all substances in the mixture that contribute to the classification of mixture as acute toxicity, skin corrosion or serious eye damage, germ cell mutagen, carcinogen, toxic for reproduction, skin or respiratory sensitization, or Specific Target Organ Systemic Toxicity (STOST).
3. Identity

Identity of person responsible for placing the mixture on the market: the name, address and telephone number of the supplier. 

4. The hazard pictogram

The hazard pictograms assigned to each hazard category within each hazard class.
5. Signal word

6. Precautionary statement
7. Transport information

UN proper shipping name in addition if the mixture is regulated for transport.

8. Other indications on health and safety

They can be necessary if dangerous substance is also affected by other specific regulations on chemical products. (Ex. Restrictions on Marketing and Use legislation, Plant Protection Products, Detergents and Cleaning  Agents or Biocides legislation).

9. Quantity

The nominal quantity of a mixture in the packages as placed on the market to the general public unless this quantity is specified elsewhere on the package.

3.7 Special provisions concerning the labelling of certain preparations 

DANGEROUS AND NON-DANGEROUS PREPARATIONS 

1. Mixtures containing lead.

The label on the packaging of paints and varnishes containing lead in quantities exceeding 0,15% (expressed as weight of metal) of the total weight of the mixture, as determined in accordance with ISO standard 6503, shall bear the following inscription: 

“Contains lead. Should not be used on objects liable to be chewed or sucked by children”.

- In packages the contents of which are less than 125 ml, the wording may be as follows: „Warning! Contains lead”

2. Mixtures containing cyanoacrylates.

The label on the immediate packing of adhesives based on cyanoacrylate shall bear the following inscriptions:

- „Cyanoacrylate. Danger. Bonds skin and eyes in seconds. Keep out of the reach of children”.
The packaging shall be accompanied by appropriate information on safe use of the product.

3. Mixtures containing isocyanates (as monomers, oligomers, prepolymers or as its mixtures).

The label on the packaging of mixture containing isocyanates must bear the following inscriptions:

-„Contains isocyanates. See information supplied by the manufacturer.”

4. Preparations containing epoxy constituents with an average molecular weight less than or equal to 700.

The label on the packaging of the mixture containing epoxy constituents with an average molecular weight less or equal to 700 must bear the following inscriptions:

-„Contains epoxy constituents. See information supplied by the manufacturer.”

5. Mixtures sold to the general public which contain active chlorine.

The label on the packaging of mixtures containing more than 1% of active chlorine must bear the following particular inscriptions:

- „Warning! Do not use with other products. May release dangerous gases (chlorine)”.

6. Mixtures containing cadmium (alloys) and intended to be used for brazing or soldering.

The label on the packaging of the above mentioned mixtures must bear the following inscription:

- „Warning! Contains cadmium. Dangerous fumes are formed during use. See information supplied by the manufacturer. Comply with the safety instructions.”

7. Preparations available as aerosols.

In accordance with the Regulation of the Minister of Economy, Labour and Social Policy of 8 May 2003 on detailed requirements for the aerosol products, the labelling of which shall bear the following inscriptions:

- "Container under pressure: keep away from sun and temperatures over 50°C. Do not pierce or burn even when emptied. Do not spray over the open fire or glowing material. Keep away from sources of ignition – no smoking during spraying. Keep out of the reach of children."

8. Mixtures not classified as sensitizing but containing at least one sensitizing substance.

The label on the packaging of mixture containing at least one substance classified as sensitising and being present in a concentration equal or greater than 0,1% or in a concentration equal to or greater than that specified under a specific note for the substance in Annex VI to proposal of GHS Regulation must bear the inscription:
 - „Contains (name of sensitizing substance). May produce an allergic reaction”.

9. Liquid mixtures containing halogenated hydrocarbons (HH).

For liquid mixtures which show no flashpoint or a flashpoint higher than 55 °C, and contain halogenated hydrocarbons and more than 5% flammable or highly flammable substances, the label on packaging must bear bear the following inscription as appropriate:

 - "Can become flammable in use” or “Can become highly flammable in use”.
10. Cements and cement mixtures.

Unless cements and cement containing mixtures are already classified and labelled as a sensitiser with hazard statement “May cause an allergic skin reaction”, the label on the packaging of cements and cement mixtures containing, when they are hydrated, more than 0,0002% soluble chromium (VI) of the total dry weight of the cement shall bear the inscription:

- "Contains chromium (VI). May produce an allergic reaction”.
NON-DANGEROUS PREPARATIONS
11. Mixtures not intended for the general public

The label on the packaging for mixtures which are not classified as hazardous but contain in an individual concentration  of ≥1% by weight for non-gaseous mixture and ≥0,2% by volume for gaseous mixture at least one substance posing health or environmental hazards or at least one substance for which there are Community workplace exposure limits shall bear the inscription:

- „Safety data sheet available for downstream users and distributors/professional users on request".
3.8 Packaging  

Packaging of certain dangerous substances and dangerous preparations require child-resistant fastenings and a tactile warning of danger.

The packaging equipped with the child-resistant fastening is a package which is difficult for young children to open (or gain access to the contents) but which is not difficult for adults to open. 

Tactile warning of danger is a tactile sign placed on the packaging. Generally the sign  takes a shape of convex, tactile triangle or of three convex dots distributed in such a way that it constitutes vertices of an equilateral triangle. The warning triangle is normally placed on a side wall of the package 5mm above the bottom edge e.g. on bottles or cartons. 

Containers containing a substances or a mixture sold or made available to the general public and labelled as hazardous to human health as shown as acutely toxic, categories 1-3, skin corrosion or serious eye damage shall have a child-resistant fastening and tactile warning of danger.

Containers containing substances and mixture sold or made available to the general public and labelled as hazardous to human health as shown as acutely toxic, skin corrosion or serious eye damage, germ cell mutagenicity, carcinogenicity, reproductive toxicity, skin or respiratory sensitisation, or Specific Target Organ Systemic Toxicity (STOST) or flammable gases, liquids and solids in categories 1 and 2, shall be fitted with tactile warning of danger. 

This provision does not apply to aerosols containing only flammable gases, liquids and solids in categories 1 and 2.

Which of the substances and preparations require their packaging to be equipped with the child-resistant fastenings and tactile warnings of danger?

	No.
	Substances and preparations
	Required safety devices

	1
	Very Toxic, Toxic or Corrosive offered in retail trade to the general public,
	· child-resistant fastenings 

· tactile warning of danger

	2
	Harmful, Extremely flammable or Highly falmmable offered in retail trade to the general public

Exception: do not apply to the aerosol dispensers containing substances or preparations classified exclusively as Extremely flammable or Highly flammable
	· tactile warning of danger

	3
	substances or preparations containing at least 3% of methanol or/and at least 1% of dichloromethane offered in retail trade to the general public
	· child-resistant fastenings

	4
	substances or preparations classified as harmful and marked with R65 phrase “Harmful; may damage lungs if swallowed” 
Exception: do not apply to the substances and/ or preparations placed on the market in aerosol dispensers or in containers fitted with an aerosol release devices
	· child-resistant fastenings


What are the requirements concerning the child-resistant fastenings? 

The requirements concerning the child-resistant fastenings are laid down in the Regulation of the Minister of Health of 30 April 2004 on dangerous substances and dangerous preparations the packaging of which requires child-resistant fastenings and a tactile warning of danger (Dz. U. No 128 item 1348). 

What are the requirements concerning the tactile warning of danger?

Specific requirements concerning the tactile warning of danger are laid down in Annex 3 to the aforesaid Regulation of the Minister of Health of 30 April 2004 – it lays down general requirements, sizes, shapes and required location of the warning on the package. Normally warnings take shape of an equilateral convex triangle (see photo).

4 ENFORCEMENT UNDER 

REACH AND GHS

4.1 Enforcement

The Control activities are the responsibility of each Member State. In Poland existing provisions on penalties will be amended in line with Reg. (EC) 1907/2006. 
Items for inspections should be used to enhance the scope of existing inspector’s checklists and for training purposes.

4.2 Items for Inspections

· Registration-number of the substance 

· All required documentation available

· Conditions regarding all exposure scenarios are included in Chemical Safety Reports

· Conditions regarding all exposure scenarios are annexed to the Safety Data Sheets

· Appropriate risk management measures have been implemented for substances classified as hazardous

· Check of substances subject to specific authorisation

· Have conditions regarding specific authorisations been implemented?

· Is there full compliance with any bans and restrictions? 

· Is the concentration of VHC substances in preparations above or below the threshold value?

· Is there evidence that hazard information has been communicated to downstream users?

· Is there evidence that hazard information has been communicated to workers?

· Is there evidence that all intended uses are known?

· What is the quality of the communication documentation (e.g. SDS)?

· Labelling in line with GHS requirements (see Section 3)

4.3 Workplace risk assessments

Risk assessment on workplace

The employer must first determine whether any hazardous chemical agents are present at the workplace. 

If so, he must then assess any risk to the safety and health of workers arising from the presence of those chemical agents, taking into consideration the following:

· their hazardous properties,

· information on safety and health provided by the supplier (SDS, CSR)

· the level, type and duration of exposure,

· the circumstances of work involving such agents, including their amount,

· any occupational exposure limit values or biological limit values 

· the effect of preventive measures taken or to be taken,

· where available, the conclusions to be drawn from any health surveillance already undertaken.

Watch OUT!!

The employer must review his findings and revise risk assessment in case of significant changes in the composition of chemical agents or in a technological process.

Risks to the health and safety must be eliminated or reduced to a minimum by:

· the design and organization of systems of work at the workplace,

· the provision of suitable equipment for work with chemical agents

· maintenance procedures which ensure the health and safety of workers at work,

· reducing to a minimum the number of workers exposed or likely to be exposed,

· reducing to a minimum the duration and intensity of exposure,

· appropriate hygiene measures,

· reducing the quantity of chemical agents present at the workplace to the minimum .

5 USEFUL WEBSITES

5.1 European Union Websites

The Council of the European Union, Access to Council documents 

EN 

http://ue.eu.int/cms3_fo/showPage.asp?id=549&lang=EN&mode=g
PL http://www.consilium.europa.eu/cms3_fo/showPage.asp?lang=PL&id=549&mode=g&name=

European Commission, REACH Guidance

http://ec.europa.eu/enterprise/reach/prep_guidance_en.htm
DG Environment, page for professional users of REACH

http://www.prc.cnrs-gif.fr/reach/anglais/home.htm
DG Environment, page for GHS

http://www.prc.cnrs-gif.fr/reach/anglais/tools/gshan.htm
REACHReady, REACH basics

www.reachready.co.uk/
EUR-Lex 
http://www.europa.eu.int/eur-lex/en/index.html
EUR-Lex – polish version
http://europa.eu.int/eur-lex/pl/dd/index.html 
Pre-LEX

http://europa.eu.int/prelex/apcnet.cfm?CL=pl 

European Chemicals Bureau
http://ecb.jrc.it/
European Environment Agency

http://www.eea.eu.int/ 

5.2 Polish Institutions Websites 

Bureau for Chemical Substances and Preparations

http://www.chemikalia.gov.pl    

Chief Sanitary Inspectorate

http://www.gis.gov.pl 

Chief Labour Inspectorate

http://www.pip.gov.pl  

Chief Environmental Protection Inspektorate

http://www.gios.gov.pl  

Trade Inspection – Chief Inspectorate

http://www.giih.gov.pl  

Ministry of Health

http://www.mz.gov.pl 

Ministry of Environment

http://www.mos.gov.pl   

Ministry of Economy

http://www.mg.gov.pl/ 

5.3 Databases

ELINCS European List of Notified Chemical Substances
 

http://ecb.jrc.it/new-chemicals/
EINECS European Inventory of Existing Commercial Chemical Substances
http://ecb.jrc.it/existing-chemicals/
HPV  - information on high production volume chemicals tests within the framework of OECD programme
http://cs3-hq.oecd.org/scripts/hpv/
ECOTOX – database of US Environemntal Protection Agency. Data on toxic properties of the substances.
http://www.epa.gov/ecotox/ecotox_home.htm 
CHEMICAL DATABASE – database containing data on approximately 20 000 chemical substances

http://ull.chemistry.uakron.edu/erd/ 

TOXNET – set of data bases containing toxicological data
http://toxnet.nlm.nih.gov/
5.4 Industrial sector organisations

CEFIC
http://www.cefic.org/ 

Polish Chamber of Chemical Industry

http://www.pipc.org.pl/ 

Polish Association of Cosmetics and Home Care Products Producers

http://www.ascosdet.org.pl/ 

CONCAWE – Conservation of Clean Air and Water in Europe

http://www.concawe.be/ 
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� See Polish SDS manual published on the webpage of the Bureau of Chemical Substances and Preparations (www.chemikalia.gov.pl)


� Regulation (EC) No 1907/2006 Definition
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