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Introduction

General information:

This document is based on Regulation 1907/2006 (REACH), which will be enforced from 1 of June 2007. SDS must be made available according to the provisions as laid down in article 31 of REACH. This document offers no guidance on CSRs. The person who is responsible for placing a dangerous substance or a dangerous preparation on the market, shall supply the professional user with a safety data sheet free of charge and at the latest together with the first delivery. 

The supplier of a substance or a preparation shall provide the recipient of the substance or preparation with a safety data sheet compiled in accordance with Annex II:

(a) where a substance or preparation meets the criteria for classification as dangerous in accordance with Directives 67/548/EEC or 1999/45/EC; or

(b) where a substance is persistent, bioaccumulative and toxic or very persistent and very bioaccumulative in accordance with the criteria set out in Annex XIII; or

(c) where a substance is included in the list established in accordance with Article 59 (1) for reasons other than those referred to in points (a) and (b).
· Safety data sheets are also required for certain special substances and preparations (e.g. metals in massive form, alloys, compressed gases, etc.) listed in chapters 8 and 9 of Annex VI to Directive 67/548/EEC, for which there are labelling derogations.

· Products intended for the general public (dangerous substances or preparations available in retail stores and furnished with sufficient information) shall only be supplied with a safety data sheet at the explicit request of a professional seller or user.

· On request of any professional user, safety data sheets shall be supplied also for preparations not classified as dangerous. The safety data sheet of such a preparation is prepared in accordance with art. 5 paragraph 5 of the act,  if the preparation contains at least 1 percent by weight (for gases 0.2 percent by volume) of:
1. at least one substance which is classified as dangerous for the health or the environment 
2. one substance listed in the annex to the regulation of the Minister of Health of 14 august 2002 concerning the need to supply a safety data sheet for certain preparations not classified as dangerous
3. or substance for which other provisions define workplace exposure limits (see point 2 of the Guide)
According to the rules of specific labelling (point 14 of Annex 4 to the Regulation concerning the labelling of dangerous substances and preparations), the packaging of such a preparation (not intended for sale in retail stores) shall be labelled "Safety data sheet available on request of professional users".

Requirements for a safety data sheet:

The safety data sheet should be compiled in Polish. The information in the Safety Data Sheet shall be written in a clear and concise manner. The Safety Data Sheet shall be prepared by a competent person who shall take into account the specific needs of the user audience, as far as it is known. Persons placing substances and preparations on the market shall ensure that competent persons have received appropriate training, including refresher training.

It shall enable the professional user to take necessary measures for the protection of health, safety, and the environment. 

It shall enable the employer to identify dangerous substances at the work place and to evaluate all risks arising from the use of the product. 

Considering the broad range of different properties of substances and preparations, it may be necessary, in certain cases, to include additional information in the safety data sheet. 

The date of compilation shall be indicated on the first page of the safety data sheet.

Each page of a safety data sheet should contain the following details, preferably in the page header, for purposes of clear identification:

Trade name

Date

Revised on

Page no./total no. of pages
When updating a safety data sheet, all amendments shall be clearly marked  in point 16. The date of the revision shall be indicated; it is recommended to add it next to the date of the first compilation. 

Suppliers shall update the safety data sheet without delay on the following occasions:

(a) as soon as new information which may affect the risk management measures, or new

information on hazards becomes available;

(b) once an authorisation has been granted or refused;

(c) once a restriction has been imposed.

The new, dated version of the information, identified as "Revision: (date)", shall be

provided free of charge on paper or electronically to all former recipients to whom they

have supplied the substance or preparation within the preceding 12 months. Any updates

following registration shall include the registration number.
It is recommended that safety data sheets be revised

Error! Bookmark not defined.
whenever there are changes to the classification of a substance according to the provisions of the Annex of the Directive 67/548/EEC

Error! Bookmark not defined.
whenever new information becomes known which necessitates additional or stricter classification and/or labelling according Article 6 of the above mentioned directive

Error! Bookmark not defined.
whenever there is a change in threshold limit values relating to safety and/or oc​cupational safety and health (e.g. maximum allowable concentrations at the workplace).

The safety data sheet shall contain the following information:

1. identification of the substance/preparation and of the company/undertaking; 
2. composition/information on ingredients; 
3. hazards identification; 
4. first-aid measures; 
5. fire-fighting measures; 
6. accidental release measures; 
7. handling and storage; 
8. exposure controls/personal protection; 
9. physical and chemical properties; 
10. stability and reactivity; 
11. toxicological information; 
12. ecological information; 
13. disposal considerations; 
14. transport information; 
15. regulatory information; 
16. other information.

Additional information may be necessary in some cases in view of the wide range of properties of the substances and preparations. If in other cases it emerges that information on certain properties is of no significance or that it is technically impossible to provide, the reasons for this shall be clearly stated under each heading. Information shall be provided for each hazardous property. If it is stated that a particular hazard does not apply, clearly differentiate between cases where no information is available to the classifier, and cases where negative test results are available.
The safety data sheet may be supplied on paper or

electronically, 

The requirements a safety data sheet has to fulfil under REACH are laid down in Article 31 and Annex II of the REACH Regulation.

The information provided in the Safety Data Sheet shall be consistent with the information in the Chemical Safety Report, where one is required. Where a Chemical Safety Report has been performed, the relevant exposure scenario(s) shall be placed into an annex of the Safety Data Sheet, to make reference to them under the relevant headings of the Safety Data Sheet easier.

Section 2 and 3 will be exchanged under REACH.

Recommendations:

The order of chapters 1 to 16 is obligatory. Practical experience has shown, however, that inexperienced authors of safety data sheets may find it helpful to enter the data in a different order using the following flow chart instead:

1. Identification

7. Handling and storage


4. First-aid

5. Fire-fighting

6. Accidental release




2. Composition

8. Exposure controls

13. Disposal




9. Physical and chemical

    properties

10. Stability and      

      reactivity

11. Toxicology

12. Ecology


14. Transport

15. Regulatory information

16. Other information


3. Hazards identification

Consequently, chapter 3 containing the core information of the safety data sheet should only be filled in after careful consideration and taking into account all safety-related issues. 

Even if the substance or preparation are not classified as dangerous, safety-related information could be required under this heading. 

Even though important information often fits under more than one heading, it is not recommended to repeat statements too often, because this is detrimental to clarity and legibility. It may be helpful to consider where the recipient of the safety data sheet is likely to search for the respective information.

Should it be impossible to collect the required information on certain properties, it shall be mentioned (and explained).

1. Identification of the substance/preparation and company/undertaking

Identification of the substance/preparation

Under this heading one must provide the name of the substance or the preparation, under which it is placed on the market.  The name used for identification in the safety data sheet must be identical to that provided on the label of the packaging:

· for preparations, this will usually be the trade name.

· for substances, the chemical name shall be given. 

The  names of substances must be given in accordance with the wording in the inventory of dangerous substances, included in the regulation published pursuant to art. 4 paragraph 3 of the act, hereafter referred to as the “inventory” 

If the substance is not listed there, the name used should clearly identify the substance and be in compliance with the IUPAC (International Union of Pure and Applied Chemistry) provisions concerning  the naming of chemical substances. Other means of identification may also be indicated.

For substances subject to registration, the term shall be consistent with that provided under registration and the registration number assigned under Article 20(1) of the REACH Regulation shall also be indicated.

Use of a substance or preparation

All known intended and recommended uses of the substance/preparation shall be enlisted. Where there are many possible uses, only the most important or common uses need be listed, indicating the effect of the substance or preparation. A brief description of what it actually does may also be given (e.g. hardener for a two components lacquer paint).

Where a Chemical Safety Report is required, the Safety Data Sheet shall contain information on all the identified uses relevant to the recipient of the Safety Data Sheet. This information shall be consistent with the identified uses and exposure scenarios set out in the annex to the Safety Data Sheet.

Identification of the company

In this heading one must provide the identification of the person/company established within the EU responsible for placing the substance or preparation on the market, including name, full post address and telephone number. Other information may be given as well, such as the email address.

Identify the person responsible for placing the substance or preparation on the market within the Community, whether it is the manufacturer, importer or distributor. Give the full address and telephone number of this person as well as the e-mail address of the competent person responsible for the Safety Data Sheet.

In addition, where this person is not located in the Member State where the substance or preparation is placed on the market, give a full address and telephone number for the person responsible in Poland, if possible.

For registrants, the person identified shall be consistent with the information on the identity of the manufacturer or importer provided in the registration.

Emergency telephone

In addition, under this heading one must include the emergency telephone number of the company that places the substance/preparation on the market. 

The telephone number should enable the users to reach an informed person in company’s office hours. If necessary, the company must consider providing a telephone number reachable on evenings and weekends.

Alternatively the telephone number of an  advisory and treatment centre for intoxication e.g. body which is referred to in Article 17 of the directive 1999/45/EC could be used.

2. Composition/information on ingredients

For preparations, the names of component substances must be provided. The information given should enable the recipient to identify readily the hazards attaching to the ingredients of the preparation. The dangerous properties of the preparation itself are to be explained under heading 3.

In the following, section (A) sets out which substances have to be given under heading 2 of the safety data sheet; section (B) describes the information required for these substances.

(A)
Ingredients of a preparation (substances), which have to be indicated

It is not necessary to give the full composition (nature of the ingredients and their concentration), although it is recommended to provide a general description of the components and their concentrations.

For dangerous preparations:

For preparations classified as dangerous in accordance with the provisions of the act , the following ingredients shall be indicated, together with their concentration or concentration range:

(i) 
Substances presenting a health or environmental hazard (within the meaning of the act and the Directive 67/548/EEC), if they are present in concentrations equal to or greater than those laid down in the table below (compliant with the table included in Part 1 point 8 of the Regulation of the Minister of Heath of 2 September 2003 concerning the criteria and rules for classification of chemical substances and preparations (DZ.U.03.171.1666 with later amendments)), unless lower limits are given in other provisions published on the basis of the act, that is in the inventory (Dz.U.03.199.1948) or in Part 7 points 1 and 2 of the Regulation of the Minister of Heath of 2 September 2003 concerning the criteria and rules for classification of chemical substances and preparations (DZ.U.03.171.1666 with later amendments) or in the Annex 4 to the regulation of the Minister of Health of 2 September 2003 concerning the labelling of packaging of dangerous substances and preparations (DZ.U.03.173.1679 with later amendments):
Concentration to take into consideration  according to Art.3 para 3 Directive 1999/45/EG

	CLASSIFICATION OF THE SUBSTANCE


	Concentration to take into

consideration for
 

	
	Gaseous preparations
	other

	
	[Volume-%]
	[Weight-%]

	Very toxic
	R26, R27, R28, R39/*
	0,02
	0,1

	Toxic
	R23, R24, R25, R39/*, R48/*
	0,02
	0,1

	Carcinogenic, mutagenic and toxic for reproduction 

Category 1 or 2
	R45, R46, R49, R60, R61
	0,02
	0,1

	Harmful
	R20, R21, R22, R48/*, 68/*
	0,2
	1

	Corrosive
	R34, R35
	0,02
	1

	Irritant
	R36, R37, R38, R41
	0,2
	1

	Sensitizing
	R42, R43
	0,2
	1

	Carcinogenic, mutagenic and toxic for reproduction 

Category 3
	R40, R62, R63, R68
	0,2
	1

	Dangerous to the environment
	R 50, R50-53 
	
	0,1**

	Dangerous to the environment
	R51-53
	
	0,1

	Dangerous to the environment
Dangerous to the ozone layer
	R59
	0,1
	0,1

	
	
	
	

	Dangerous to the environment
	R52, R53, R52-53
	
	1


*  = Route of exposure, if given

** = as far as the concentration limits LC/EC/IC50< 0,1 mg/l, given in the new Tables 1b and 2 of Annex III of the Directive 2006/8/EG should be used.
(ii) 
and substances for which there are workplace exposure limits identified in other provisions (eg. Published on the basis of the act of 26 June 1974 – the Labour Code – consolidated text in Dz.U.98.21.94 with later amendments), if they are present in the preparation in concentrations given under (i).

(iii) substances that are persistent, bioaccumulative and toxic or very persistent and very bioaccumulative in accordance with the criteria set out in Annex XIII of REACH Regulation, if the concentration of an individual substance is equal to or greater than 0,1 %.
For Biocide Products the precise percentage of active substances should be given.

For non-dangerous preparations:

For a preparation not classified as dangerous according to the classification criteria, one must indicate substances presenting a health or environmental hazard, or substances for which there are workplace exposure limits identified in other provisions, if they are present in concentrations of:

· ( 1 % (by weight) for non-gaseous preparations

· ( 0,2 % (by volume) for gaseous preparations:

 (ii) Substances ≥0,1% by weight and persistent, bioaccumulative and toxic or very persistent and very bioaccumulative in accordance with the criteria set out in Annex XIII of the REACH Regulation.

(B)
Information on ingredients (substances)

For those ingredients which must be listed according to section (A), the following information shall be given:

· The name (nomenclature as explained under 1.1)

· The classification of the physicochemical, health and environmental hazards according to the regulation concerning the inventory of dangerous substances with their classification

· The hazard symbol letters (see annex 1)
· R-phrases (see annex 2) (The R-phrases need not be written out in full here: reference should be made to heading 16, where the full text of each relevant R-phrase shall be given.)

· Concentration and concentration range (given in % by weight or by volume)

· EC-number (EINECS, ELINCS or No-longer polymers number), if applicable

· CAS number, if applicable

· Registration number, assigned under Article 20(1) of the REACH Regulation.

If applicable, one may provide the index number, if the substance is listed in the inventory of dangerous substances (equivalent to Annex 1 of Directive 67/548/EEC) or IUPAC name, if the substance is not listed in the inventory. 

If the substance does not meet the classification criteria, the reason for indicating the substance in this section shall be described, such as "PBT-substance" or "substance with a Community workplace exposure limit".

If the identity of a substance is to be kept confidential, as allowed under certain circumstances, alternative generic names may be provided, identified in accordance with the provisions published on the basis of art. 26 of the Polish act  (article 15 of Directive 1999/45/EC). In such cases the chemical properties of the substance shall be given in order to ensure safe handling. 

The person placing a preparation on the market, who may prove that if they indicate on the labelling or in the safety data sheet of the preparation the chemical name of the constituent substance classified as:

1. explosive

2. oxidizing

3. extremely flammable

4. highly flammable

5. flammable

6. hazardous to the environment

7. irritant (except substances with R41)

8. harmful (only for fatal effects in cases of acute exposure)

- will constitute the breach of business confidentiality, may be authorized by the Inspector for Chemical Substances and Preparations for including an alternative generic name of such substance, which may be a name identifying the most important function groups or another alternative name. Alternative generic names must not be used for substances, for which workplace exposure limits have been identified in separate provisions.

When dangerous impurities, additives or components have been identified in a substance, these have to be treated as ingredients (substances) of a preparation, i.e. the conventional method for preparations (calculation methods) described in part 7 of the regulation concerning the criteria and rules for classification of chemical substances and preparations (in EU law - Annex VI to Directive 67/548) has to be applied.

Identified impurities, additives and components are only considered if their concentrations are higher or equal to values given below, unless the inventory of dangerous substances (EU law - Annex I of Directive 67/548/EEC) gives lower concentration limits:

· 0,1% - for ingredients classified as very toxic, toxic or carcinogenic or toxic for reproduction category 1 or 2: 

· 1% - for ingredients classified as harmful, corrosive, irritating, sensitising or carcinogenic, mutagenic or toxic for reproduction category 3: 

It is recommended to indicate the concentration of the individual substances as precisely as possible. However, it is also allowed to indicate concentration ranges, e.g. in the following scales:


<  2,5%

> 2,5% 
<  5%

> 5% 
< 15%

> 15% 
< 30%

> 30% 
< 100%

More precise values are important if the customer has to classify a preparation. 

The labelling of such preparations must be in conformity with the provisions of Article 10 according to the principles set out in Articles 3 and 4 of Directive 1999/45/EC. However, in certain cases, the information on the label of the preparation or substance described in Section 1.7.2.1 is insufficient to enable other manufacturers who wish to use it as a constituent of their own preparation(s) to carry out the classification and labelling of their preparation(s) correctly.

In these cases, the person established within the Community responsible for placing the original preparation or substance described in Section 1.7.2.1 on the market, whether it be the manufacturer, the importer or the distributor shall supply upon justified request and as soon as possible all necessary data concerning the dangerous substances present to enable correct classification and labelling of the new preparation. This data is also necessary to enable the person responsible for placing the new preparation on the market to comply with other requirements

of Directive 1999/45/EC.

After identifying the relevant ingredients or impurities according to this system all information is usually summarised in a table (see annex 6).

3. Hazards identification

Indicate as clearly and briefly as possible the hazards the product presents to humans and the environment - including harmful physicochemical effects. This includes:

· Classification of the substance or preparation. 


(Hazard identification, number of R-phrases).

The labelling elements (hazard symbol and S-phrases) are to be indicated under heading 15

· Symptoms relating to the use and possible misuses of the substance or preparation

· Other hazards, even if they do not result in classification and labelling of the product, either because the required threshold or concentration is not exceeded (eg. sensitizing substances between 0,1 and 1 %), or because there is no obligatory chemical classification, e.g. dustiness, dust explosions, suffocation, freezing, ingredients hazardous for allergic people, hazards to soil-dwelling organisms, including, if possible, soil microorganisms and those present in the atmosphere, which affect the hazardous effect of the substance or the preparation.

This information is presented through the use of full R-phrases (see annex 2), but may also contain self-formulated texts.

A clear distinction has to be made between preparations, which are classified as dangerous according to the chemicals law and preparations which are not.

The classification of the substance shall be consistent with the classification provided to the classification and labelling inventory according to Title XI (will step into force 1 June 2008).

4. First-aid measures

This heading must contain information describing the first-aid measures in case of accidents and whether delayed effects are to be expected after exposure.

First-aid instructions must be brief and easy to understand for the victims, by-standers and first-aiders, therefore medical jargon is to be avoided as far as possible. 

The information has to be divided by "subheadings" into different routes of exposure, i.e. inhalation, skin and eye contact, ingestion.

Possible symptoms and effects are to be described briefly. It shall be indicated whether professional medical assistance is needed or advisable or whether specific means have to be available at the workplace for targeted and immediate treatment, e.g. eye showers, personal protection (see annex 4).

First-aid measures can often be described with S-phrases (see annex 2). If there are no suitable S-phrases, the standard phrases in annex 6 may help with the formulation of recommendations.

5. Fire-fighting measures

Indicate the requirements for fighting a fire caused by the substance or preparation or arising in its vicinity, in particular:

· information on suitable extinguishing media

· information on suitable extinguishing methods

· extinguishing media which must not be used for safety reasons

· special exposure hazards arising from the substance or preparation itself, combustion products, resulting gases,

· special protective equipment for fire-fighters.

A list of fire classes and an overview of the extinguishing media as well as an aid for choosing the correct media and method is available in annex 3. A choice of standard texts is available in annex 6. 

Measures relating to securing the surrounding area or to limit damage in the case of fire or removal of residues can be provided under the subheading "additional information".

6. Accidental release measures

Depending on the properties of the substance or preparation involved, the following information on safe handling of the released material may be needed:

Personal precautions:
Indicate measures for the protection of people who have contact with the released substance. This is particularly important for the clean-up work after an accidental release.

For example:

· removal of ignition sources 

· provision of sufficient ventilation/ respiratory protection 

· control of dust

· prevention of skin and eye contact

Environmental precautions:
Describe the measures for prevention of pollution of the environment after an accidental release: 

For example:

· keep away from drains, surface and ground water and soil, 

· possible need to alert the competent authorities/the neighbourhood.

Methods of cleaning up:

Indicate the measures to capture a substance after an accidental release.

For example: 

· Use of absorbents (e.g. sand, diatomaceous earth, acid binders, universal binders, sawdust) 

· Reduction of gases or fumes with water, 

· Dilution of the released product (respecting environmental protection measures).

In addition, media not to be used under any circumstances for cleaning up, have to be indicated and appropriate neutralisers for the released product have to be named.

If applicable, also refer to headings 8 and 13.

For dangerous products, suitable S-phrases may be used. Additional choice of standard phrases helping with the formulation of the information required in this chapter can be found in annex 6.

7. Handling and storage

Information in this section shall help the employer to devise suitable working procedures and organisational measures in line with health and safety protection at the workplace.

Where a chemical safety report or a registration is required, the information in this section shall be consistent with the information given for the identified uses and exposure scenarios set out in the annex to the Safety Data Sheet.

Handling

Specify precautions for safe handling of the substance or preparation including advice on technical measures such as:

· containment

· local and general ventilation 

· measures to prevent aerosol and dust generation 

· fire protection measures 

· measures required to protect the environment (e.g. use of filters or scrubbers on exhaust ventilation, use in a closed area, measures for collection and disposal of spillages, etc.)

· any specific requirements or rules relating to the substance or preparation (e.g. procedures or equipment which are prohibited or recommended)

Storage

Specify the conditions for safe storage such as:

· specific design for storage rooms (e.g. storage of liquid flammable materials) 

· vessels (including retention walls and ventilation) 

· securing the storage room or vessel against spillage and release of the substance/preparation 

· incompatible materials 

· conditions of storage (temperature and humidity limit/range, light, inert gas, etc.) 

· special electrical equipment and prevention of static electricity

Further measures may be necessary depending on the properties of the stored goods, the amount stored and local circumstances.

Indicate, if applicable:

· Quantity limits under specific storage conditions

· Special requirements, such as the type of material used for the packaging (containers) of the product 

· Technical protection measures in case of fire or explosion (e.g. fireproof storage rooms, fixed fire protection systems, fire walls, etc.)

Legal provisions for storage are named in annex 7.

Safe handling and storage measures can, in many cases, be described with S-phrases (see annex 2). There is an additional choice of standard phrases in annex 6.

Specific use(s)

For end products designed for specific uses, recommendations should refer to the intended use(s) and be detailed and operational. If possible, reference should be made to guidance from the respective industrial sectors.

8. Exposure controls and personal protection

Exposure limit values

Specify currently applicable specific control parameters including Polish occupational exposure limit values (NDS, NDSCh, NDSP) referring to relevant provisions and, if possible, biological limit values values (DSB) - (blood, urine). (See annex 7). Give information on currently recommended workplace exposure, monitoring procedures, e.g. methods of exposure measurement recommended for the use of specific substances. 

Where a Chemical Safety Report is required, the relevant DNELs and PNECs for the substance shall be given for the exposure scenarios set out in the annex to the Safety Data Sheet.

For preparations provide values for those constituent substances which are hazardous to health and were listed in section 3 of the SDS.

Exposure control

In the safety data sheet exposure control means a full range of protection and prevention measures to be taken during the use of the product in order to minimise worker exposure.

Where a chemical safety report is required, a summary of the risk management measures shall be given in Section 8 of the Safety Data Sheet for the identified uses set out in the Safety Data Sheet.

8.2.1   Occupational exposure control

To enable the employer to assess the risk to the health and safety of the employee, suitable information is required for the following:

· design of adequate work processes and engineering controls (e.g. in industrial installations)
· use of adequate equipment and materials 

· application of collective protection measures at source (e.g. extraction of exhaust air)

· application of individual protection measures, including personal protection equipment 

This information should complement the measures already given under heading 7.1, where handling advice is provided.

Technical measures take priority over the use of personal protection equipment.

Where personal protection is needed, specify in detail which equipment will provide adequate and suitable protection. Take into account the applicable legal Community and national regulations on workers' protection (Council Directive 89/686/EEC) and make reference to the appropriate norms and standards (see annex 8, B)

1.1.1.1 Respiratory protection

For dangerous gases, vapours or dust, specify the type of protective equipment to be used, such as self-contained breathing apparatus (dusts – filtering equipment, vapours and gasses – absorbing equipment), adequate masks and filters (see annex 4).

1.1.1.2 Hand protection
Specify the type of gloves to be worn during use of the substance or preparation including:

· Glove material (e.g. gloves made of polyethylene, see annex 4),

· Breakthrough time of glove material with regard to the amount and duration of dermal exposure.

If necessary, indicate additional hand protection measures.
1.1.1.3 Eye protection

Specify the type of eye protection equipment required such as, in particular safety glasses, safety goggles, face shield, hoods and masks with appropriate breathing apparatus in case of significant concentrations of irritant substances.

1.1.1.4 Skin protection

If it is necessary to protect a part of the body other than the hands, specify the type of protection clothing required (eg.: full protective suit, apron) and the type of protective footwear required.

If necessary, indicate any additional recommended protection measures, such as emergency body and eye showers as well as specific hygiene measures.

8.2.2 
Environmental exposure controls

Specify the information on environmental exposure control parameters, that the employer needs to fulfil his commitments under Community and national environmental legislation.

Where a chemical safety report is required, a summary of the risk management measures that adequately control exposure of the environment to the substance shall be given for the exposure scenarios set out in the annex to the Safety Data Sheet.

9. Physical and chemical properties

All relevant information on the product as supplied has to be given as precisely and completely as possible. 

For preparations usually the properties of the preparation itself have to be given and not the properties of its components.

The information in this section shall be consistent with the information provided in a registration where one is required.

Should it be advisable to give information about the properties of individual components, indicate carefully what the data refers to (e.g. in the case of a substance in an aqueous solution, when only the properties of the substance are known, but not the properties of the solution)

9.1 General information

	Appearance
	Physical state (solid, liquid, gas) and colour

	Odour
	If odour is perceptible, give a brief description. Terms such as "characteristic" or "typical chemical" odour are not helpful. Prefer a comparison with a familiar odour.


9.2 Important health, safety and environmental information

The following information on physicochemical properties should be collected as completely as possible so that adequate protection measures can be taken, if necessary.

	pH
	pH of the substance or preparation as supplied or of an aqueous solution. In the latter case, indicate the concentration

	Boiling point/boiling range
	°C

	Melting point
	°C

	Flash point
	°C

	Flammability (solid, gas)
	°C

	Explosive properties
	Yes/no

	Explosive limits 

· lower

· upper
	g/m3 or Vol.-%

	Oxidising properties
	Yes/no

	Vapour pressure
	Pa and temperature

1 Torr = 1mg Hg = 133,322 Pa

1 atm = 101325 Pa

1 mBar = 100 Pa

	Relative density
	kg/m3 or g/cm3 (preferably taken at 20 °C)

	Water solubility
	g/l (preferably taken at 20 °C)

	Other solubility
	Indicate solvent (e.g. standard fat)

	Partition coefficient
	n-octanol/water

	Viscosity
	

	Vapour density
	g/l (or in relation to air, e.g. heavier than air: >1)

	Evaporation rate
	


The physicochemical properties mentioned above are to be determined as laid down in provisions published on the basis of art 14. par.2 subpar. 1 of the act (EU law - part A of annex V of Directive 67/548/EEC) or according to a comparable method. It is desirable to indicate the method, but not obligatory.

For each point, it must be clear whether there is no information available for this property (e.g. "unknown") or whether the lack of information is due to it being possible to determine that property (e.g. "not applicable").

The abbreviation "n.a." stands for "not applicable" and is used, when a property test did not make sense or could not be carried out because of the physical state of a substance or preparation. 

9.3 Other information

Indicate other important safety parameters such as vapour density, miscibility, volatility, conductivity, viscosity etc.

In addition, the solubility in other solvents may be indicated (e.g. "miscible with most solvents").

Indicate other important safety parameters, such as miscibility, fat solubility (solvent – oil to be specified), conductivity, melting point/melting range, gas group (useful for

Directive 94/9/EC of the European Parliament and the Council of 23 March 1994 on the approximation of the laws of the Member States concerning equipment and protective systems intended for use in potentially explosive atmospheres1), auto-ignition temperature, etc.

The above properties shall be determined in accordance with the specifications laid down in the Commission Regulation on testing methods referred to in Article 13(3) or any other

comparable method.

10. Stability and reactivity

State the stability of the substance or preparation and the possibility of hazardous reactions occurring under certain conditions of use and also if released into the environment, indicating:

Stability:

Address, for example, whether there is:

- the possibility of degradation to unstable products

- the need for stabilisers (and if so, which ones)

- a safety significance of a change in the physical state 

- the possibility of hazardous exothermic reactions

10.1 Conditions to avoid

State conditions to avoid, such as heat, pressure, light, shock, etc., which may cause a dangerous reaction.

If possible give a brief description of the reaction.

10.2 Materials to avoid

List materials which may cause a dangerous reaction such as water, air (oxygen), acids, bases, oxidising agents or other materials.

If possible, give a brief description of the reaction.

10.3 Hazardous decomposition products

Under this heading indicate:

- hazardous substances which may be produced upon decomposition or reaction of the product in quantities posing a risk to health

- dangerous decomposition products formed upon contact with other substances, e.g. water

· toxic products are normally formed during combustion

Address specifically:

– the need for and the presence of stabilisers,

– the possibility of a hazardous exothermic reaction,

– safety significance, if any, of a change in physical appearance of the substance or

preparation,

– possibility of degradation to unstable products.
Indicate also if there is no information available on the stability and reactivity of the product.

To formulate the information for this chapter, you may use the R-phrases R1 to R19 and R29 to R32 and R44 listed in annex 2. Annex 8 also gives a choice of possible standard phrases.

11. Toxicological information

Provide a comprehensive description of the various health effects which can arise in case of contact with the substance or preparation. This information shall be based on practical experience or tests.

Describe the effects for the different routes of exposure (ingestion, inhalation, skin and eye contact) separately. Include known immediate or delayed effects as well as chronic effects from short- or long-term exposure.

Test results, experience or literature for the following points can be given:

· indicate toxicity after one exposure (acute toxicity, oral/dermal/inhalatory): route of exposure, species and value, e.g.:


LD50 oral, rat > 2000 mg/kg


LD50 dermal, rabbit = 316 mg/kg


LC50 inhalatory, rat = 0,5 mg/l/4h

· toxicity after several exposures (oral/dermal/inhalatory)

· irritation (of eyes, skin or respiratory tract)

· corrosive effect

· sensitisation (of skin or respiratory tract)

· properties: carcinogenic, mutagenic or toxic for reproduction 

· narcotic effects

· toxicokinetics, metabolism and distribution

Taking into consideration information given under heading 3, it is recommended to indicate harmful health effects of specific components of the preparation.

To formulate the hazards to be expected, the corresponding R-phrases of annex 2 may be used.

It also has to be indicated, if for both the preparation and its components neither scientific test nor practical experience are available.

For a preparation it does not make sense to list the toxicological data of all components. Possible effects of the preparation to human health shall be described in general terms.

The information in this section shall be consistent with the information provided for in a registration and/or in a Chemical Safety Report where required.

For substances subject to registration, summaries of the information derived from the application of Annexes VII to XI of the REACH Regulation shall be given. The information shall also include the result of the comparison of the available data with the criteria given in Directive 67/548/EEC for CMR, categories 1 and 2, following paragraph 1.3.1 of Annex I of this Regulation.

12. Ecological information

Describe the possible effects, behaviour and environmental fate of the substance or preparation in air, water and/or soil owing to the nature of the substance or preparation and likely methods of use. Information of the same kind shall be supplied for dangerous products arising from the degradation of substances and preparations.

If test results are available, they have to be given.

The information in this section shall be consistent with the information provided for in a registration and/or in a Chemical Safety Report where required.

12.1 Ecotoxicity

Indicate available data on short- and long-term effects for aquatic environment, both acute and chronic toxicity for:

· water organisms (type and duration, give value in mg/l)


fish, e.g. rainbow trout 96 h LC50 = 125 mg/l


daphnia, e.g. Daphnia magna 48 h EC50 = 15 mg/l


algae, e.g. Scenedesmus subspicatus 72 h LC50 = 0,5 mg/l


other water organisms, e.g. Lemna sp.

· soil organisms (micro- and macro-organisms)

bacteria: nitrogen transformation 28 d EC50 in mg N/kg soil


earthworms, e.g. Eisenia foetida 14 d LC50 = 200 mg/kg

· other environmentally relevant organisms (plants and animals, e.g. birds, bees)


birds, e.g. Colinus virginianus 8 d LC50 in ppm 


plants, e.g. Lolium perenne LC50 in mg/kg

Where the substance or preparation has inhibitory effects on the activity of micro-organisms, the possible impact on sewage treatment plants should be mentioned.

For substances subject to registration, summaries of the information derived from the application of Annexes VII to XI of the REACH regulation shall be included.

12.2 Mobility

Indicate the potential of the substance (or the appropriate constituents of a preparation mentioned under heading 2 of the safety data sheet), if released to the environment, to transport to groundwater or far from the site of release.

The following information can be relevant:

· Known or expected distribution to environmental compartments

· Surface tension

· Adsorption/desorption

12.3 Persistence and degradability

Indicate the potential of the substance (or the appropriate constituents of a preparation mentioned under heading 3 of the safety data sheet) to degrade in relevant environmental media, either through biodegradation or other processes such as oxidation or hydrolysis. Degradation half lives should be quoted where available. The potential of the substance or appropriate constituents of a preparation to degrade in sewage treatment plants should also be mentioned.

Biodegradability of surfactants should be determined by methods described in Annex III of the Regulation EC/648/2004.

12.4 Bioaccumulative potential

Indicate the potential of the substance (or the appropriate constituents of a preparation mentioned under heading 3 of the safety data sheet) to accumulate in biota and pass through the food chain, with reference to KOW and BCF, if available.

12.5 Results of PBT assessment

Where a Chemical Safety Report is required, the results of the PBT assessment as set in the Chemical Safety Report shall be given.

12.6 Other adverse effects

Provide, if possible, information on other effects, e.g.:

a) ozone depletion potential, 

b) photochemical ozone creation potential, 

c) global warming potential.
d) effects on sewage treatment plants
e) endocrine disruptors
If necessary, include: Do not discharge into ground water, soil or the drains.

Taking into consideration information given under heading 3, it may be necessary to indicate harmful environmental effects of specific components of the preparation.

If environmentally relevant data are unknown, indicate this.

Ensure that information relevant to the environment is provided under other headings of the safety data sheet, especially advice for controlled release, accidental release measures, transport and disposal considerations under headings 6, 7, 13, 14 and 15.

13. Disposal considerations

If the disposal of the substance or preparation (surplus or waste after a foreseeable use) presents a danger, describe the residues and give advice for their safe handling.

For the substance or preparation as well as for contaminated packaging material, the following information has to be given:

· The adequate disposal method (e.g. incineration, recycling, landfilling)

· If waste falls under any specific national or EU provisions on waste disposal, indicate these provisions, if possible.

In case of a dangerous substance or preparation intended for commercial or industrial use, indicate possibilities for

· Recovery or recycling,

· Re-use, or safe disposal

For surplus or waste of the products supplied, numbers of the European waste catalogue (EWC) have to be given.

If possible, indicate data on classification of waste.

Where a Chemical Safety Report is required, the information on the waste management measures that adequately control exposure of humans and the environment to the substance shall be consistent with the exposure scenarios set out in the annex to the Safety Data Sheet.

In annex 7 you find an extract of the corresponding legal provisions and standards. 

Information on the disposal can often be provided with S-phrases (see annex 2). A choice of possible standard phrases can be found in annex 6.

14. Transport information

Indicate any special precautions which a user needs to be aware of or needs to comply with in connection with provisions on transport or conveyance of the substance or preparation either within or outside his premises.

Information on classification should be related only to the kind of transport that the substance or preparation undergoes.

Where relevant, provide information on the transport classification for each of the modal regulations: IMDG (sea), ADR (road), RID (rail), ICAO/IATA (air). This might include inter alia (for more details see annex 5):

· UN number 

· class, subclass (tolerance group) of the good, and the packing group, if applicable

· proper shipping name, if applicable, complemented by  technical, chemical or biological name

· marine pollutant

· if air transport is not allowed

· if the product must not be transported by rail (e.g. organic peroxides, which require temperature control)

· if special provisions have to be fulfilled

The provisions for the classification as dangerous goods can be found in the texts given in Annex 8, eg.

ADR - Transport of dangerous goods by road (Council Directive 94/55/EC)

RID - Transport of dangerous goods by rail (Council Directive 96/49/EC)

IMO-IMDG - Transport of dangerous goods by sea

ICAO-TI and IATA-DGR - Transport of dangerous goods by air

Note: It is possible that the product is classified as dangerous within the scope of the act on chemical substances and preparations, but not within the scope of transport legislation (and vice versa) or that they are classified differently! Sometimes classifications for transport are different from those in supply!

For example: 

According to the regulations on the transport of dangerous goods, hydrogen peroxide in aqueous solution is classified as "flammable (oxidising) substance" in a concentration of 8% or more (class 5.1).

According to the chemicals legislation, hydrogen peroxide in aqueous solution is classified as oxidising only in a concentration of 60% and above.

The dangerous goods regulations are being updated every other year. Hence, a regular update of the safety data sheet may be necessary!

If the product is allowed for mail delivery, (licensed in the context of limited amounts of ADR/RID), you may write: Allowed for mail delivery.

If the product is not covered by the regulations on transport of dangerous goods, indicate this, e.g. with the following phrase: Product not classified by transport of dangerous goods regulations.

15. Regulatory information

Labelling:
Dangerous substances or preparations have to be labelled with the following elements:

· Hazard symbols (if applicable) and danger identification

· R-phrases

· S- phrases

For R- and S- phrases, the following applies: Only the full text is obligatory, but it is recommended to place the number (e.g. R 15, S 43) ahead of each text.

The EU list of substances includes a convention on the order of the R- phrases which is not obligatory but usually applied:

First, R- phrases for carcinogenic, mutagenic or toxic for reproduction (CMR) categories 1 and 2, then the other R-phrases in rising order.

For substances, indicate also:

· EU number (EINECS or ELINCS No.)

· Note "EU labelling", if classified according to EU list of substances (annex I of Directive 67/548/EEC)

· Note "attention- substance not completely tested":

for a new substance, the dangerous properties of which are not sufficiently known and thus labelling in accordance with the act on chemical substances and preparations is not possible, due to lack of data – this is in accordance with art. 25 par. 4 of the act and article 13 of Directive 92/32/EEC. 

For preparations, include also:

· Trade name or information on intended use of the preparation, chemical name of the constituent substances (see point 1.1.)

The substances contained in a dangerous preparation need not be indicated if they have exclusively explosive, oxidising, extremely flammable, highly flammable, flammable, irritating or environmentally dangerous properties.

· Note:" Attention - this preparation contains a substance not completely tested" if it contains at least 1% of such a substance.

· Relevant phrases from Annex 4 to the regulation concerning the labelling of packaging of dangerous substances and preparations (Dz.U.03.173.1679) with later amendments (Annex V to Directive 1999/45/EWG), which are used for certain preparations requiring specific labelling independent from the classification of that preparation e.g. for paints and varnishes containing lead.

For evaluating the classification and the resulting labelling, refer to (quotes see annex 7):

· act on chemical substances and preparations

· executive legal acts to the above eg.: regulation concerning the labelling of packaging of dangerous substances and preparations, regulation concerning the criteria and rules for classification of dangerous substances and preparations.

· Regulation concerning the Inventory of dangerous substances with their classification and labelling – (EU law – Annex I to (67/548/EEC))

-
results of tests conducted according to methods given in the annex to the regulation concerning methods of conducting tests of physicochemical properties, toxicity and ecotoxicity of dangerous substances and preparations (EU law – Annex V to (67/548/EEC) or comparable valid studies.

· Practical experience (e.g. epidemiological studies, validified scientific case studies etc.)

Additionally for substances:

· Validated scientific knowledge (e.g. from existing substances programmes, authorisation procedures for pesticides, etc.)

· Literature on the state of the art of science (recommended sources of information - see annex 8)

Additionally for preparations:
· conventional method (calculation method) according to the criteria and rules for classification of chemical substances and preparations (EU law – Directive 1999/45/EWG).

However, also after placing a substance or preparation on the market, the person responsible is obliged to stay informed on all facts and circumstances indicating adverse effects on humans or the environment. Due to this obligation to monitor the product, validated findings, such as not yet implemented EU Directives, have to be taken into consideration for classification and labelling.

Regulatory information:
Under this heading, include information concerning the protection of human health and the environment mentioned on the labelling, in accordance with the provisions on labelling of packaging of dangerous substances and preparations.

If the substance or preparation covered by this safety data sheet is the subject of specific provisions in relation to protection of man or the environment at Community level (e.g. authorisations given under Title VII or restrictions under Title VIII) these provisions shall, as far as is possible, be stated.

Polish laws and, if possible, EU legal acts (eg. regulations) should be stated here. 
It is recommended to indicate additional Polish requirements concerning the substances or preparations mentioned in the respective safety data sheet.

Annex 7 offers i.a. a choice of relevant legal provisions for chemicals.

16. Other information

Indicate any other information, which the supplier assesses as being of importance for the health and safety of the recipient of the safety data sheet, for example:

· The list and full text of all R-phrases referred to under heading 2 and 3 of the safety data sheet

· Training advice

· Non-binding recommendations of the supplier (e.g. recommended restriction on use)

· Sources of key data used to compile the safety data sheet

· Person or company department responsible for compiling the safety data sheet

· For a revised safety data sheet, unless indicated elsewhere:

Indicate the information which was added, deleted or revised. (Sometimes, it might be sensible to give also the reason(s) for the revisions)
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