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Version

Version 1.0

Changes

First edition.

‘ Date

September 2011

Version 1.1

Corrigendum covering the following:

(1) Footnote 25 on page 24 has been corrected by expanding it
to include a full listing of hazard classes or categories under (b),
(c), (d) as well as those under (a) already given.

(2) In the discussion of M-factors for mixture components under
3.2 on page 51 a reference to preference for listing in 2.1 (which
applies for substances) has been corrected to clarify that for
mixtures M-factors for components should be indicated together
with their classification information under 3.2.

December 2011

Version 2.0

Update of the guidance covering in particular the extension of
Appendix 2 of this guidance by transfer and update of
information previously in a separate guidance document (Part G
of the Guidance for IR&CSA). The updated appendix provides
guidance on how to include exposure scenario information in an
SDS and on how to extend an SDS by attaching the exposure
scenario. Updated guidance is provided on the correlation
between the exposure scenario and SDS sections.

The update also covers the following issues:

(1) Addition of a note in section 3.14 concerning the provision
under Regulation No 649/2012 (PIC regulation) to provide an
SDS in the language of the country or area of destination.

(2) Update of section 3.22 by deleting information already
covered by the updated Guidance for downstream users.

(3) Update of section 3.23 to ensure consistency with the
updated Guidance for downstream users. In particular one
additional option for downstream users who need to forward
information on mixtures has been added.

(4) Update of table 2 in Appendix 1 to delete information on
transition periods which have already expired and to add
clarifying detail in improved format on the retained information.

(5) Minor corrections to update hyperlinks and typographical
errors.

(6) Change of format to a new ECHA corporate identity.

XXX 2013
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1Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals
Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission
Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC,
93/67/EEC, 93/105/EC and 2000/21/EC (OJ L 396, 30.12.2006, corrected version in OJ L136, 29.5.2007, p.3).

2Third revised edition accessible at: unece.org/trans/danger/publi/ghs/ghs_rev03/03files_e.html

3Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification,
labelling and packaging of substances and mixtures amending and repealing Directives 67/548/EEC and 1999/45/EC,
and amending Regulation (EC) No 1907/2006 (OJ L 353, 31.12.2008, p.1).

4 Commission Regulation (EU) No 453/2010 of 20 May 2010 amending Regulation (EC) No 1907/2006 of the European
Parliament and of the Council on the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)
(0.J.L13331.05.2010, p1-43)

5Although according to Article 4(8) and Section 2.1 of Annex | of CLP certain objects described in CLP using the word
“article” (specifically in the combinations “explosive articles”, “pyrotechnic article” or “substances, mixtures and articles
...... which are manufactured with a view to producing a practical, explosive or pyrotechnic effect” as defined via point
2.1.1.1(b) or (c) and 2.1.1.2 of Annex I to CLP) should be classified and labelled according to CLP, the usage of the word
“article” in this combined context differs from the stand-alone definition of an “article” both under REACH (Article 3 (3))
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and under CLP (Article 2 (9)). For the purposes of REACH they are more likely to be considered as a combination of an
article (the container/packaging) and a substance/mixture (see ECHA guidance on requirements for substances in
articles). If appropriate, in such cases the SDS would be supplied for the corresponding substance/mixture.

6 Detailed information on how downstream users can fulfil their obligations under REACH is provided in the Guidance
for downstream users available at echa.europa.eu/guidance-documents/guidance-on-reach.
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7 Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from the risks related
to chemical agents at work (fourteenth individual Directive within the meaning of Article 16(1) of Directive 89/391/EEC),
0J L131, 5..5.1998, p.11).

8 See: live.unece.org/trans/danger/publi/ghs/ghs_rev03/03files_e.html
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OVERVIEW OF NEW REQUIREMENTS FOR SDSs

SDS section or New requirements for SDSs
sub-section title for substances

New requirements for SDSs
for mixtures

9Directive 91/155/EEC defining and laying down the detailed arrangements for the system of specific information
relating to dangerous preparations in implementation of Article 10 of Directive 88/379/EEC, O.J. L 76, 22.03.1991 p. 35

10Nevertheless, since there had been no formal requirement for guidance at EU level on the compilation of SDSs
according to Annex Il of REACH, Chapter 2 of the present document compares the changes in requirements for SDSs for
all versions of Annex Il under REACH with those of the previous legislation, including changes that were already
requirements as of 1 June 2007. This is in contrast to Chapter 4 of the present document, which refers only the two new
versions of Annex Il requirements that will be in force from 1 December 2010 to 1 June 2015 and from 1 June 2015

onwards respectively.
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OVERVIEW OF NEW REQUIREMENTS FOR SDSs

SDS section or

sub-section title

New requirements for SDSs
for substances

TN

11 "Identified use” is defined in REACH, Article 3, point 26.

New requirements for SDSs
for mixtures

12 See “Guidance on information requirements and chemical safety assessment Chapter R.12: Use descriptor system
accessible via: guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm
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OVERVIEW OF NEW REQUIREMENTS FOR SDSs

SDS section or New requirements for SDSs New requirements for SDSs
sub-section title for substances for mixtures

13 This is not required for substances subject to authorisation listed in Annex X1V of REACH if present in the mixture at
a concentration below that indicated in Art. 56(6) of REACH

14 In practice, for mixtures, information on whether the mixture contains PBT or vPvB substances at a concentration of
0.1% or greater assessed in accordance with the criteria of Annex XI1I. .

15 Note that the default value of 0.1% referred to here applies to substances listed in the candidate list (“in the list
established in accordance with Article 59(1)”) for reasons other than the hazards referred to in point (a) of 3.2.1 of
Annex Il. Otherwise it is the lowest concentration of the list of concentrations given in 3.2.1 (a) (i) — (viii) inclusive which
needs to be considered (the applicable concentration may therefore be above 0.1%).
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OVERVIEW OF NEW REQUIREMENTS FOR SDSs

SDS section or New requirements for SDSs New requirements for SDSs
sub-section title for substances for mixtures
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OVERVIEW OF NEW REQUIREMENTS FOR SDSs

SDS section or New requirements for SDSs New requirements for SDSs
sub-section title for substances for mixtures
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OVERVIEW OF NEW REQUIREMENTS FOR SDSs

SDS section or
sub-section title

New requirements for SDSs
for substances

WAL
L

New requirements for SDSs
for mixtures
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OVERVIEW OF NEW REQUIREMENTS FOR SDSs

SDS section or
sub-section title

Exposure Scenario
(annex)

New requirements for SDSs
for substances

For substances for which a chemical
safety assessment is required by REACH
and has been completed, the relevant
exposure scenario(s) must be attached
as an Annex to the SDS. The exposure
scenario extends the information given in
the main body of the SDS, but needs to
be considered together with (and be
consistent with) the information within
the SDS main body in order to maximise
its usefulness.

New requirements for SDSs
for mixtures

If an exposure scenario is prepared for a
mixture'®, it needs to be compiled by
evaluating the relevant available
information on the component
substances including the information
from the substances’ suppliers.

(There are other options for how to deal
with exposure scenario information for
components in a SDS for a mixture, see
also paragraph 3.22 of Chapter 3 and
Appendix 2; Furthermore section 7 of the
Guidance for downstream user provides
detailed guidance on how to forward
information on mixtures downstream).

16 Even though there is no requirement arising from Articles 14 or 37 of REACH for a CSR (and therefore a
corresponding exposure scenario) for a mixture these may be generated according to Article 31(2) of REACH (essentially
solely for the purpose of the SDS).
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17 unece.org/trans/danger/publi/ghs/ghs_rev03/English/0le_partl.pdf; Global Harmonized system of Classification
and Labelling of Chemicals (GHS).Third Edition, 2009.United Nations.

18 It should be noted that in the European Union regulatory framework the SDS is clearly targeted at the employer who
should use it as the basis of information and instructions which he transmits to the employee under Article 8.1 4t indent
of Directive 98/24/EC. However, the employee is NOT the primary target of the document and its provision to the
employee does not release the employer from his obligations under Directive 98/24/EC.

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu


http://www.unece.org/trans/danger/publi/ghs/ghs_rev03/English/01e_part1.pdf

Guidance on the compilation of safety data sheets
Draft version 2.0 July 2013

17

O~NOOUIAWNEPRE

©

10
11

12

13
14
15

16

17

18
19
20
21
22

23

24
25
26
27
28

29
30

31
32
33
34

35

36
37
38
39
40
41

42
43

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



18

Guidance on the compilation of safety data sheets
Draft version 2.0 July 2013

H
N

15
16

17
18

19
20

21
22
23

N
N

25
26

27
28
29
30

31
32

33

w
I

\ | I
Wkl

35
36

37
38
39

19 For a list of relevant legislation on plant protection and biocidal products see Article 15 of REACH.
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3. Composition and
determination of hazard
classification of
components

1. Identification

7. Handling and storage 8. Exposure controls

4, Fire aid
5. Fire-fighting 13. Disposal
6. Accidental release

9. Physical and chemical
properties incl.
classification

10. Stability and reactivity
11. Toxicological
information incl.
classification

12. Ecological information
incl. classification

14. Transport

15. Regulatory information

16. Other information

2. Hazard identification
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It should be further noted that according to the provisions of Article 17 (4) of the new Prior
Informed Consent (PIC) Regulation®® which enters into operation on 14 March 2014, for
substances for which an SDS is required (in the format of Annex Il to REACH) according to
Article 17 (3) of the same regulation: “The information on the label and on the safety data
sheet shall as far as practicable be given in the official languages, or in one or more of the
principal languages, of the country of destination or of the area of intended use” i.e. in
such cases the language(s) in which the SDS is to be supplied may include (where practicable)
languages which are not official languages of any EU Member State. The same provisions apply
until the above date according to Articles 16 (3) and (4) of Regulation (EC) No 689/2008

20 Pre-conditions that could apply would be e.g. that the recipients of the SDS supplied (and updated) via such a
mechanism need to be in agreement in advance, that each link provided must go only to the specific SDS appropriate to
the recipient, that the relevant MS competent authority for enforcement is in agreement etc.

21 Regulation (EU) No 649/2012 of the European Parliament and of the Council of 4 July 2012 concerning
the export and import of hazardous chemicals (recast); OJ L 201 27.07.2012 p 60. Available at eur-
lex.europa.eu/Result.do?T1=V2&T2=2012&T3=649&RechType=RECH_ naturel&Submit=Search.
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22 Regulation (EU) No 689/2008 of the European Parliament and of the Council of 17 June 2008 concerning the export

and import of dangerous chemicals; 0J L 204 31.07.2008 p 1. Available at
lex.europa.eu/Result.do?T1=V2&T2=2008&T3=689&RechType=RECH_naturel&Submit=Search.

23 echa.europa.eu/chem_data/authorisation_process/candidate_list _en.asp

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu

eur-


http://eur-lex.europa.eu/Result.do?T1=V2&T2=2008&T3=689&RechType=RECH_naturel&Submit=Search
http://eur-lex.europa.eu/Result.do?T1=V2&T2=2008&T3=689&RechType=RECH_naturel&Submit=Search
http://echa.europa.eu/chem_data/authorisation_process/candidate_list_en.asp

26

Guidance on the compilation of safety data sheets
Draft version 2.0 July 2013

a hw NP

21
22
23

N
N

Ll

25
26
27

28
29
30
31

32
33

w
i

35

36
37

38
39
40

24 The text in force from 1 June 2015 refers simply to “substances or mixtures” without reference to either the CLP
regulation or DPD, since from that date both must be classified according to CLP.
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3.19 Access to information in the SDS by workers|
According to Article 35 of REACH:
I —.

25 There are no provisions in REACH under which an SDS ever has to be supplied to a member of the general public (a
“consumer™); there is also no provision to stop this being done on a voluntary basis by any actor in the supply chain.
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3.22 When attachment of Exposure Scenarios to the SDS is required
According to the first paragraph of Article 31(7) of REACH:

“Any actor in the supply chain who is required to prepare a chemical safety report according
to Articles 14 or 37 shall place the relevant exposure scenarios (including use and exposure
categories where appropriate) in an annex to the safety data sheet covering identified uses

and including specific conditions resulting from the application of Section 3 of Annex XI.”

Thus, whenever there is a requirement for an actor (e.g. a registrant or a downstream user
preparing a CSR according to Art 14 or 37.4 of REACH) to include exposure scenarios in his
CSR, this actor has an obligation to place the relevant exposure scenarios in an Annex to the
SDS. It should be noted however that not all registrants who are required to carry out a CSA
and prepare a CSR?° are necessarily required to prepare an exposure scenario. Thus, for
example, although a CSA and a CSR are generally required for all substances subject to
registration in quantities of 10 tonnes or more, an exposure scenario is only required for those
for which the further criteria given in Article 14 (4) also apply (i.e. after 1 December 2010
those fulfilling the PBT/vPvB criteria or the criteria for any of the listed hazard classes in Article
14(4) of REACH as amended by Article 58 of CLP from that same date). These criteria are®’:

“4. If, as a result of carrying out steps (a) to (d) of paragraph 3, the registrant concludes
that the substance fulfils the criteria for any of the following hazard classes or categories set
out in Annex | to Regulation (EC) No 1272/2008:

(a) hazard classes 2.1 t0 2.4, 2.6 and 2.7, 2.8 types A and B, 2.9, 2.10, 2.12, 2.13
categories 1 and 2, 2.14 categories 1 and 2, 2.15 types A to F;

(b) hazard classes 3.1 to 3.6, 3.7 adverse effects on sexual function and fertility or on
development, 3.8 effects other than narcotic effects, 3.9 and 3.10;

(c) hazard class 4.1;
(d) hazard class 5.1

or is assessed to be a PBT or vPvB, ... ...

Thus, not all CSAs and CSRs necessarily lead to the need to generate an exposure scenario to
be attached to the SDS. If the substance does not fulfil any of the criteria of the Article 14(4)
(hazard classes, categories or properties) an exposure assessment is not needed and the

26 Note that there are cases where no CSA/CSR is needed at all (and thereby no ESs are to be provided), for instance in
the case of substances exempted from registration under annex IV or V or for recovered substances exempted from
presenting a registration dossier under art 2(7) (d).

27 The hazard classes or categories corresponding to the listing (where not already named in full in the text above) are:
(a) explosives (2.1), flammable gases (2.2), flammable aerosols (2.3), oxidising gases (2.4), flammable liquids (2.6),
flammable solids (2.7), self-reactive substances and mixtures types A and B (2.8 A + B), pyrophoric liquids (2.9),
pyrophoric solids (2.10), substances and mixtures which in contact with water emit flammable gases (2.12), oxidising
liquids categories 1 and 2 (2.13 1+ 2), oxidising solids categories 1 and 2 (2.14 1 + 2), organic peroxides types A to F (2.15
A to Finclusive); (b) acute toxicity (3.1), skin corrosion/irritation (3.2), serious eye damage/eye irritation (3.3)
respiratory or skin sensitisation (3.4), germ cell mutagenicity (3.5), carcinogenicity (3.6), [3,7, 3.8 as above], specific
target organ toxicity — repeated exposure (3.9), aspiration hazard (3.10); (c) hazardous to the aquatic environment (4.1);
(d) hazardous to the ozone layer (5.1).
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1 registrant can directly document the hazard assessment and PBT/vPvB assessment in the
2 chemical safety report without the need to generate an exposure scenario. Furthermore, the
3 CSA and CSR would normally be carried out as part of the preparations for a registration by
4  the relevant deadline. Exposure scenarios for particular substances on their own or in mixtures
5 will therefore normally only be attached to SDSs after the respective substance has been
6 registered.
7 Once prepared, the exposure scenario should be attached to SDSs as soon as practicable and
8 its attachment would then constitute a revision to the SDS. Where the exposure scenario
9 results in new risk management measures the SDS must be updated and provided to former
10 recipients in accordance with the provisions of Article 31(9)(a) of REACH (see also point 3.8
11 above).
12 3.23 Alternative ways to include?®® the Exposure Scenario information
13 into the SDS
14 For the cases described in 3.22 above, Article 31(7) of REACH specifies that the exposure
15  scenario must be placed in an annex to the SDS.
16 However, the second and third paragraphs of Article 31(7) further state that:
17 “Any downstream user shall include relevant exposure scenarios, and use other relevant
18 information, from the safety data sheet supplied to him when compiling his own safety data
19 sheet for identified uses.
20 Any distributor shall pass on relevant exposure scenarios, and use other relevant
21 information, from the safety data sheet supplied to him when compiling his own safety data
22 sheet for uses for which he has passed on information according to Article 37(2).”
23
24 For downstream users who are not required to carry out their own CSA for a particular
25 component substance (only) there are therefore alternative options for inclusion of the
26  exposure scenario information®.
27 In the case of a mixture containing substances for which an exposure scenario was required,
28 the inclusion of exposure scenario information in the SDS for the mixture should take into
29 account at least those substances present above the thresholds given in Article 14 of REACH.
30 The result is the following possible cases for inclusion of exposure scenario(s) information
31 (carried out by a Manufacturer/Importer or by a Downstream User (DU)) into SDSs:
32 1. attachment of the actual exposure scenario (s) resulting from a CSA for a substance
33 as such or exposure scenario resulting from CSA for a substance in a mixture in
34 concentrations above the thresholds given in Article 14. In this case, at least a
35 summary of the relevant key information from the attached exposure scenario must

28 “Include” is used here to mean either attach the exposure scenario (s) as a whole to the SDS (as an annex) and/or
integrate information from the exposure scenario into the main body (Sections 1 to 16 inclusive) of the SDS and/or
append to the SDS safe use information for the mixture.

29 The change in wording from “shall place” in the first paragraph of Article 31(7) with respect to those required both to
carry out a CSA/CSR and prepare an exposure scenario to “shall include relevant exposure scenarios” in the second
paragraph with respect to downstream users is significant. The latter wording is to be interpreted as allowing (if the SDS
compiler so chooses) “inclusion” of the relevant information from received exposure scenarios by methods other than
attachment as an Annex to the SDS.
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be included into the core sections of the SDS, with a cross-reference to the details
in the exposure scenario;

2. integration of exposure scenario information resulting from consolidation of various
exposure scenario s for substances used in a mixture into the core Sections 1-16 of
the SDS;

3. attachment of exposure scenario resulting from the CSA for a special mixture®;

(potentially) attachment of exposure scenario resulting from a CSA for a mixture
under Article 31(2) of REACH?>'.

5. append safe use information for the mixture derived from the exposure scenarios of
the component substances.

It should be noted that for a component of a mixture for which the downstream user is
required to carry out a CSA option 2 above is not available.

It should further be noted that although all of the options above are allowed under the
specified conditions they may not all be equally suitable in practice as a means of forwarding
the relevant information — for example further downstream users may prefer to receive
forwarded exposure scenarios for component substances in the mixtures that they receive
rather than consolidated documentation. In this way when they then formulate these mixtures
into further mixtures the component substances can be reconsidered together with the new
components. Option 2 may be more appropriate e.g. when supplying professional end-users.
Likewise, it is strongly recommended to use option 2 if the attachment of exposure scenarios
for component substances in mixtures would otherwise lead to SDSs of such inordinate length
that their recipients further down the supply chain would no longer be able to cope with the
amount of information contained within them.

The actor preparing the SDS should keep in mind that specific obligations for downstream
users apply to recommendations from exposure scenarios (Article 37(4)). Consequently when
information from an exposure scenario, such as RMMs, is incorporated in the body of the SDS
or appended to the SDS it is recommended that this information is identified that it originated
from an exposure scenario.

Appendix 2 provides more guidance to downstream users who need to “include” the exposure
scenario information for a substance into a SDS.

Detailed guidance on options for downstream users on how to forward downstream information
received from supplier(s) on the substance(s) as such or in a mixture(s) is provided in the
Guidance for Downstream users®?,

30 See Appendix 3 for more information of “special mixtures”.

31 At present there is no guidance available on how to carry out such a CSA. Such a CSA for a mixture is foreseen by
Article 31(2) of REACH for the purposes of generating consolidated information for an SDS. Neither Article 14 nor
Article 37 of REACH generate a requirement for such a CSA to be prepared as part of a registration.

32 Available at echa.europa.eu/web/guest/guidance-documents/guidance-on-reach.
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33 Note that participation in a consortium is not mandatory.
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34 The Guidance on waste and recovered substances is available at echa.europa.eu/guidance-documents/guidance-on-
reach.

35 Council Directive 86/609/EEC of 24 November 1986 on the approximation of laws, regulations and administrative
provisions of the Member States regarding the protection of animals used for experimental and other scientific purposes,
(0J L358, 18.12.1986 p.1).

36Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the protection of
animals used for scientific purposes (OJ L276, 20.10.2010 p33).
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37 Note that although at the time of writing names in Table 3.1 and 3.2 of Annex VI are not translated in the published
versions, the translations of entries can be viewed (after pre-selecting the required language before doing a search in the
option “search Annex V1”) via the JRC web-site at: esis.jrc.ec.europa.eu/index.php?PGM=cla.
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3 “3. The product identifier for a mixture shall consist of both of the following:
4 (a) the trade name or the designation of the mixture; ... ... ...”
5
6
7
8 An example of how the structure of this section may look for a substance is given below.
SECTION 1: Identification of the substance/mixture and of the company/undertaking
1.1 Product identifier:
Substance name:
EC No.:
REACH Registration No.: XX-XXXXXXXXXX-XX-XXXX
CAS No.:

Text Annex 11

=Y
(@)

11
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17

38 Identified use is defined in REACH, Article 3 (26).

39 More information on use descriptors is given in Chapter R.12 of the ECHA Guidance on Information Requirements
and Chemical Safety Assessment available at:
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guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm.

40 The full title of [and code for] the use descriptors as given in the Guidance on information requirements and chemical
safety assessment Chapter R.12: Use descriptor system is given here for reference but is not a legal requirement within
the SDS.
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41 Article 31 (1) of the REACH text defines the person required to supply the SDS as "the supplier of the substance or a
mixture". Article 3 (32) then defines "supplier of a substance or a mixture" as "any manufacturer, importer,
downstream user or distributor placing on the market a substance, on its own or in a mixture, or a mixture;" The
person placing on the market is also therefore the "supplier” of the SDS in this context.
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42Full text or risk phrases numbers with reference to SECTION 16 for full text.
43 See Article 10(2) of CLP ; also note that M-factors are already available in Annex VI to CLP for some substances.

44 Although, strictly speaking, the M-factor is not part of the "classification” itself, its determination for these substances
and mixtures is an essential integral part of the classification procedure to ensure that mixtures containing such
substances are correctly classified. ECHA therefore gives the strongest possible recommendation that information on M-
factors be given in the SDS.

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



44

Guidance on the compilation of safety data sheets
Draft version 2.0 July 2013

10

11
12

45 Note that additional numbering and sub-structuring below the subsection level is not a legal requirement.

46 Note that, by contrast to the information required to define a “classification” according to the DSD for a substance in
subsection 2.1 above, in the case of classification of a mixture according to the DPD in this subsection 2.2 the “indication
of danger” is not part of the required information.
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47 Note that additional numbering and sub-structuring below the subsection level is not a legal requirement.
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48 Unless both the actual labelling of the packs and the SDS referring to it qualify for the relevant transitional provisions
for substances already placed on the market before 1 December 2010 according to Article 61(4) of CLP and Article 2(6) of
Regulation (EU) No. 453/2010 respectively, up to 1 December 2012 at the latest.

49 i.e. including, for example, hazard pictograms which do not have to appear on the outer packs according to Article
33(1) of CLP because they relate to the same hazard as in the rules for transport of dangerous goods

50 i.e. by implementing early the version of Annex Il that comes into force on 1 June 2015 for his mixture according to
the provisions of Article 2(3) of Regulation 453/2010.

51 According to Article 2(3) of CLP " *hazard 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 on the
hazard concerned; "
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52 Available at: guidance.echa.europa.eu/guidance_en.htm.

53 Note that the p-number (e.g. "P202") is not itself a part of the precautionary statement, but it may be useful to
indicate it in brackets after the statement for ease of reference.

54 Precautionary statements should be provided in the SDS (and not on the label) only when they would not be necessary
on the label itself to reflect the nature and severity of hazards (see the conditions in Article 28(3) of CLP).
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55 Sodium peroxide has been used as an actual example to further illustrate reduction of the number of precautionary
statements. This is therefore not an example of a substance subject to authorisation.
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56 Note that the product identifier, although a label element, is not given in subsection 2.2 as it is not specified as one of
the elements which should appear here. It is to be given in section 1.1.

57 Note the reference number of pictograms, R and S phrases, and H and P statements (e.g. “H271") do not need to
appear on the label and in subsection 2.2 of the SDS; only their full text is required. However, in order to be able to check
and/or compare labelling information, it is recommended to quote these numbers in sub-section 2.2 of the SDS.

58 See next page for further information on how the number of precautionary statements has been reduced.
59 (Note spelling of “center” is US, carried-over from GHS).

60 If applicable.
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61 Available at: guidance.echa.europa.eu/guidance_en.htm.
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62 Whichever of these two subsections is not applicable becomes the only subsection in the SDS which may be left
completely blank.

63 Itis specifically not intended to require information to be given here on surfactant properties of (liquid or dissolved)
substances or mixtures.
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SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS
3.1 SUBSTANCES

Product identifier type in Identifier Identification Weight % EC
accordance with Article 18(2) of number name content Number®®
Regulation (EC) No 1272/2008 (or range)

SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS:
3.1 SUBSTANCES

Name Index number in CLP Annex VI Weight 26 content (or range)

64 Note that the field names need not in practice be as pedantic as those used for illustration here and that a more
“classical” listing with multiple identifiers would also be acceptable, as long as the content of the fields conforms with the
requirements — see reduced example on next page.

65 If all the first three columns in this example are populated this column is not a requirement — it is for information
only.

66 Ethylbenzene has of course also an index number in Annex VI of CLP — the CAS number has been chosen here to
illustrate the principle that any of the identifiers given in the Annex can be used — in practice consistency might be
desirable in choice of available numbers.

67 This is the actual IUPAC name for the substance otherwise known as 4-tert-butyl catechol./ 4-tert-butyl pyrocatecol /
TBC.
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1.1 Hazard class and category Concentration
limit %
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68 Although, strictly speaking, the M-factor is not part of the "classification” itself, its determination for these substances
and mixtures is an essential integral part of the classification procedure to ensure that mixtures containing such
substances are correctly classified. ECHA therefore gives the strongest possible recommendation that information on M-
factors be given in the SDS.

69 Note that In contrast with the case for listing of substance identities in SDSs for a substance in subsection 1.1 there is
no specific requirement that the product identifier information for component substances of a mixture given in
subsection 3.2 should conform to the full requirements of either Article 18(2) [or Article 18(3)(a)] of CLP.
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SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS
3.2 Mixtures

Description of the mixture:Mixture of Styrene and Ethylbenzene.

Hazardous ingredients:

CAS No EC No Index No. REACH % Name Classification | Classification
Registration | [weight] according to according to
No. 67/548/EEC Regulation
(EC) No
1278/2008
(CLP).

-
F

70 PLEASE NOTE: This example is given for the purposes of illustrating the format of entries in this subsection, and in
particular the difference by comparison of with an entry in subsection 3.1 for a substance with impurities. IT IS NOT TO
BE TAKEN AS AN INDICATION THAT SUCH A MIXTURE WOULD BE STABLE AGAINST POLYMERISATION OR
OTHER REACTIONS.
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Text Annex 11

71 Ingredients required to be listed according to the Detergents Regulation can be displayed under subsection 3.2. of the
SDS, providing that these are clearly distinguished from each other by means of suitable subheadings indicating to which
piece of legislation they apply. For more information see:
ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/detergents/index_en.htm#h2-6.
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—
Some examples of the kind of recommendations that could be included in this subsection are:|
*  Wet clean or vacuum up solids.
__

6.4 Reference to other sections

Text Annex 11

72 “A bund is a provision of liquid collection facilities which, in the event of any leak or spillage from tanks or pipe
work, will capture well in excess of the volume of liquids held, e.g. an embankment. Bunded areas should drain to a
capture tank which should have facilities for water/oil separation.”

73 “i.e. providing a cover or protection (e.g. to prevent damage or spillage).”

74 Globally Harmonized Classification and Labelling system of Chemicals (GHS), Fourth revised edition 2011. Annex 4
— Guidance on the preparation of Safety Data Sheets, page 415; See:
unece.org/trans/danger/publi/ghs/ghs_rev04/04files_e.html.

75 Note that additional numbering and sub-structuring below the subsection level is not a legal requirement.
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Text Annex 11

76 Directive 2003/105/EC of the European Parliament and of the Council of 16 December 2003 amending Council
Directive 96/82/EC on the control of major-accident hazards involving dangerous substances. OJ L 345, 31.12.2003, p.

97-105.
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Text Annex 11

77 Note: Even for substances at > 10 t/a for which a CSA is required there are further criteria according to Article 14 (4)
before an exposure scenario is required, however these criteria will apply for most substances for which an SDS is
required.

78 Special mixtures are those in which a common feature is that the properties of the constituent substances are
modulated by their inclusion within the matrix of the mixture. The availability for exposure of the constituent substances
and their potential to express any ecotoxicological/toxic properties may be affected following their inclusion in the
matrix.

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Guidance on the compilation of safety data sheets
Draft version 2.0 July 2013

71

Text Annex 11

79 See point 3.2.1 (b) of text of Annex Il text above.
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SUBSTANCE: ACETONE
CAS NO. 67-64-1

80 Point 8.1.1 of the legal text quoted above specifies that the OEL’s of the MS where the SDS is being provided must be
listed. This means that if an SDS is compiled only for supply to a single MS, only this country’s OEL need be given.
However as many suppliers may use the same SDS content (suitably translated) in several countries and several
languages version many SDSs will in practice need to give the OELs for multiple countries.

81 It is desirable to repeat values even where they are the same for multiple MSs since otherwise there is the danger of
creating the misconception that no OEL is available for that specific MS (or country in general if non-MS values
included).

82 This information has not yet been inserted in the example, but would need to be inserted in practice. “Legal basis” in
this context means the national legislation or other provision which gives rise to the limit.

83 It should be noted that only national values are required to be given based on Regulation EU 453/2010 — it can be
considered to be useful practice to give the EU value, where there is a corresponding one.
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Country (Country information where available)

84 Note: while databases from non-regulatory organisations are a useful source of reference, due care should be
exercised to confirm that the data is up to date and accurate.
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http://www.dguv.de/ifa/en/gestis/limit_values/pdf/uk.pdf
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85 For certain types of substances and mixtures (e.g. complex UVCBs) such methods may not be available.
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SUBSTANCE NAME

EC number: CAS number:
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The control banding approach
4
5
6
7
8
9
1. Employ good industrial hygiene practice
2. Use local exhaust ventilation
3. Enclose the process
4. Seek the advice of a specialist
8.2 Exposure controls

Text Annex 11

21

86 See: ilo.org/legacy/english/protection/safework/ctrl_banding/whatis.htm.
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87 Corrigendum to Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the
protection of workers from the risks related to exposure to carcinogens or mutagens at work (Sixth individual

Directive within the meaning of Article 16(1) of Council Directive 89/391/EEC) (codified version) OJ L 229,
29.6.2004, p. 23.

88 Council Directive 89/686/EEC of 21 December 1989 on the approximation of the laws of the Member States
relating to personal protective equipment OJ L 399, 30.12.1989, p. 18.
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89 Note that the measures to be described under subsection 8.2 are those to be implemented under normal
operation, whereas those in SECTION 6 are for accidental release. They may therefore be very different.

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Guidance on the compilation of safety data sheets
82 Draft version 2.0 July 2013

1 Anexample of how the structure of this subsection could look is given below*:
8.2 Exposure controls
8.2.1 Appropriate engineering controls:
Substance/mixture related measures to prevent exposure during identified uses:
Structural measures to prevent exposure:
Organisational measures to prevent exposure:
Technical measurres to prevent exposure:
8.2.2 Personal protection equipment:
8.2.2.1Eye and face protection:
8.2.2.25kin protection:
Hand protection:
Other skin protection:
8.2.2.3Respiratory protection:
8.2.2.4Thermal hazards:
8.2.3 Environmental exposure controls:
Substance/mixture related measures to prevent exposure:
Instruction measures to prevent exposure:
Organisational measures to prevent exposure:
Technical measures to prevent exposure:
2
3
(B4 9 __SDS SECTION 9: Physical and chemical properties

90 Please note that numbering below the level of the subsection 8.2 is in the example is not a legal requirement —
it has been inserted for clarity. See also note in Chapter 3.6 of this guidance on numbering of subsections.
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(iii) quantity limits under storage conditions (if relevant); and
(iv) packaging compatibilities

10.5 Incompatible materials

Text Annex 11
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91 As required by point 11.1.3 of the legal text quoted above from 01 December 2010 (corresponding to point 11.1.1
of the further text in force from 01 June 2015 also quoted).
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11.1.1°% Acute Toxicity:

Method:
Species:
Routes of exposure:
Effective Dose:
Exposure time:
Results:

1
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3

4

5

Text Annex 11
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Text Annex 11

92 Note that additional numbering and sub-structuring below the subsection level is not a legal requirement.
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Text Annex 11
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I
12.5 Results of PBT and vPvB assessment
F
“According to the results of its assessment, this substance is not a PBT or a vPVB" or
—
]
12.6 Other adverse effects
I —
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93 Commission Regulation (EU) No 286/2011 of 10 March 2011, amending, for the purposes of its adaptation to
technical and scientific progress, Regulation (EC) No 1272/2008 of the European Parliament and of the Council
on classification, labelling and packaging of substances and mixtures, O.J. L83, 30.03.2011 p1.

94 Available at : guidance.echa.europa.eu/guidance4 en.htm (page 145 on “4.1.4.3 Classification criteria for
mixtures hazardous to the aquatic environment based on test data on the mixture as a whole”.
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Text Annex 11

95 The European Waste Catalogue (EWC) was replaced by a combined European List of Wastes (LoW) via the
Commission Decision of 3 May 2000 replacing Decision 94/3/EC establishing a list of wastes pursuant to Article
1(a) of Council Directive 75/442/EEC on waste and Council Decision 94/904/EC establishing a list of hazardous
waste pursuant to Article 1(4) of Council Directive 91/689/EEC on hazardous waste (OJ L 226, 6.9.2000, p. 3).
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96 “should” is used here rather than “must” since the legal text requires such disposal to be discouraged, not for it
to be prohibited.

97Directive 2008/98/EC of the European Parliament and of the Council of 19 November 2008 on waste and
repealing certain Directives.

98 Note that additional numbering and sub-structuring below the subsection level is not a legal requirement.
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Text Annex 11

99PLEASE NOTE THAT WHERE FOOTNOTES (SUCH AS THOSE BELOW HERE) ARE GIVEN AS PART OF
THE QUOTED ORIGINAL LEGAL TEXT THEY ARE REPRODUCED IN THEIR ORIGINAL FORM, EVEN
WHERE UPDATES TO THE DOCUMENTS CITED MAY ALREADY BE AVAILABLE.

100 United Nations, Economic Commission for Europe, version applicable as from 1 January 2009, ISBN-978-
92-1-139131-2.

101 Annex 1 to Appendix B (Uniform Rules concerning the Contract for International Carriage of Goods by Rail)
of the Convention concerning International Carriage by Rail, version with effect from 1 January 2009.

102 Version as revised as of 1 January 2007.

103 OJ L 260, 30.9.2008, p. 1.

104 International Maritime Organisation, 2006 edition, ISBN 978-92-8001-4214-3.
105 IATA, 2007-2008 edition.
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14.2. UN proper shipping name
The UN proper shipping name from the Regulations as mentioned above shall be provided.
14.3. Transport hazard class(es)
14.4. Packing group
14.5. Environmental hazards
14.6. Special precautions for user
14.7. Transport in bulk according to Annex II of MARPOL 73/78 and the IBC Code

1

2

3

4

5

6 Information is specifically required on UN number, proper shipping name, transport
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107 IBC Code, 2007 edition, London, IMO 2007, ISBN 978-92-801-4226-6.

108 MEPC.2/Circular, Provisional categorisation of liquid substances, version 14, effective 1 January 2009.
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109 There is, however, no explicit requirement under REACH to transfer this segregation group information to
the SDS, although it may be desirable to do so.

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Guidance on the compilation of safety data sheets
110 Draft version 2.0 July 2013

10
11

12

13
14
15
16
17

18

—
[
o
—
=y
D
[o9)
(@]
[w}
o
Qo
D
w
e
@D
(2]
=
o
=
=
o
@D
8
w
2
—
=y
5.
c
Q
Q
QD
=
«Q
o
D
@
—
=y
D
=]
—
@D
=
>
QO
=
o
>
2
<
QD
=
=
3
(1]
w
=
g
[o0)
=
~
(@]
Q
=
«Q
o
D
%)
=
<
wn
v9)
@]
~

Code which was adopted in December 2008 by IMO resolution MSC.268(85) and whose application has been
recommended since 1 January 2009, deals with solid cargoes. Some of its provisions have been in force since 1
January 2011, but information on these is not yet required in SDSs according to REACH. Information on these
provisions could be given on a voluntary basis either within this subsection 14.7 or elsewhere in the SDS (e.g. in
Sections 15 or 16).

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Guidance on the compilation of safety data sheets
Draft version 2.0 July 2013

111

0 ~NO O

11
12

13
14
15

16

17
18

Text Annex 11

.
I
T ...
.
s

111 [N.B. This footnote is NOT part of the legal text quoted above] Regulation (EC) No 2037/2000 was repealed
as of 1 January 2010 and recast as regulation (EC) 1005/2009 (0.J. 1286/1 31.10.2009).

112 Directive 2008/105/EC of the European Parliament and of the Council of 16 December 2008 on
environmental quality standards in the field of water policy, amending and subsequently repealing Council
Directives 82/176/EEC, 83/513/EEC, 84/156/EEC, 84/491/EEC, 86/280/EEC and amending Directive
2000/60/EC of the European Parliament and of the Council (O.J. L 348/84 24.12.2008, pages 84-97).
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5+ national laws of the relevant Member States which implement these provisions;
10

11

12 In Germany:

13 i. Water hazard classes (Wassergefahrdungskiassen)
14 ii.Technical instruction air (TA-Luft)

15 i Technical rules for dangerous substances (TechnischeRegelnfiirGefahrstoffe)
16 In France:

17 i. tableaux de maladies professionnelles

18

19
20 In the Netherlands:
21
22

28

Text Annex 11

113 Directive 2004/42/EC of the European Parliament and of the Council of 21 April 2004 on the limitation of
emissions of volatile organic compounds due to the use of organic solvents in certain paints and varnishes and
vehicle refinishing products and amending Directive 1999/13/EC (0O.J. L 143/87 30.4.2004, pages 87-96).

114 Regulation (EC) No 648/2004 of the European Parliament and of the Council of 31 March 2004 on
detergents (O.J. L 104/1 8.4.2004, pages 1-35).
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115 If both the relevant classifications and the methods used to derive them have already been given elsewhere in
the SDS then this information need not be duplicated here.
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Appendix 1. Timetable for the application of CLP labelling
and corresponding requirements for SDSs in amended
versions of Annex Il of REACH

There are three versions of Annex Il of REACH taken into account in this guidance
document:

e 2006 = the original Annex Il, as published with the REACH regulation prior to the
2010 amendment!*®

e 2010 1 = Annex | of Commission Regulation (EU) No. 453/2010 amending Annex
Il of REACH.

e 2010 1l = Annex Il of Commission Regulation (EU) No. 453/2010 amending
Annex Il of REACH.

Due to the transition periods it is to be expected that, until 1 June 2017, there will be
different valid formats of SDS in co-existence. These must reflect the appropriate
classification and labelling of substances and mixtures to which they refer during and
after the transition period.

The 2010 I and 2010 Il versions of Annex Il of REACH differ mainly regarding their
requirements to mention classification and labelling according to different systems during
the relevant transition periods. The differences are particularly reflected in the contents
of SECTIONS 2, 3 and 16.

Table 2 shows the different requirements and possibilities during the transition periods,
for both labelling and SDS. It highlights in particular, for substances and mixtures
labelled according to CLP, when both classifications (CLP and DSD/DPD*'") need to be
mentioned in the SDS.

116 As the transition period for implementing certain changes in both format and content of SDSs from the initial
2006 version of Annex Il expired on 1 December 2012, references to options allowed only up to this date which
have now already expired have been removed from the summary table below in the updated 2013 version of this
guidance document.

117 For mixtures (voluntarily) labelled according to CLP - in advance of the 1 June 2015 deadline for doing so -
the requirement to include DSD/DPD classifications until 1 June 2015 in subsections 2.1 and 3.2 does not arise
from the Annex text of 2010 Il itself, but rather arises from taking the option (afforded by Article 2(3) of
COMMISSION REGULATION (EU) No 453/2010) to label according to CLP “early” and therefore needing to
additionally conform with the requirement to also give the DPD classification in 2.1 until 01/06/2015
(according to Article 2(4) of COMMISSION REGULATION (EU) No 453/2010).
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Table 2: Transitional period for the implementation of CLP labelling and corresponding requirements for SDSs.

Substances Until 01/06/2015 From 01/06/2015
Label CLP CLP
SDS Version: 2010 1 Version: 2010 11
Section 2.1: CLP and DSD classifications Section 2.1: CLP classification
Section 2.2: CLP labelling elements (only**®) Section 2.2: CLP labelling elements (only*??)
Mixtures Until 01/706/2015: all mixtures From 01/06/2015: new mixtures on the
Until 01/06/2017: mixtures already on the market before 01/06/2015 (“on the shelves”) market after 01/06/2015 ; or optionally all
mixtures
Option 1 Option 2 From 01/06/2017: all mixtures
Label DPD CLP (i.e. “early” implementation of CLP label) | CLP
SDS Version: 2010 1 Version: 2010 1 Version: 2010 11
Section 2.1: DPD classification Section 2.1: CLP and*® DPD classification Section 2.1: CLP classification
Section 2.2: DPD labelling elements (only*??) | Section 2.2: CLP labelling elements (only*??) Section 2.2: CLP labelling elements
Section 3.2: DSD classification Section 3.2: CLP and DSD classification Section 3.2: CLP classification (components)
(components). CLP classification of (components)
components if provided by supplier
Section 16 (optional): CLP classification of
mixture

118 In all cases whichever (single) set of labelling elements (either DSD/DPD or CLP) is quoted in Section 2.2 of the SDS should correspond to that actually used on the label for
the substance or mixture to which the SDS refers, as supplied.
119 See footnote 119 on previous page.
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Appendix 2. Including relevant exposure scenario
information into Safety Data Sheets

Possible options for inclusion of relevant exposure scenario information for a substance into a
safety data sheet have been explained in sections 3.22 and 3.23 of this guidance. This
appendix provides additional guidance on this topic.

Transmission of information on safe use down the supply chain

The CSR for a substance may include one or more exposure scenarios in its heading 9
Exposure Assessment. The exposure scenarios in the CSR are meant to document the
conditions of safe use (operational conditions (OC) and risk management measures (RMM))
that have been assessed by the registrant. Each of the exposure scenarios addresses one or
more identified uses. Exposure estimate and, where feasible, risk characterisation are required
for each exposure scenario in order to demonstrate adequate control of risks for human health
and for the environment. REACH requires that the registrant (or any actor in the supply chain
who is required to prepare a CSR) places the relevant exposure scenarios in an annex to the
SDS (making it an extended safety data sheet) he supplies his downstream users further down
the supply chain. The purpose of the exposure scenario in the communication to downstream
users is to provide guidance on how to use the substance in a way that control of risks is
ensured. For this reason, the information in the exposure scenarios annexed to the SDS for a
substance should be focused on what the recipients of the SDS need to know in order to
ensure safe use of the substance. It is however also required that there be consistency
between the exposure scenario information in the CSR and the exposure scenario(s) attached
to the SDS. The exposure scenario(s) attached to the SDS must cover all uses at all life cycle
stages that are relevant for the recipient of the substance. This means that the exposure
scenario(s) has/(have) to address specific uses of immediate downstream users and uses
further down the supply chain for which conditions of safe use have been documented in the
CSR 2, In order to fulfil this requirement, registrants (or downstream users preparing the
CSR) need to understand the supply chain of the substance in the market, the uses of the
substance by their customers and foreseeable uses of the substance further down the supply
chain. Conditions of safe use (and related exposure scenarios) may be different for each
individual use or they may be the same for a group of uses. For this reason, the number of
exposure scenarios included in the SDS for a specific substance may vary depending on the
number of individual uses or groups of uses covered for the substance®®. If a substance ends
up in different supply chains (with different uses and conditions of use), exposure scenarios
attached to the SDS have to cover uses and use conditions that are relevant for each supply
chain. Communication within the supply chain and support from sector organizations are key
elements to help registrants (or downstream users preparing the CSR) to identify relevant
exposure scenarios to be attached to the SDSs. The attachment to SDSs of all exposure
scenarios covering all identified uses without taking into account their relevance for
downstream users to whom they are addressed should be avoided.

When a registrant considers the use of scaling to be applicable for his substance he has to
explicitly indicate, for each specific use (and exposure scenario), applicable scaling options
including which determinants of the exposure can be modified by scaling and the specific

120 Additional information on ESs for SDS and exposure scenario for and CSR is available in the ECHA guidance on
information requirement and CSA Part D echa.europa.eu/web/guest/guidance-documents/guidance-on-information-
requirements-and-chemical-safety-assessment.

121 Note that for a supplier of a substance manufactured or imported at an annual volume of below 10 tpa and therefore
not requiring a CSA there may legitimately be no ESs at all attached to the SDS.


http://echa.europa.eu/web/guest/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/web/guest/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
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1 scaling tool(s) that can be used (e.g. an algorithm or an IT tool)*??. It is furthermore important
2 that information on scaling is communicated by downstream users when extended SDSs are
3 prepared by them for communication of safety information to their customers further down the
4 supply chain.
5 The information in the extended SDS may include advice that refers to uses and life cycle
6  stages beyond “downstream uses” as intended by REACH (e.g. uses by consumers, life cycle of
7 articles, waste stage etc..). In such a case, downstream users receiving extended SDS
8 information are expected to:
9 « inform/instruct users of substances or mixtures who are members of the general
10 public, even though no safety data sheet is required to be provided to them,
11 « fulfil their duties related to safety or emission behaviour of articles supplied by them,
12 as laid down in other legislation (e.g. toys, construction products), and to comply with
13 their duties under Article 33 (if they are article producers) and
14 « fulfil their duty to select appropriate waste disposal routes.
15 Inclusion into the SDS of exposure scenario information relevant for the immediate
16 downstream user and subsequent users
17 The ultimate aim of a supplier of a substance who provides an extended SDS to his
18 immediate downstream users is to communicate clear and understandable information on
19 how the substance (either as such or in a mixture) can be used “safely” by them.
20 Registrants or downstream users preparing a CSR for a substance for which an exposure
21 scenario is required, are required to attach relevant exposure scenario(s) to the safety
22 data sheet for the products (containing the substance) they deliver to their immediate
23 downstream users. Additional information is available in sections 3.22 and 3.23.
24  When a downstream user receives an exposure scenario for a substance from his
25  supplier, he has to check if his use or conditions of use are covered by the exposure
26  scenario. Practical advice on how to check whether a use is covered and how to choose
27 and carry out the appropriate action is provided in sections 4 and 5 of the Guidance for
28 downstream users and in the Practical guide “How downstream users can handle
29  exposure scenarios”'?3,
30 A downstream user of a substance may supply that substance in his products further down the
31 supply chain. This is typically the case for formulators using substances in their mixtures and
32 supplying mixtures to other formulators and/or to end users. A downstream user supplying a
33 substance (e.g. in a mixture), for which an extended SDS has been provided by the supplier of
34  the substance, has to check whether the foreseeable uses of his mixtures (containing the
35 substance) are covered in the exposure scenarios he has received for the substance. If uses
36 are covered, the downstream user has to “include” the exposure scenario (of the substance)
37 into the SDS of his mixtures if:
38 e an SDS is required for the mixture and
39 « the concentration of the substance in the mixture exceeds the limits indicated in Article 14
40 of REACH.

122 See Guidance for downstream users for more details (echa.europa.eu/web/guest/guidance-documents/guidance-on-
reach).
123 At echa.europa.eu/web/quest/practical-guides.
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Depending on how diverse the OCs and RMMs for the substances in the mixture will be
further downstream, the inclusion of the exposure scenario can be carried out in
different ways, as described in section 3.23.

Downstream users may have different levels of technical competence to identify, apply
and recommend appropriate measures to control risks identified in the SDS supplied to
them. Thus, when compiling the extended SDS for a substance, the supplier
(manufacturer, importer or downstream user) will need to anticipate the role of his
immediate downstream user in the supply chain and to present the information in a way
that enables the immediate downstream user to identify the measures that are relevant
to recommend to his own customers.

It is therefore crucial that the supplier prepares an exposure scenario that contains
practically useful information related to the downstream user’s processes, structured in a
“possibly standardized” format and written in a technical language that is understandable
to the downstream user. More detailed information on exposure scenarios for
communication can be found in Chesar user manual 2*?*. Furthermore, guidance for
formulators on how to forward information on mixtures down the supply chain is provided
in the Guidance for Downstream users*?® (section 7).

The supplier is expected to phrase the OC and RMMs so that they can be included and
recommended in the SDS for a mixture without need for re-phrasing*?® by the immediate
downstream users (e.g. using so called “standard phrases”*?").

Distributors

Distributors, even though they are not downstream users under REACH, have a
fundamental role in the communication flow up and down the supply chain, including via
the SDS. They have a key position as they may have direct contact with the
manufacturer/importer and the end-user of the substance. Under REACH, the customer
of a distributor is considered as an immediate downstream user of the registrant. It is
therefore recommended that the registrant actively approach the distributors to seek
agreement on how the registrant can increase his knowledge on the conditions of use in
the distributor’'s market, for the purposes of the exposure scenario and other SDS
information without requiring the distributor to disclose confidential business information
(CBI). More detailed information on the role and obligations of the distributor are
provided in the Guidance for downstream users.

The exposure scenario and corresponding Sections in the safety data sheet.

Table 3 gives an overview of the relationship between the SDS sections and the standard
entries of the exposure scenario.

Depending on the hazard profile of the substance, the broadness of the market and the
structure of the supply chain, there is a variety of options to modify the principal
organisation of information in the exposure scenarios and the extended SDSs, e.g.:

124 Available at chesar.echa.europa.eu/support. Please note that it is up to the individual registrant to decide which
exposure scenario format he wants to use, as long as the content of the exposure scenario is compliant with the

requirements set out in Annex | of REACH.
125 echa.europa.eu/guidance-documents/guidance-on-reach.

126 The standard phrases for risk management measures (as contained in the RMM catalogue indicated in the last
section of this Appendix) should therefore be constructed in such a way that they are understandable to all actors in the

supply chain.

127 See the last section of this annex for more information on one available catalogue of standard phrases.


http://chesar.echa.europa.eu/support
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« Section 2 of the exposure scenario could be further differentiated into exposure
routes and exposure patterns. It can also be useful to link the risk management
advice per route of exposure and endpoint directly with the relevant DNEL and
exposure prediction.

In a broad exposure scenario for a substance with only one or two hazard endpoints
of concern, it may also be possible to list the specific RMMs for certain activities in
Section 2 of one exposure scenario.

Table 3 Relationship between exposure scenario and SDS Sections

QW O~NOUODMWNE
L]

1
ES section SDS Section
Short title of the exposure scenario 1.2
Operational conditions and risk management measures 7+8

Control of workers exposure

Product characteristic 7+8+9
Amounts used 7+8
Frequency and duration of use 7+8
Human factors not influenced by risk management 7+8
Technical conditions and measures at process level (source) to prevent 7+8
release

Technical conditions and measures to control dispersion from source 7+8

towards the worker

Organisational measures to prevent/limit releases, dispersion and (5,6),7,8
exposure
Conditions and measures related to personal protection, hygiene and (5,6),7,8

health evaluation
Other conditions affecting workers exposure 7+8

Control of consumer exposure'?®

Product characteristic 7+8+9
Amounts used 7+8
Frequency and duration of use 7+8
Other conditions affecting consumers exposure 7+8

Control of environmental exposure

Product characteristic 7+8+9

128 Note that specific information on consumer exposure in Section 8 of the SDS is not a legal requirement.
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Amounts used 7+8
Frequency and duration of use 7+8
Environmental factors not influenced by risk management

Technical conditions and measures at process level (source) to prevent 7
release

Technical onsite conditions and measures to reduce or limit discharges, air | 7 + 8
emissions and releases to soil

Organisational measures to prevent/limit release from site 6+7+8
Conditions and measures related to municipal sewage treatment plant 8 + 13
Conditions and measures related to external treatment of waste for 13
disposal

Conditions and measures related to external recovery of waste 13
Other given operational conditions affecting environmental exposure 7

Annex Il to REACH sets the requirements for how to structure the measures for safe
handling, protecting the environment and controlling of risks in Sections 7 and 8 of the
SDS. These sections are described in detail in paragraph 4.7 and 4.8 of this guidance.
Annex Il of REACH indicates also (for Sections 7 and 8 of the SDS) that where a CSR is
required for the substance, the information in these sections has to be consistent with
the information given in the CSR for the identified uses and related Exposure Scenario
and that where an exposure scenario is attached to the SDS, information on exposure
controls (subsection 8.2) can be provided in the exposure scenario only and it does not

have to be duplicated in section 8.2 of the SDS.

In order to implement these requirements in a consistent and user-friendly way, the

following guidelines should be applied:

Annex Il distinguishes between occupational conditions in Sections 7.1 - “precautions
for safe handling” of the substance or mixture - and “exposure controls” in Section
8.2). Certain measures however, e.g. ventilation, are mentioned in both sections.

Annex Il requires that the language used in an SDS is clear and specific. For example
statements like “avoid breathing vapours” or “avoid skin contact” would not fulfil the
requirements for description of how prevention or control of exposure can be
achieved'®®.

The description of RMMs related to all uses covered in the annexed exposure
scenarios must be included in Section 8 or in the exposure scenarios attached to the
SDS (if applicable). When RMM information is provided in the exposure scenario, it is
recommended to provide specific reference to relevant exposure scenarios containing
the information in subsection 8.2 of the SDS. It is also recommended to provide a
summary of RMM (e.g. type of RMM) in subsection 8.2. NOTE: REACH requires that
all specific provisions for exposure controls indicated in Annex Il (section 8.2 of
Annex Il and all related subsections) are to be provided either in subsection 8.2 of
the SDS or in the attached exposure scenarios. In case part of the information

129 See e.g. point 0.2.4 of Part A of Annex II.
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required in subsection 8.2 of Annex Il is not provided in the attached exposure
scenario, it has to be provided in subsection 8.2 of the SDS.

Section 7.1 of the SDS should contain measures to control risks during handling of
substances and mixtures. This includes a whole range of actions, such as for
example: design and organisation of work systems; suitable equipment and regular
maintenance of it; minimisation of duration and extent of exposure through
organisational measures; general ventilation and appropriate hygiene measures**°. It
is recommended not to repeat descriptions of these measures in each exposure
scenario annexed to the SDS, since they are not geared to an individual use unless
they are relevant for the specific exposure scenario (e.g. because they are derived
from the assessment).

Subsection 7.3 is of limited relevance in the case of an extended SDS since it contains
specific guidance for specific end uses and information should be contained in the
exposure scenario related to the end use of the substance (e.g. in a mixture) or
article service life (in cases where the substance ends up in an article). However if a
registrant has available information on safe use of his substance in end-products (e.g.
a risk management package related to handling of isocyanides containing products)
he can make a reference here.

Subsection 8.2.2 contains measures related to use of individual protection measures
(such as personal protective equipment (PPE)). Use of PPE is usually considered as
the last resort to control risks, in existing community legislation on occupational
health. PPE should be used in conjunction with other control measures such as
process design (e.g. level of containment, closed process, local extraction), product
design (e.g. low dust grades), workplace (dilution ventilation) or work method
(automation). PPE should be used as additional RMM when other measures are
insufficient to guarantee control of risks or, as sole RMM in particular cases (e.g. short
term low frequency activities, or use by professionals) such as cleaning and
maintenance, installation of new equipment or manual spraying outside industrial
settings. If several exposure scenarios are annexed to the SDSs, PPE may or may not
be required depending on the OCs of each exposure scenario which may be different.
It is therefore recommended to indicate, in each exposure scenario the type and
technical specification of PPE required (if it is required), for which tasks/activities it is
needed (e.g. cleaning / maintenance) and its effectiveness, while in section 8.2.2
should be indicated the types of PPEs that are required to guarantee protection from
substance- specific hazards.

Annex Il does not specifically mention RMMs and OCs related to consumers but it is
indicated that the RMMs for all identified uses must be described in Section 8 of the
SDS. Potential exposure of consumers to a substance is to be covered in the CSR for
a substance if it is foreseen that the substance may end up in consumer products
(mixtures or articles). It is therefore recommended to add information (or to give an
information that exposure scenarios for consumer uses are annexed) under
subsection 8.2 (e.g. by adding a new headline “consumer uses” after subsection
8.2.3) in the extended SDS to include measures related to consumer uses of the
substance (as such or in mixtures), to the service life of the substance in articles or to
information in product label (e.g. in the case of biocides or plant protection products).
This information is relevant under REACH for the DUs if i) they place mixtures for use
by the general public on the market and/or ii) they process substances or mixtures
into articles. It may also facilitate the communication related to substances of very
high concern, for which risk management advice for consumer uses and substances in
articles may be required under Article 7 and Article 33 of REACH.

130 For further detail see part | Chapter 2 of the EU Practical Guidelines related to the Directive 98/24/EC.
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Standard phrases for exposure scenario information

Sector organisations, registrants and downstream users at various levels are working for the
creation of a “standard phrases catalogue” with the aim to streamline and improve the
effectiveness of communication in the supply chain. The use of standard phrases facilitates
harmonisation of risk communication and enables the translation of the risk management
advice in all the national languages (as required by REACH). A harmonised catalogue of
phrases for communication of risk management advice (ESCom) has been published on the
CEFIC website®'. Users of ECHA'’s tool for Chemical Safety Assessment and Reporting (Chesar)
can import this catalogue for using the harmonised phrases when generating their exposure
scenarios for communication®*2.

131 euphrac.eu.
132 The tool and supporting material is available at chesar.echa.europa.eu/.
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133 “Special mixtures” are not defined as such in e.g. Article 3 of REACH. However, the type of compositions that the
term is intended to refer to within the REACH regulation can be inferred from the text of Recital 31 of REACH (as
amended — it originally referred to “special preparations”) and Annex | on CSA (point 0.11).
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134 This Appendix should be read in conjunction with the ECHA Guidance on Waste and Recovered Substances
(available at: echa.europa.eu/guidance-documents/guidance-on-reach)

135Repealed by Directive 2008/98/ECof the European Parliament and of the Council of 19 November 2008 on waste and
repealing certain Directives (Waste Framework Directive).

136 Further explanation on this exemption is given in the guidance on registration,

echa.europa.eu/guidance-documents/guidance-on-reach (section 1.6.3.4).

137 See the text and examples given in Chapter 4 in the discussion of subsection 1.1 in this guidance.
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138 Information about the impurities must be taken into account for issues such as Classification and Labelling and
drafting of SDSs.
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List of Acronyms

|“|HII|‘I\‘\|HI
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