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I ntroduction

1. At the fifteenth session of the Sub-Committee Jaly 2008 informal document
UN/SCEGHS/15/INF.35 was introduced, setting out theckground and justification for
amending paragraph 4.1.2.10.3 in Chapter 4.1 ofGH&, which specifies the criteria which
substances have to meet in order to be considapedly degradable in the environment.

! In accordance with the programme of work of the -8ammittee for 2007-2008 approved
by the Committee at its third session (refer to SJI/AC.10/C.4/24, Annex 2 and
ST/SG/AC.10/34, para. 14).
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2.

The Sub-Committee had not had sufficient timecdosider informal document INF.35

before the fifteenth session but a number of espesre able to provide useful comments.
These comments are each addressed below and aewiewom of 4.1.2.10.3 is provided, with a

short explanation.

Responses to comments from the fifteenth session (presented in the order in which they
arose)

3.

AISE and CEFIC are grateful for the commentspiagd. They are repeated below, as
noted by the AISE and CEFIC representatives, witsponse to each.

(@)

(b)

Spain

The European Union Scientific Committee on Toxiciticotoxicity and the
Environment (CSTEE)had indeed prepared an opinion on the value ofLthday
window but its conclusions must be seen as basiBdoonthe case of surfactants, a
well-studied group of complex substances. This md necessarily mean that the
concept of the 10-day window was inappropriateottver complex substances but the
case had not yet been made.

Response:

The studies on surfactants identified by the exjperh Spain highlighted a theoretical
problem in the 10-day window concept recognised thg Guideline. If the
phenomenon arises for reasons of chemical strycasres widely accepted, it would
be hard to argue that this only applied to surfastas a class.

Therefore the new proposal emphasises that it imeistlear that the substance is a
multi-component substance and has been sufficiectiaracterised as to its
composition of related isomers and homologuesltwalhe 10-day window criterion
to be waived.

Organisation for Economic Co-operation and Dewment (OECD)

The representative of the OECD pointed to the Hetaen in their guidelines and
included as footnote 6 in INF.35. This specifieé tequirement that for the 10-day
window to be set aside was that the substance/tohael structurally similar.

Response:

The point is accepted. It illustrates the needring consistency between OECD
methods and GHS guidelines. Certainly in the cdsbhose surfactants which can be
described as multi-component substances, the stali@imilarity is assured (see also
response to Spain). The various components dthea®©ECD guideline indicates,

consist of “constituents with different chain-lengt degree and/or site of branching
or stereo-isomers, even in their most purified caroial forms” but the substance
under consideration would not be a ‘mixture’ or egaration of several distinct

substances.

2

Replaced in 2004 by the “Scientific Committee oaltheand Environment Risks” (SCHER).
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Soap and Detergent Association (SDA)

The representative of SDA stated that INF.35 hadstipport of the SDA and was an
example of where data were to be obtained andorgtrd in a meaningful manner.

ResponseThis opinion is endorsed.
France

The expert from France considered that the proposatification was not needed as
item (c) in 4.1.2.10.3 (other convincing evidena&s adequate to cover the situation
where complex substances failed the 10-day windatvebuld be shown to degrade to
>70%.

Response:
It may be appropriate to indicate that item (cates to “other scientific evidence”.

“Other scientific evidence” is clearly defined imAex 9 (paragraph A9.4.2.4.1) as
“Rapid degradation in the aquatic environment maydemonstrated by other data
than referred to in Chapter 4.1, paragraph 4.1.3,litems (a) and (b)". These are,
respectively the ready biodegradability test (aj #re BOD/COD ratio (b). Item (c)

relates primarily to results from aquatic simulatitests and/or field investigations
(see GHS Annex 9, paragraphs A9.4.2.4.5 and A9.4.

Such tests providing other scientific evidence esaducted in a less well defined
environment than the ready tests for which the day-window was introduced.
There will be additional organic material and miorganisms present in a simulation
test, giving more opportunities for degradation. @ig co-metabolism and adapted
micro-organisms.

As a result of this possible confusion, insteadisihg a new clause (d) as in INF.35,
the amendment proposed below is placed within {@mso that it clearly relates only
to the stringent ready test. No modification efiit(c) is proposed.

United States of America

The expert from the United States of America ref@rto the importance of
conforming strictly to the GHS definitions of sutaste and mixture.

Response:

This point is accepted absolutely and the propessd wording in (a) uses the term
multi-component substante emphasize that this proposal should not benebeig to
cases such as mixtures (as defined in GHS Chajgr 1

European Commission

The representative of the European Commission rewmded that the Sub-
Committee should proceed with caution before extenthe concept of waiving the
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10-day window beyond its application for surfackanThe OECD Guidance could be
used as a means of giving a degree of flexibility.

Response:

It is hoped that the proposed new wording in (#yfaddresses the concern expressed
by the representative from the European Commission.

() The Netherlands

Annex 9 could be used to provide any guidance terpreting the results of tests with
complex substances. Guidance was needed. Thidlsedy adding the proposed (d)
in INF.35 to 4.2.1.10.3 or by using the Annex.

Response:

It seems a useful suggestion to amplify the guidagieen in the Annex, while at the
same time using a modified (a), as proposed beldte guidance in Annex 9 could
be used to clarify that only substances demonstreaebe of a multi-component
nature may be subject to a waiving of the 10-daydew. But, for the time being,
such substances can only be exemplified for suafast

Proposed revision of 4.1.2.10.3

4. As a result of all the comments received affiftteenth session of the Sub-Committee
in July 2008 the following revision to 4.1.2.10s3proposed. From the text above it may be seen
where the particular concerns of the experts hiv@ean addressed.

Amend current paragraph 4.1.2.10.3 to read asvisl(new text is underlingd

“4.1.2.10.3 Substances are considered rapidlyadiadpie in the environment if the
following criteria hold true:

(@) If in 28-day ready biodegradation studies, flilowing levels of degradation are
achieved:

() tests based on dissolved organic carbon: 70%;

(i) tests based on oxygen depletion or carbon idmxgeneration: 60% of
theoretical maxima;

These levels of biodegradation must be achievetinvitO days of the start of
degradation which point is taken as the time whe¥ bf the substance has been
degraded, unless the substance is identified agl@&eomponent substance e.g. a
UVCB® such as mossurfactants, where the 10-day window condition ban
waived and the pass level is applied at 28 dawys

3 UVCBs Substances of unknown or variable composition, ¢exnpeaction products or

biological materials.
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if, in those cases where only BOD and COD da&aavailable, when the ratio of
BODs/COD is> 0.5; or

if other convincing scientific evidence is available demonstrate that the
substance can be degraded (biotically and/or ahibt) in the aquatic
environment to a level >70% within a 28-day period.



