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Foreword

The Globally Harmonised System for the Classification and Labelling of Chemicals (GHS)
was developed to overcome inconsistencies in classification and hazard communication at
international level. In its Plan of Implementation, adopted in Johannesburg on 4 September
2002, the World Summit on Sustainable Development encouraged countries to implement the
harmonised system as soon as possible, with aview to reach afull operational state by 2008.

The recommendations of the UN World Summit on Sustainable Development were signed up
to by all EU Member States. Following this, the Member States called upon the Commission
to implement the GHS. On 29 October 2003, the Commission stated in the explanatory
memorandum to the amendment of Directive 67/548/EEC, adopted at the same time as
REACH, that it is the intention of the Commisson to propose the inclusion of the
internationally agreed GHSin Community law as soon as possible .

DG Enterprise & Industry and DG Env ironment have devel oped a draft proposal for a GHS -
implementing Regulation. The new legidation will replace, after a transitional period, the
currently existing provisions on classification and labelling of chemicals as set out in Council
Directive 67/548/EEC and Directive 1999/45/EC.

To complement the legidative proposal, the Commission Services have performed an impact
assessment. In addition, the Services have prepar ed the attached analysis: it focuses on the
potential effects of the proposed GHS Regulation on more than 20 EU Regulations and
Directives which currently refer to the existing rules on classification and labelling. In this
respect, these acts are considered “downstream legislation” .

As acontribution to the Commission initiative “Better Regulation”, thisanalysis will examine
in detail the effects of replacing the existing rules by the GHS criteria. To ensure coherence
with other policies, it was developed in cooperation with the Commisson Services
responsible for the respective downstrea m acts. The analysis explains the provisions in the
GHS Regulation that ensure the transition from the old to the new system for many of the
examined Regulations and Directives.

On the basis of the findings of thisanalysis, conclusions will be drawn with regard to
minimising potential effects, if any, for particular downstream acts. The conclusions will
either pertain to consequential changes of that legislation or to separate amendments which
may become necessary when the adaptation to the GHS is consider ed more difficult.

In the latter case, the specific impact of planned amendments of the respective legislation will
be assessed. In turn, the impact assessment study pertaining to the proposed GHS Regulation
will mainly focus on general effects which will be due to replacing the current legislation on
classfication and labelling as such.



Analysis of the Potential Effects of the Proposed GHS Regulation
on Its EU Downstream L egidlation

PART | —Background of the Analysis/ Conclusions
[. Introduction

For more than 30 years, information on the hazards posed by chemic als has been a worldwide
issue, giving rise to the development of distinct classification systems in different jurisdictions
of theworld, e.g. inthe EC, Australia, Japan, the US, Canada, K orea and others. Having
meritsat the national level, clear drawbacks wererecognised at theinternational | evel: the
diverse classification and labelling systems often employ not only different criteria for hazard
assessment, but also give dissimilar health and safety information for the same goods which
may be traded across the borders. Table 1.1 below illustrates how a particular hazard is
communicated on the basis of different criteria

Tablel.1: Description of thetoxicity hazard of a substance with LD 5o = 257 mg/kg (oral)
in different jurisdictions

Jurisdiction / System Hazard Classification /
Communication

GHS signal word: “Danger”;
pictogram: Skull & Crossbones

Transport “Slightly Toxic” (liquid)
for solids not classified

EU indication of danger: “Harmful”
pictogram: St. Andrew’s cross
us Toxic
CAN Toxic
Australia Harmful
India Non-toxic
Japan Toxic
Madaysia Harmful
Thailand Harmful
New Zedand Hazardous
China Not Dangerous
Korea Toxic




To overcome these inconsistenciesat a global level, the Globally Harmonised System for the
Classification and Labelling of Chemicals (GHS) was developed by various international
organisations, including the “Inter-organisation Programme on the Sound Management of
Chemicals’ (IOMC), the Organisation for Econo mic Cooperation and Devel opment (OECD),
the UN Committee of Experts on the T ransport of Dangerous Goods (UN CE TDG) and the
International Labour Organisation (ILO). The EU Member States, other stakeholdersand the
Commission were strongly involved in the e laboration of the GHS in these organisations.

In December 2002, the GHS was agreed by the UN Committee of Experts on the Transport of
Dangerous Goods and the Globally Harmonised System for the Classification and Labelling
of Chemicals (UN CE TDG / GHS) in Geneva. The GHS was then formally adopted by UN
ECOSOC in July 2003 and so became available for implementation in the so-called “Purple
Book”.

Inits Plan of Implementation, adopted in Johannesburg on 4 September 2002, the World
Summit on Sustainable Deve lopment encouraged countries to implement the harmonised
system as soon as possible, with aview to reach a full operational state by 2008.
Implementation has already started with pilot countries introducing the system in their

national practices in diff erent regions of the world. To encourage all key parties’ involvement ,
however, the adoption of GHSisformally voluntary .

All EU Member States signed up to the recommendations of the UN World Summit on
Sustainable Development . Following this, the Member States called upon the Commission to
implement the GHS. T he Commission itself has confirmed on several occasonsthat it intends
to propose the implementation of the GHS into EU legidation.

The preparations of implementing the GHS at Community level comprise two main elements:

1. Oneelement isthe preparation of a proposal for a Regulation of the European Parliament
and of the Council on classification and labelling of substances and mixtures based on the
Globally Harmonised System (GHS Regulation). The proposa | will specify therules,
principles and criteria for the classification and labelling of substances and mixtures
according to the GHS,

2. Inparallel with the abo ve, the responsible Commission S ervices have considered the
effects of the proposed Regulation. Thiswork in turn comprisestwo tasks: Thefirstisan
impact assessment of the general effects which are due to the introduction of the GHS as
such. The second task, being the focus of this analysis, is a detailed examination of
potential effects of the GHS Regulation on those pieces of Community legid ation which
make use of classification and labelling criteria. The analysistakes account of the fact that
at the end of thetranstional period set out in the GHS Regulation , Directives 67/548/EEC
and 1999/45/EC will berepealed. In particular, this analysis aimsto clarify whether

- itissufficient to replace the references to the current classification and labelling
criteriaas set out in Directives 67/548/EEC and 1999/45/EC by ref erences to the GHS
Regulation. Thiswould include to make use of areference table for certain endpoints;

- additional changes to the respect ive downstream act s are possible to adapt to the GHS
criteria. If so, it has to be decided whether these changes can be made in the GHS
Regulation or whether amore substantial revison of aparticular downstream act
would be a better solution . In this connection, Articles 37 to 38 of the GHS Regulation
sum up the results of this study as far asit concludes that it is either sufficient to
replace thereferences or that additional changes can be made in the GHS Regulation.



I1. Scope of the Analysis

The current EU classification and labelling system is set out in Council Dir ective 67/548/EEC
and Directive 1999/45/EC. These acts define hazard cri teria for the classfication and labelling
of substances and preparations placed on the market .

Many other Regulations and Directives addressing specific sectors or products refer to the
classfication criteriaas conditions for obligations in these Commun ity acts. Therefore, these
actsare consdered “downstream legislation”. They either refer to the “ classification as
dangerous’ in general, thusincluding all categories of danger, or to selected hazardsor R -
phrases. Whereas some obligations rely on the ¢ lassification (hazard) alone, others are based
on risk, i.e. they also include exposure elements as trigger for obligations.

The specific legal obligations based on the classification and labelling of substances or
preparations are the primary focus of th isanalysis.

Table 11.1 provides for an overvi ew of the respective acts of Community legisation and the
type of reference made:

Tablell.l:  Overview of EU legislation employing the classification and labelling criteria
of Council Directive 67/548/EEC and / or Directive 1999/45/EC (“downstream
legislation”)

EU Legidation Referenceto EU System of
Classification & Labelling

I. Consumer products

Regulation (EC) No 648/2004/EC of the European s Classification & labdling acc. to
Parliament and of the Council of 31 March 2004 on Directives 67/548/EEC and
detergents 1999/45/EC

Regulation (EC) No 1980/2000 of the European § R-phrases and categories of danger:
Parliament and of the Council on arevised Community R23, R24, R25, R26, R27, R28, R31,
eco-label award scheme R39, R40, R42, R43, R45, R46, R48,

R49, R60, R61, R62, R63, R64, R68,

§  Commission Decision 2001/523/EC of 27 June R50.53, R59

2001 establishing the ecologica criteriafor the
award of the Community eco-label to all-purpose
cleaners and cleaners for sanitary facilities

§  Commission Decision 2001/607/EC of 19 July
2001 establishing the ecological criteriafor the
award of the Community eco-label to hand
dishwashing detergents

s  Commission Decision 2002/739/EC of 3
September 2002 establishing revised ecological
criteriafor the award of the Community eco -label
to indoor paints and varnishes and amending
Decision 1999/10/EC

§  Commission Decision 2003/31/EC of 29
November 2002 establishing revised ecological
criteriafor the award of the Community eco-labe




to detergents for dishwashers and amending
Decision 1999/427/EC

§  Commission Decision 2003/200/EC of 14
February 2003 establishing revised ecological
criteriafor the award of the Community eco-label
to laundry detergents and amending Decision
1999/476/EC

Council Directive 76/768/EEC of 27 July 1976 on the
approximation of the laws of the Member States
relating to cosmetic products

Reference to the categories of danger
as set out in Directive 67/548/EEC

Referenceto CMR cat. 1, 2 and 3

Council Directive 88/378/EEC on the approximation
of laws of the Member States concerning the safety of
toys

Classification & labelling acc. to
Directives 67/548/EEC and
1999/45/EC

Referenceto CMR cat. 1 and 2

Council Directive 75/324/EEC of 20 May 1975 on the
approximation of the laws of the Member States
relating to aerosol dispensers

Reference to the categories of danger
Extremely Flammable, Highly
Flammable and Flammabl e as defined
in Dir 67/548/EEC

I1. Handling chemicals for particular uses

Directive 1998/8/EC of the European Parliament and
of the Council of 16 February 1998 concerning the
placing of biocidd products on the market

Classification and labelling acc. to
Directives 67/548/EEC and
1999/45/EC

Referenceto CMR, Very Toxic,
Toxic and sensitising properties

Council Directive 91/414/EEC concerning the placing
of plant protection products on the market

Classification of active substances
and PPP acc. to Directive 67/548/EEC
and 1999/45/EC

Packaging and Labelling of PPP acc.
to Directive 1999/45/EC

Testing of metabol ites triggered by
T+, T and CMR

I11. Control of dangerous / hazardous chemicals

Draft REACH Regulation, in the version as agreed by
the Council on 13 December 2005

Reference to selected categories of
danger: CMR, N/R50-53, respiratory
sengitisers for registration deadlines,
substances that might be subjected to
authorisation and for harmonised
classifications

Notification to the classification and
labelling inventory 3 years after entry -
into-force of REACH

Information on classification and
labelling needed t the time of




substance registration

Chemica Safety Report: documents
the classification of substances; the
exposure part istriggered by the
classification as dangerous acc. to
Directive 67/548/EEC

Prioritisation of substance eval uati on
triggered by substances which are
likely to be dangerous acc. to the
criteriaset out in Dir 67/548/EEC

Exemptions of naturally occurring
substances in Annex I11 to the
REACH Regulation do not gpply if
substances are classified as dangerous

Council Directive 1996/82/EC of 9 December 1996 on
the control of mgjor -accident hazards involving
dangerous substances, as amended by Directive
2003/105/EC of the European Parliament and of the
Council of 16 December 2003

w

Annex |, Part 2: referenceto
numerous categories of danger and R-
phrases as set out in Directive
67/548/EEC

Reference to the ,,explosive"
categories of UN/ADR, as transposed
by Directive 1994/55/EC

Regulation (EC) No 304/2003 of the European
Parliament and of the Council of 28 January 2003
concerning the export and import of dangerous
chemicals

Classification & labelling acc. to
Directives 67/548/EEC and
1999/45/EC

Reference to the introduction of anew
system of classification and labelling
inthe EU

Reference to changes of labelling

Council Directive 1999/13/EC of 11 March 1999 on
the limitation of emissions of volatile organic
compounds due to the use of organic solventsin
certain activities and instalations

§ 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 solventsin
decorétive paints and varnishes and vehicle
refinishing products and amending Directive
1999/13/EC

Reference to R40, R45, R46, R49,
R60, R61

Referenceto labelling acc. to
Directives 67/548/EEC and
1999/45/EC

Council Directive 1996/62/EC of 27 September 1996
on ambient air quality assessment and management

Reference to the categories of danger
as set out in Dir 67/548/EEC

Directive 2000/60/EC of the European Parliament and
of the Council of 23 October 2000 establishing a
framework for Community action in the field of water

policy
§ Decision No 2455/2001/EC of the European

No explicit reference to the categories
of danger as set out in Dir
67/548/EEC

Reference to substances with toxic,
carcinogenic and mutagenic

10



Parliament and of the Council of 20 November
2001 establishing the list of priority substances

properties

IV. Occupational health and safety

Council Directive 1998/24/EC of 7 April 1998 on the
protection of the health and safety of workers from the
risksrelated to chemical agents at work

Reference to substances and mixtures
meeting the criteriafor classification
as set out in Directives 67/548/EEC
and 1999/45/EC

Directive 2004/37/EC of the European Parliament and
of the Council of 29 April 2004 on the protection of
workers from the risksrelated to exposure to
carcinogens or mutagens at work

Reference to the categories of danger
carcinogen and mutagen, cat. 1 and 2

Council Directive 1994/33/EC of 22 June 1994 on the
protection of young people a work

Reference to numerous categories of
danger and R-phrasesin the Annex:
Very Toxic, Toxic, Corrosive, Irritant,
Harmful, R39, R40, R42, R43, R45,
R46, R48, R60, R61, R12

Council Directive 1992/85/EEC of 19 October 1992 on
the introduction of measuresto encourage
improvementsin the safety and health at work of
pregnant workers and workers who have recently given
birth or are breastfeeding

Reference to substances labdlled as
R40, R45, R46, RA7 according to
Directive 67/548/EEC

Council Directive 1992/58/EEC of 24 June 1992 on
the minimum requirements for the provisions of safety
and/or health signs at work

Referenceto classification and
labelling acc. to Directives
67/548/EEC and 1999/45/EC

V. Waste and end-of-life products

Council Directive 91/689/EEC of 12 December 1991
on hazardous waste

s  Council Directive 75/442/EEC of 15 July 1975 on
waste

s Commission Decision 2000/532/EC of 3 May
2000 replaci ng Decision 94/3/EC establishing alist
of wastes pursuant to Article 1(a) of Council
Directive 75/442/EEC on waste and Council
Decision 94/904/EC establishing alist of
hazardous waste pursuant to Article 1(4) of
Council Directive 91/689/EEC on hazardous waste

Reference to the classification criteria
of Directive 67/548/EEC

Reference to the generic
concentration limits asdefined in
Directive 1999/45/EC

Further references are disputed

Directive 2000/53/EC of the European Parliament and
of the Council of 18 September 2000 on end -of-life
vehicles

Reference to substances which are
considered dangerous according to
Directive 67/548/EEC

Directive 2002/95/EC of the European Parliament and
the Council of 27 January 2003 on the restriction of the
use of certain hazardous substances in electrical and
electronic equipment

Reference to substances which are
considered dangerous according to
Directive 67/548/EEC

Reference to mixtures which are

11



considered dangerous according to
Directive 67/548/EEC

Council Directive 91/157/EEC of 18 March 1991 on Term “dangerous’ only used in the
batteries and accumulators containing certain title of the Directive; no reference
dangerous substances identified in the Articles

w

This analysis does not address the consequences the GHS -Regulation might have on Member
State legidation . Also, the focus of this analysis has to be differentiated from the impact
assessment which isto accompany legidative drafting. Thi s meansthat statements on the
costs and benefits related to introducing the GHS as such are not derived in this document .
The impact assessment referring to general aspects of the introduction of the GHS in the
Community, e.g. costs which will be due tor eclassification, is prepared in a separate study.

I11. Principles Under lying the Development of the Draft Proposal for a GHS Reqgulation

Some principles underlying the development of the GHS Regulation shall be highlighted here
that were also taken into account in the examination of Community downstream legislation.

Thedraft proposal for a GHS Regulation is based inter alia upon the following four
principles:

§ Building Block Approach, cf. GHS ST/SG/AC.10/30/Rev.1, 2005, 1.1.3.1.5;

§ No-reduction-in-protection principle, cf. GHS 1.1.1.6(a);

§ “Asclose as possible to the existing EU scheme”, cf. Commission Status Paper (Helsinki
2005);

§ Consistency with the implementation into Transport legislation: the GHS will be
implemented in the Directives on the Transport of Dangerous Goods (to be updated in
2007 and 2009) so that the GHS will be available for both supply & use and for transport.

Inline with these principles, the draft proposal for a GHS Regulation

s takes up the principles of application and implementation as stated in the GHS Purple
Book,

s takes up all hazards which are today in the EU system and converts them as far as possible
to the equivalent / closest corresponding GHS classification(s) ;

§ providesfor mechanismsto c onvert EU “left-overs’ into a GHS classification as soon as
criteriaare adopted at UN level, e.g. R59,

s takes up all what will be taken up by the Transport legislation, e.g. Gases under Pressure
or Corrosive to Metals, for reasons of consistency;

§ provides for mechanismsto take up all additio nal R-phrases (physico-chemical and health
hazards) which will be converted into a GHS classification as soon as criteria are adopted
at UN level, e.g. R29;

s takesup the labelling requirements of the GHS and provides for a mechanism to include
precautionar y statements that may not be ready at UN level when the Commission
proposa for the GHS Regulation is adopted;

12



§ retainsthe current scope of the REACH Regulation and of other downstream acts as far as
feasible.

Furthermore, the principles for the harmonisat ion of the substance classifications will be
changed by the adoption of the REACH Regulation.

Both the current EU system and the GHS are self -classification systems for enterprises to
apply.

To achieve harmonised self -classifications for substances from 3 years after the adoption of
the REACH Regulation, suppliers of substances will have to notify their self -classificationsto
the Agency or submit them to the Agency as part of aregigtration dossier. The Agency will
then include these classificationsin a classification & labelling inventory. Suppliers of the
same substance shall make every effort to come to an agreed entry for any classification of

that substance.

For that reason harmonised classifications in an annex to the legislation are normally only
required for CMRs and respiratory sensitisers; other endpoints may be harmonised on acase -
by-case basis, cf. Council Agreement of 13 December 2005. Such harmonised classifications
will beintroduced in Annex VI to the GHS Regulation. It isintended to in clude in the annex
for the internet consultation CMRs and respiratory sensitisers with harmonised classifications
converted from entries in Annex | to Directive 67/548/EEC on the basis of equivalent criteria.
Asto other substances for which harmonised ent ries exist, it isalso intended to include them
in the annex as soon as resources permit.

It should be noted that A nnex V of Directive 67/548/EEC will berepealed already asa
consequence of the REACH Regulation. The deletion of this Annex will apply 12 mo nths
from the entry into force of the REACH Regulation; the testing methods will then be specified
on the basis of Article 12 of the REACH Regulation in a further Commission Regulation or
by recognition of other international test methods by the Commission or the Agency.

Finally, a smooth transition to the new system shall be ensured. To this end, when the GHS
Regulation comesinto force, the current system will not berepealed immediately, but both
systems will coexist for some years. Therewill be at least two deadlines to ensure that the
reclassification of substances takes place before the reclassification of mixtures. During the
transitional period, a supplier may choose to classify and label according to the EU system or
according to the GHS. Annex | to Directive 67/548/EEC will be legally binding during the
transitional period for those substances classified according to the criteria of Council
Directive 67/548/EEC.

V. Approach for Assessng Potential Effects of the GHS on EU Downstream L egislation

The assessment of the potential consequences of the introduction of the GHS on the various
EU downstream acts will be based on the draft proposal for the GHS Regulation. Each
analysis will include the following steps:

1. ldentification of the provisions which use classification and labelling;

2. Assessment of therole of classification and labelling i n a particular downstream act. T he
legislation will be checked for legal obligations which contain referencesto classification
and labelling. Beyond it will be exam ined whether obligations are based on hazard alone
or if exposure considerations are also relevant.

13



3. Assessment of the changes induced by shifting reference to the criteria or the
classification scheme of the GHS Regulation in a particular downstream act . The
assessment will be based on available documents and studies which focus on the
similarities (equivalences) and differences between the current EU classification &
labelling system and the GHS, cf. Chapter V below. In order to have a common ground
for assessing potential effects, it will be assumed that the legal text of the relevant
legislation stays the same, apart from shifting reference to the GHS.

4. On the basis of the findings, proposals will be made to minimise potential consequences,
if any, for a particular downstream act. The conclusions will either pertain to
consequential changes of that legislation or to separate amendments which may become
necessary when the adaptation to the GHS is considered more difficult.

V. Comparison of the Current EU System and the GHS

When the GHS Regulation repeals Council Directive 67/548/EEC and Directive 1999/45/EC
after atransitional period, the GHS hazard classes and categories will replace the existing
classfication scheme. While the EU and GHS criteriamatch completely for some hazard
classfications, differing criteria may apply to others. Table V .3 below gives an overview of
those EU classifications and their closest corresponding GHS classificationswhich  are
included in the proposed GHS Regulation. Further explanations related to the criteriaare
given in Annex | to this study.

With regard to the similaritiesand differences between the current system for classification
and labelling which is represented by Council Direc tive 67/548/EEC and Directive
1999/45/EC and the GHS, various Commission and Member State Working Groups have
produced awide range of analysis documents, cf. Annex |. Numerousresults are compiled
and evaluated in a comprehensive report that the Commission has prepared in 2004 (Okopol
study); it can be found at the Commission website

http://europa.eu.int/comm/enter prise/reach/docs/ghs/ghs impl_final_report. pdf

In general, the GHS Purple Book presents a classification system that is structurally smilar to
the EU system; differences can be identified at the level of individual elements, i.e. hazard
classes and categories and some labelling elements. Note that the current “  categories of
danger” correspond to the “hazard classes’ under GHS which may comprise further sub -
classfications.

The most important similarities are:

s Both systemsprovide for one single system for hazard classification and labelling ;
s TheGHScoversnearly al hazards which are currently covered by the EU system;
§ TheGHSmosly uses similar or equal classification criteria;

§ TheGHS sets up a system of hazard communication that is equivalent to the EU system of
hazard communication, both consisting of labels and safety data sheets.

The differences can be summarised as follows:

§ The GHSdefines additional hazard classes. Whereasthe EU  system comprises 15
categories of danger, the GHS comprises 27 hazard classes . 16 hazard classesrelateto the
physical properties (EU: 5 categories of danger) or the physical state of a chemical, 10
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hazard classes relate to health hazards (EU: 9 categories of danger) and 1 classrelatesto
environmental hazard (EU: 1 category of danger) ;

Overall, main differencesrelate to physico -chemical properties, th e existing transport
classification system providing the bas s for the hazard classifications under GHS,

The GHS comprises more hazard categories under one hazard class, e g. GHS hazard class
Organic Peroxides comprises seven subclassifications (Type A -G) whereas the EU
classifies organic peroxides as Oxidising O, R7 only;

The GHS classifies some EU hazards in more than one GHS hazard class (“cross -
classification” of EU hazards). The most prominent example is EU Explosive E, R2 and

E, R3 where the correspon ding substances and mixtures would have to be classified in  the
GHS hazard classes Explosives, Self -Reactives Type A -B and Organic Peroxides Type
A-B;

The GHS partialy uses other criteria and other cut -offs, e.g. for explosive substances and
mixtures (other criteria) and for acute toxicity (different LD 5 cut-offs), cf. Annex | to this
study;

The GHS uses a different approach for the evaluation of the classification of a mixture,
especially with regard to the health hazards CMR, acute toxicity, skin corro sion / irritation
and serious eye damage / eye irritation:

Testing: With regard to CMRs, available data may be used if they fulfil specific
conditions. With regard to the other hazards, atiered approach will have to be
followed, comprising the applicatio n of so-called bridging principles, calculations
based on the hazardous properties of the ingredients and the use of test data for the
mixtures itself, if available.

Calculations: For the classification of mixtures, t he GHS often provides for formulas
which deviate from the corresponding EU method, e.g. for acute toxicity and for
corrosion / irritation hazards. The implications of the different formulas used under
the EU system and the GHS are dis cussed in various documents prepared by industry
and ECB. Important results arealso presented in Annex | to this study.

Concentration limits: For the derivation of the hazard of a mixture based on the
ingredient concentration, lower concentration limits apply under GHS, e.g. for
irritation / corrosion hazards and for reproductive toxicity . Thisis shown in Table V.1
below. The lower limits may generally lead to in an increased number of classfied
mixtures, cf. Annex | to this study .
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TableV.1: Headlth hazard-related concentration limits for the classification of m ixtures
EU category of danger, EU concentration | Most closely corresponding GHS concentration
R-phrase limit GHS hazard classification limit
Corrosve C, R34 10% Skin corrosion, cat. 1B and 1C 5%
Corrosve C, R35 5% Skin corrosion, cat. 1A 3%
Irritant Xi, R38 20% Skinirritation, cat. 2 10%
Irritant Xi, R36 20% Eye irritation, cat. 2A 10%
Irritant Xi, R41 10% Serious eye damage, cat. 1 3%
Reproductive toxicity, 0.5% Reproductive toxicity, cat. 1 0.3%
R60 or R61

Reproductive toxicity, 5% Reproductive toxicity, cat. 2 3%
R62 or R63

s The GHS changes some labelling elements . In particular, some new pictograms applying
to health hazards are defined:

&

Health hazard, attributed to the higher hazard categories of

various health hazard classes

Exclamation mark, often attributed to the lower hazard
categories of various health hazards classes where it will

replace the St. Andrew’s cross

Moreover, the GHS will introduce the signal words “ Danger” for the more severe hazard
categories of a hazard class, and “Warning” for the le ss severe hazard categories.

A comprehensive description of the GHS Iabelling el ements is set out in Annexes I11-V to the
draft proposal for the GHS Regulation. Table V.2 below presents the EU / GHS health hazard
classfications as well as various elements of the corresponding EU / GHS labdl. | t should be
noted that the GHS allocates more expressive labelling elements to some hazard categories
compared to the current EU system. The respective hazard categories are highlighted in red in

thetable.
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TableV.2:

the classifications given in each row reflect the most closdly corresponding EU and GHS classifications.

Overview of health hazard classifications and related |abelling elements according to current EU legidation / the GHS. It should be noted that

EU category of danger,
risk phrase

EU symbol and
indication of danger

GHS hazard classor category

GHS symboal

GHS signal word

Very toxic (T+), R26 Skull and crossbones, Acute toxicity (inhalation), cat. 1 and 2 Skull and crossbones Danger
“very toxic”

Very toxic (T+), R27 Skull and crossbones, Acute toxicity (dermal), cat . 1 and 2 Skull and crossbones Danger
“very toxic”

Very toxic (T+), R28 Skull and crossbones, Acute toxicity (oral), category 1 and 2 Skull and crossbones Danger
“very toxic”

Toxic (T), R23 Skull and crossbones, Acute toxicity (inhalation), cat.2 and 3 Skull and crossbones Danger
“toxic”

Toxic (T), R24 Skull and crossbones, “toxic” Acute toxicity (dermal), category 2and3 | Skull and crossbones Danger

Toxic (T), R25 Skull and crossbones, “toxic” Acute toxicity (oral), cat egory 2 and 3 Skull and crossbones Danger

Harmful (Xn), R20

St. Andrew’ s cross, “harmful”

Acute toxicity (inhalation), cat egory 3
and 4

Skull and crosshones (cat. 3) or
Exclamation mark (cat. 4)

Danger (cat. 3) or
Warning (cat. 4)

Harmful (Xn), R21

St. Andrew’ s cross, “harmful”

Acute toxicity (dermal), cat egory 3 and 4

Skull and crosshones (cat. 3) or
Exclamation mark (cat. 4)

Danger (cat. 3) or
Warning (cat. 4)

Harmful (Xn), R22

St. Andrew’ s cross, “harmful”

Acute toxicity (oral), category 3 and 4

Skull and crosshones (cat. 3) or
Exclamation mark (cat. 4)

Danger (cat. 3) or
Warning (cat. 4)

Acute toxicity, category 5 No symbol Warning
Corrosive (C), R34 Corrosion symbol, “corrosive” | Skin corrosion / irritatio n, Corrosion symbol Danger
category 1B and 1C
Corrosive (C),, R35 Corrosion symbol, “corrosive” | Skin corrosion / irritation, cat egory 1A Corrosion symbol Danger
Irritant (Xi), R38 St. Andrew’ s cross, “irritant” Skin corrosion / irritation, category 2 Exclamation mark Warning
Irritant (Xi), R36 St. Andrew’ s cross, “irritant” Serious eye damage / Eye irritation, Exclamation mark (cat. 2A) Warning
category 2A
Irritant (Xi), R41 St. Andrew’ s cross, “irritant” Serious eye damage / Eyeirritation, Corrosion symbol Danger
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category 1

Harmful (Xn), R42 St. Andrew’ scross, “harmful ” | Respiratory sensitisation, category 1 Health hazard (“ Exploding man”) Danger
Irritant (Xi), R43 St. Andrew’ s cross, “irritant” Skin sensitisation, category 1 Exclamation mark Warning
Very Toxic (T+), R39 and Skull and crosshbones, “very STOT (single exposure), category 1 Health hazard (“ Exploding man”) Danger
Toxic (T), R39 toxic” or “toxic”

Toxic (T), R48 Skull and crossbones, “toxic” STOT (repeated exposure), category 1 Health hazard (“ Exploding man”) Danger
Harmful (Xn), R48 St. Andrew’ scross, “harmful” | STOT (repeated exposure), category 2 Health hazard (“ Exploding man”) Warning
Harmful (Xn), R68 St. Andrew’ scross, “harmful” | STOT (single exposure), category 2 Health hazard (“ E xploding man”) Warning

Harmful (Xn), R65

St. Andrew’ s cross, “harmful”

Aspiration hazard, cat. 1 and 2

Health hazard (“ Exploding man”)
(cat. 1and 2)

Danger (cat. 1) or
Warning (cat. 2)

Carcinogen cat. 1 (T), R45 or R49 Skull and crossbones, “toxic” Carcinogen category 1 A Health hazard (“ Exploding man”) Danger
Carcinogen cat. 2 (T), R45 or R49 Skull and crossbones, “toxic” Carcinogen category 1 B Health hazard (“ Exploding man”) Danger
Carcinogen cat. 3 (Xn), R40 St. Andrew’ scross, “harmful” | Carcinogen category 2 Health hazard (“ Exploding man”) Warning
Mutagen cat. 1 (T), R46 Skull and crosshones, “toxic” Mutagen category 1 A Health hazard (“ Exploding man”) Danger
Mutagen cat. 2 (T), R46 Skull and crossbones, “toxic” Mutagen category 1B Health hazard (“* Exploding man”) Danger
Mutagen cat . 3 (Xn), R68 St. Andrew’ scross, “harmful” | Mutagen category 2 Health hazard (“ Exploding man”) Warning
Toxic toreproduction cat. 1 (T), Skull and crossbones, “toxic” Reproductive toxicant, cat egory 1A Health hazard (“ Exploding man™) Danger
R60 or R61

Toxic to reproduction cat . 2 (T), Skull and crossbones, “toxic” Reproductive toxicant, cat egory 1B Health hazard (“ Exploding man”) Danger
R60 or R61

Toxic to reproduction cat . 3 (Xn), St. Andrew’ s cross, “harmfu |” | Reproductive toxicant, category 2 Health hazard (“ Exploding man”) Warning
R62 or R63

R64 No symbol, Reproductive toxicant, effectson or via No symbol No signal word

no indication of danger

lactetion

18




Table V.3 givesa brief overview of the general hazard-specific conclusions which can be
drawn from the available documents and studies mentioned in Annex | to this study. | t reflects
those hazards which will be included in the GHS Regulation . While the first column
represents a current EU hazard classification, t he second column gives an indication of which
GHShazard class and / or category would most closely correspond to the EU classification.
Thethird and fourth columns show what potential effects may be expected in general , when
thereference to the EU classification as shown in column 1 will bereplaced by the reference
to the GHS classification asshown in column 2 in a particular downstream act :

TableV.3:  Potentia effects related to those endpoints which will be included in the
GHS Regulation. Statement s related to potential effects arederived from a

comparison of the current EU and GHS classification criteria.

EU category of Most closely Potential effect(s) Potential effect(s)
danger /risk phrase | corresponding on classified on classified mixtures
acc. to Directive GHS classification(s) | substances
67/548/EEC
Physicd Hazards
Explosives (E), Explosives, § Different Different mixtures
R2 and R3 Division1.1-1.6 substances Additional
Explosives, s Additional mixtures
unstable explosives substances Some
Sdf-Reactives, s Some unintentional unintentional
Type A or B explosives are not explosives are not
: - covered by the covered by the
.(l-_) rganAcoF;eéomd%, GHS (work GHS (work
ype ongoing at UN ongoing at UN
level) level)
Oxidising (O), R7 Organic Peroxides, | s Some fewer Some fewer
Type C-F substances mixtures
Organic Peroxides, | s Additional Additiona
Type G substances mixtures
Oxidising (O), R8 Oxidising Gases, s None None
category 1
Oxidising Liquids, |s None None
category 1, 2 or 3
Oxidising Salids, s  Additional Additiona
category 1,2 or 3 substances mixtures
Oxidising (O), R9 Oxidising Liquids, |s None None
category 1
Oxidising Salids, § None None
category 1
Extremely Flammable Flammable s None None
(F+), R12 Liquids, category 1
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Flammabl e Gases, None None
category 1
. Additional Additiona
Sdf-Reactives, -
Type C-F (liquids) substances mixtures
Highly Flammable Flammable None None
(F), R11 Liquids, category 2
Flammable Solids, None None
category 1 or 2
Sdf-Reactives, Additional Additiona
Type C-F (solids) substances mixtures
Flanmable, R10 Flammable Some fewer Some fewer
Liquids, category 3 substances mixtures
Highly Flammable S&M which, in None None
(F), R15 contact with water,
emit flammable
gases,
category 1,2 or 3
Highly Flammable Pyrophoric Liquids, None None
(P, R17 category 1
Pyrophoric Solids, None None
Category 1

Sdf-Heating S& M,

New, therefore

New, therefore

category 1 or 2 additiona additional mixtures
substances
Cf. Directive Flanmable New New
75/324/EEC Aerosols, category
(to be revised) lor2
Gases under New, therefore New, therefore
Pressure additional additional mixtures
substances
Corrosiveto Metals New, therefore New, therefore
additional additional mixtures
substances
Health Hazards
Very Toxic (T+), R28 Acute Toxicity, Fewer substances if Statement not
category 1 (ord) replaced by GHS possible
category 1
Toxic (T), R25 Acute Toxicity, Additional Statement not
category 2 or 3 substances if possible
(ora) replaced by GHS
category 2 and 3
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Harmful (Xn), R22 Acute Toxicity, Fewer substances if | §  Statement not
category 4 (ora) replaced by GHS possible
category 4
Very Toxic (T+), R27 Acute Toxicity, None §  Statement not
category 1 (dermal) possible
Toxic (T), R24 Acute Toxicity, Fewer substances if | §  Statement not
category 2 (dermal) replaced by GHS possible
category 2
Harmful (Xn), R21 Acute Toxicity, Additional §  Statement not
category 3 or 4 substances if possible
(dermal) replaced by GHS
category and 4
Very Toxic (T+), R26 Acute Toxicity, None §  Statement not
(inhalation of gases) category 1 possible;
(inhaation of discussions at
gases) OECD / UN leve
Toxic (T), R23 Acute Toxicity, None §  Statement not
(inhalation of gases) category 2 possible;
(inhaation of discussions at
gases) OECD / UN leve
Harmful (Xn), R20 Acute Toxicity, None §  Statement not
(inhalation of gases) category 3 or 4 possible;
(inhaation of discussions at
gases) OECD / UN leve
Very Toxic (T+), R26 Acute Toxicity, None §  Statement not
(inhalation of category 1 possible
vapours) (inhdation of
vapours)
Toxic (T), R23 Acute Toxicity, None §  Statement not
(inhalation of category 2 possible
vapours) (inhaation of
vapours)
Harmful (Xn), R20 Acute Toxicity, None §  Statement not
(inhalation of category 3 or 4 possible
vapours) (inhdation of
vapours)
Very Toxic (T+), R26 Acute Toxicity, Fewer substances if | §  Statement not
(aerosols & category 1 replaced by GHS possible
particul ates) (inhaation of dust / category 1 only
mist / fume)
Toxic (T), R23 Acute Toxicity, Additional §  Statement not
(aerosols & category 2 or 3 substances if possible
particul ates) (inhdation of dust / replaced by GHS
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mist / fume) category 2 and 3
Harmful (Xn), R20 Acute Toxicity, None Statement not
(aerosols & category 4 possible
particul ates) (inhdation of dust /
mist / fume)
Acute Toxicity, Would have Would have
category 5 (all comprised comprised
routes of uptake) additional significantly more
substances (new mixtures (new
classification) classification)
Corrosive (C), R35 Skin corrosion / None Additiona
irritation, cat. 1A mixtures
Corrosive (C), R34 Skin corrosion / None Additiona
irritation, mixtures
category 1B or 1C
Irritant (Xi), R38 Skin corrosion / None Additiona
irritation, mixtures
category 2
Irritant (Xi), R41 Serious eye damage None Additiona
/ eyeirritation, mixtures
category 1
Irritant (Xi), R36 Serious eye damage None Additiona
/ eyeirritation, mixtures
category 2 (A / B)
Harmful (Xn), R42 Respiratory None None
sensitisation, cat. 1
Irritant (Xi), R43 Skin sensitisation, None None
category 1
Very Toxic (T+), STOT (single Additional Additiona
R39/28 exposure), cat. 1 substances mixtures
Very Toxic (T+), STOT (single Additional Additiona
R39/27 exposure), cat. 1 substances mixtures
Very Toxic (T+), STOT (single Additional Additiona
R39/26 exposure), cat. 1 substances mixtures
Toxic (T), R39/25 STOT (single Additional Additiona
exposure), cat. 1 substances mixtures
Toxic (T), R39/24 STOT (single Additional Additiona
exposure), cat. 1 substances mixtures
Toxic (T), R39/23 STOT (single Additional Additiona
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exposure), cat. 1 substances mixtures

Harmful (Xn), R68/22 | s STOT (single None None
exposure), cat. 2

Harmful (Xn), R68/21 | s STOT (single None None
exposure), cat. 2

Harmful (Xn), R68/20 | § STOT (single None None
exposure), cat. 2

Irritant (Xi), R37 § STOT (single None None

exposure), cat. 3

[R67] — additional § STOT (single New, therefore New, therefore
R-phrase exposure), cat. 3 additional additional mixtures
substances
(converted EU
“left-over”)
Toxic (T), R48/25 § STOT (repeated Additional Additiona
exposure), cat. 1 substances mixtures
Toxic (T), R48/24 § STOT (repeated Additional Additiona
exposure), cat. 1 substances mixtures
Toxic (T), R48/23 § STOT (repeated No statement No statement
exposure), cat. 1 available avalable
Harmful (Xn), R48/22 | s STOT (repested Additional Additiona
exposure), cat. 2 substances mixtures
Harmful (Xn), R48/21 | s STOT (repested Additional Additiona
exposure), cat. 2 substances mixtures
Harmful (Xn), R48/20 | § STOT (repeated No statement No statement
exposure), cat. 2 available avalable
Harmful (Xn), R65 §  Aspiration Hazard, Additional Additiona
category 1 substances mixtures
Mutagen category 1 s Germ Cdll None None
(T), R46 Mutagenicity,
category 1A
Mutagen category 2 s Germ Cdll None None
(T), R46 Mutagenicity,
category 1B
Mutagen category 3 s Germ Cdll None None
(Xn), R68 Mutagenicity,
category 2
Cacinogen category 1 | §  Carcinogenicity, None None
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(T), R45 or R49 category 1A
Carcinogen category 2 Carcinogenicity, None None
(T), R45 or R49 category 1B
Carcinogen category 3 Carcinogenicity, None None
(Xn), R40 category 2
Toxic to Reproduction Reproductive None Possibly some
(T), R60 or R61 Toxicity, cat. 1A more mixtures
Toxic to Reproduction Reproductive None Possibly some
(T), R60 or R61 Toxicity, cat. 1B more mixtures
Toxic to Reproduction Reproductive None Possibly some
(Xn), R62 or R63 Toxicity, cat. 2 more mixtures
[R64] — additional Reproductive New, therefore New, therefore
R-phrase toxicity, effects on additional additional mixtures
or vialactation substances
(converted EU
“left-over”)

Environmental Hazards

(N), R50 Hazardous to the Equivalent number No statement
aguatic environ- of substances avalable
ment, acute |

(N), R50/53 Hazardousto the Equivalent number Possibly different /
aguatic environ- of substances additional mixtures
ment, chronic |

(N), R51/R53 Hazardousto the Equivalent number Possibly different /
aguatic environ- of substances additional mixtures
ment, chronic Il

R52/53 Hazardousto the Equivalent number No statement
aguatic environ- of substances avalable
ment, chronic Il1

R53 Hazardousto the Equivalent number No statement
aguatic environ- of substances avalable
ment, chronic IV

R59 Criteria under No statement No statement
development at UN possible possible

level
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Some comments on the terminology used in the table:

§ “additional substances/ mixtures’ does not reflect the relative amount of additional substances or
mixtures classified under GHS. One reason is that the significance of differences in the criteria can not
always be assessed. An estimate of how many substances might be affected is given by an evaluation of
the current Annex | to Directive 67/548/EEC with regard to existing and new chemicals, cf. Annex Il to
this study;

§  “new” either means that the GHS defines acompletely new hazard classification for supply & use, e.g.
Gases Under Pressure, or that the GHS classifies where there is only an additional labelling requirement
today, e.g. in case of R64 and R67;

§  “possibly” meansthat there are indications only which point in this direction;

§  “Statement not possible’ is used where the scientific evidence does not permit final conclusionsto be
drawn;

§ “None’ meansno effect expected

It should be noted that the statementsin Table V.3 are indicative. They rely on theo retica
considerations based on the comparison of the EU and the GHS classification criteria.

V1. Characterisation of Potential Effects of thelntroduction of the GHS and Solutions

1. Characterisation

In case a particular downstream act shifts reference f rom the current EU classification scheme
to the GHS, particular aspects become relevant:

The degree of similarity between the EU and the GHS classification criteria determines a
particular effect: Thelessthe EU and the GHS criteria deviate from each othe r, theless
pronounced the effect will be. Effec ts are characterised as minimal if a particular
downstream act will cover about the same kind and number of classified substances and
mixtures (preparations) as currently because the criteriaare considered t o be equivalent. In
these cases, no further adaptations of the legislation at issue are deemed necessary.

It isrelevant whether the hazard classification isthe main trigger for obligationsin a
downstream act or whether the obligations depend also on th e outcome of risk or exposure
assessment.

If hazard classification isthe main trigger for obligations, potential effects for the
downstream act will then follow from differences in the classification criteria, either due
to the introduction of new hazard classifications or due to changes of the criteria for
hazards that are already addressed in the current system,;

Such effects may be minim ised by limited changesto the “downstream” act. Thiscan
be addressed in two ways:

1. Exemption from the reference to classfied substances and preparations of those
hazard classifi cations (classes and categories) which are newly introduced by the
GHS. This meansto refer to “substances and mixtures classified as hazardousin
accordance with [GHS Regulation] ”, but to exempt those additional hazard
classifications, cf. Table V1.1 below, that will be newly introduced into the supply and
use system by the GHS;

2. Adaptation of the references to certain classification criteria in a particular
downstream act. For that purpose the re ferences would be shifted to the most closely
corresponding GHS criteria; in addition, the cut-off limits or concentration thresholds
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as specified in the current classification system would be maintained. The latter would
then need to be specified for the respective “downstream” act.

Both approaches can be proposed as consequential changes in the GHS -Regulation itself
or in separate amendments of the respective downstream acts.

It should be noted that further changes to certain downstream acts may be neces sary, e.g.
in case amarginal effect due to applying the GHS criteria isadversely reinforced by
provisions inherent to the legislation at issue, e.g. for the Seveso |1 Directive.

If the outcome of risk or exposure assessment is the main trigger for oblig ations, any
effect due to the differences in the classification criteriahas only indirect implications.
The need for additional risk asse ssments may have to be checked whereas the results and
conclusions of any examination or assessments may not necessita te further action.
Accordingly, potential effects may either be characterised as minimal or may be

minimi sed by changes to the hazard - or risk-related conditions of any obligation.

2. Solutions

Inall casesthereferencesto the criteriafor classificatio n according to Directives 67/548/EEC
or 1999/45/EC will be replaced by references to the criteriain the GHS -Regulation. A
reference table in Annex V111 to the GHS draft Regulation will provide for the appropriate
hazard classes and categories / types/ divisions.

— Where effects of theintroduction of the GHS -Regulati on on arespective “downstream” act
are considered to be absent or minim al, no specific adaptations are suggested.

— Where effects of theintroduction of the GHS -Regulation on a respective “downs tream” act
need to be minimi sed, one of the two following solutions is proposed:

Solution 1

Thefollowing hazard classes and categories, which are more or less additional hazard classes
or categories compared to the current system, shall be exempt from th e referenceto the GHS
Regulation in the respective “downstream” act:

TableVI.1: GHShazard classifications proposed for exemption from the scope o f
particular “downstream” acts (Solution 1) because they are additional hazard
classes or categories compared to the current system

Gases under pressure, in accordance with Annex | Chapter 2.5

Self-reactive substances and mixtures, Type Cto G, in accordance with Annex | Chapter 2.8

Self-heating substances and mixtures , in accordance with Annex | Chapter 2.11

Oxidising liquids, category 3, in accordance with Annex | Chapter 2.13

Oxidising solids, category 3, in accordance with Annex | Chapter 2.14

Organic peroxides, Type G, in accordance with Annex | Chapter 2.15

Corrosive to metals, in accordance with Annex | Chapter 2.16

Reproductive toxicity, effects on or via lactation , in accordance with Annex | Chapter 3.7

STOT, single exposure, category 3 (narcotic effects) , in accordance with Annex | Chapter 3.8
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Solution 2

Where references are made to specific hazard criteria for substances and preparations as defined in Directives 67/548/EEC and 1999/45/EC, and
for the most closely corresponding hazard in the GHS Regulation the cut-off levels or concentration thresholds are different, the current levels or
threshol ds shall be maintained for this specific reference in any specified downstream act.

Where this solution is proposed, the cut-off level or concentration threshold is specified in Table V1.2 for the respective hazard. These values
shall only apply in the specified cases, and not in cases of general reference to the classification.

All suggested solutions are included Table V1.2 bel ow.

TableVI.2:  Overview over hazard-specific options for those endpoints which will be included in the GHS-Regulation

EU category of danger / risk phrase
acc. to Directive 67/548/EEC

Most closely corresponding GHS
classification(s) (2" column)

Proposed adaptationsfor substances and mixtures
to minimise effects

Physicd Hazards

Explosives (E), R2 and R3

§ Explosives, Division 1.1-1.6

s Explosives, unstable explosives

§ Sdf-Reactives, Type A and B

§  Organic Peroxides, Type A and B

§

Refer to the GHS classifications Explosives, Division
1.1-1.6 and Explosives, unstable explosives as specified
inthe 2™ column

Solution 2:

Include in reference substances and mixtures for which
test series A.14 according to Dir 67/548/EEC gives a
positivetest result

Oxidising (), R7

§  Organic Peroxides, Type C-F

Refer to the GHS classifi cati ons as specified in the 2™
column

Oxidising (O), R8

§ Oxidising Gases, category 1
§ Oxidising Liquids, category 1, 2 and 3
§ Oxidising Solids, category 1, 2 and 3

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 1:
Exempt from reference substances and mixtures

27




classified in category 3 of the hazards Oxidising Liquids
and Oxidising Solids

Oxidising (0), R9

Oxidising Liquids, category 1
Oxidising Salids, category 1

Refer to the GHS classifi cati ons as specified in the 2™
column

Extremely Flammable (F+), R12

Flammabl e Liquids, category 1
Flammabl e Gases, category 1
Sef-Reactives, Type C-F (liquids)

Refer to the category 1 of the GHS dassifications
Flammable Liquids and Flammable Gases as specified in
the 2" column

Solution 1:
Exempt from reference liquid substances and mixtures
classified in GHS hazard class Self-Reactives, Type C-F

Highly Flammable (F), R11

Flammabl e Liquids, category 2
Flammabl e Solids, category 1 and 2

Sef-Reactives, Type C-F (solids)

Refer to the GHS classification Flammable Liquids,
category 2 and Flammable Solids, category 1 and 2 as
spedified in the 2™ column

Solution 1:
Exempt from reference solid substances and mixtures
classified in GHS hazard class Self-Reactives, Type C-F

Flammable, R10

Flammabl e Liquids, category 3

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:
Exempt from reference dassified substances and
mixtures with an upper flash point limit > 55¢C

Highly Flammabl e (F), R15

S&M which, in contact with water, emit
flammabl e gases, category 1, 2 and 3

Refer to the GHS classifi cati ons as specified in the 2™
column

Highly Flammable (F), R17

Pyrophoric Liquids, category 1
Pyrophoric Solids, category 1

Refer to the GHS classifi cations as specified in the 2™
column
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Self-Heating S& M, category 1 and 2

Solution 1:
Exempt from reference substances and mixtures
classified in this hazard class

Cf. Directive 75/324/EEC
(to be revised)

Flammable Aerosals, category 1 and 2

Refer to the GHS classifi cati ons as specified in the 2™
column

Gases under Pressure

Solution 1:
Exempt from reference substances and mixtures
classified in this hazard class

Corrosiveto Metds

Solution 1:
Exempt from reference substances and mixtures
classified in this hazard class

Health Hazards

Very Toxic (T+), R28

Acute Toxicity, category 1 (ora)

Refer to the GHS classifi cations as specified in the 2™
column

Solution 2:
Include in reference substances and mixtures classified
in GHS category 2 upto LDy » 25 mg/kg bw

Toxic (T), R25

Acute Toxicity, category 2 and 3 (oral)

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances and
mixtures intheranges 5 ¢« LDsy » 25 mg/kg bw and 200
® LD50 « 300 mg/kg bw

Harmful (Xn), R22

Acute Toxicity, category 4 (ora)

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:
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Include in reference substances and mixtures dassified
in GHS category 3 from LD sy » 200 mg/kg bw

Very Toxic (T+), R27

Acute Toxicity, category 1 (derma)

Refer to the GHS classifi cati ons as specified in the 2™
column

Toxic (T), R24

Acute Toxicity, category 2 (derma)

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:
Include in reference substances and mixtures dassified
in GHS category 3 up to LD sy » 400 mg/kg bw

Harmful (Xn), R21

Acute Toxicity, category 3 and 4 (dermal)

Refer to the GHS classifi cations as specified in the 2™
column

Solution 2:
Exempt from reference d assified substances and
mixturesin the range 200 « LDs, ¢ 400 mg/kg bw

Very Toxic (T+), R26 (gases)

Acute Toxicity, category 1
(inhalation of gases)

Refer to the GHS classifi cations as specified in the 2™
column

Toxic (T), R23 (gases)

Acute Toxicity, category 2
(inhalation of gases)

Refer to the GHS classifi cati ons as specifi ed in the 2™
column

Harmful (Xn), R20 (gases)

Acute Toxicity, category 3 and 4
(inhalation of gases)

Refer to the GHS classifi cati ons as specified in the 2™
column

Very Toxic (T+), R26 (vapours)

Acute Toxicity, category 1
(inhalation of vapours)

Refer to the GHS classifi cati ons as specified in the 2™
column

Toxic (T), R23 (vapours)

Acute Toxicity, category 2
(inhalation of vapours)

Refer to the GHS classifi cati ons as specified in the 2™
column

Harmful (Xn), R20 (vapours)

Acute Toxicity, category 3 and 4

Refer to the GHS classifi cati ons as specified in the 2™
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(inhalation of vapours)

column

Very Toxic (T+), R26
(aerosols & parti culates)

Acute Toxicity, category 1 (inhaation of dust /
mist / fume)

Refer to the GHS classifi cati ons as specified i n the 2™
column

Solution 2:
Include in reference substances and mixtures dassified
in GHS category 2 upto LCs ¢ 0.25 mg/1/4h

Toxic (T), R23
(aerosols & particulates)

Acute Toxicity, category 2 and 3
(inhalation of dust / mist / fume)

Refer to the GHS classifi cati ons as specified in the2™
column

Solution 2:
Exempt from reference dassified substances and
mixtures in the range 0.05 ¢ LCsy ¢ 0.25 mg/1/4h

Harmful (Xn), R20
(aerosols & particulates)

Acute Toxicity, category 4
(inhalation of dust / mist / fume)

Refer to the GHS classifi cati ons as specified in the 2™
column

Corrosive (C), R35

Skin corrosion / irritation, category 1A

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:
Exempt from reference classified mixtures below 5%
concentration of substances classified for this hazard

Corrosive (C), R34

Skin corrosion / irritation, category 1B and 1C

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:
Exempt from reference classified mixtures below 10%
concentration of substances classified for this hazard

Irritant (Xi), R38

Skin corrosion / irritation, category 2

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:
Exempt from reference dassified mixtures below 20%
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concentration of substances classified for this hazard

Irritant (Xi), R41 § Seriouseyedamage/ eyeirritation, category 1 | s  Refer to the GHS classifi cations as specified in the2 ™
column
s Solution 2:

Exempt from reference d assified mixtures below 10%
concentration of substances classified for this hazard

Irritant (Xi), R36 § Seriouseyedamage/ eyeirritation, category 2 | s  Refer to the GHS classifi cations as specified in the2 ™
(A/B) column
§ Solution 2:

Exempt from reference dassified mixtures below 20%
concentrati on of substances dassified for this hazard

Harmful (Xn), R42 § Respiratory sensitisation, category 1 s  Refer to the GHS classifi cations as specified in the 2™
column
Irritant (Xi), R43 §  Skin sensitisation, category 1 s  Refer to the GHS classifi cations as specified in the 2™
column
Very Toxic (T+), R39/28 § STOT (single exposure), category 1 s  Refer to the GHS classifi cations as specified in the 2™
column
s Solution 2:

Exempt from reference dassified substances with LDsg ¢
25 mg/kg bw; do not take account of such substancesin
mixture classification

Very Toxic (T+), R39/27 § STOT (single exposure), category 1 s Refer tothe GHS classifi cations as specified in the2 ™
column
s Solution 2:

Exempt from reference dassified substances with LDsg ¢
50 mg/kg bw; do not take account of such substancesin
mixture classification
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Very Toxic (T+), R39/26
(gas, vapour)

STOT (single exposure), category 1

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances with LCs ¢
0.5 mg/l/4h; do not take account of such substancesin
mixture classification

Very Toxic (T+), R39/26
(aerosols & particulates)

STOT (single exposure), category 1 (dust /
mist / fume)

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances with LCs ¢
0.25 mg/1/4h; do not take account of such substancesin
mixture classification

Toxic (T), R39/25

STOT (single exposure), category 1

Refer to the GHS classifi cations as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances with LDx, ¢
200 mg/kg bw; do not take account of such substancesin
mixture classification

Toxic (T), R39/24

STOT (single exposure), category 1

Refer to the GHS classifi cations as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances with LDx, ¢
400 mg/kg bw; do not take account of such substancesin
mixture classification

Toxic (T), R39/23 (gas, vapour)

STOT (single exposure), category 1

Refer to the GHS classifi cations as specified in the 2™
column

Solution 2:
Exempt from reference dassified substances with LCsg ¢
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2 mg/l/4h; do not take account of such substancesin
mixture classification

Toxic (T), R39/23 § STOT (single exposure), category 1 (dust / s  Refer tothe GHS classifi cations as specified in the 2™

(aerosols & particulates) mist / fume) column

Harmful (Xn), R68/22 § STOT (single exposure), category 2 s Refer tothe GHS classifi cations as specified in the2 ™
column

Harmful (Xn), R68/21 § STOT (single exposure), category 2 s  Refer tothe GHS classifi cations as specified in the2 ™
column

Harmful (Xn), R68/20 § STOT (single exposure), category 2 s Refer tothe GHS classifi cations as specified in the2 ™
column

Irritant (Xi), R37 § STOT (single exposure), category 3 s Refer to the GHS classifi cati ons as specified in the 2™
column

[R67] — additional R-phrase § STOT (single exposure), category 3 § Solution 1:

(narcotic effects) Exempt from reference substances and mixtures

classified in STOT (single exposure), category 3

Toxic (T), R48/25 §  STOT (repesated exposure), category 1 s Refer tothe GHS classifi cations as specified in the2 ™
column
§ Solution 2:

Exempt from reference dassified substances with LDsg ¢
5 mg/kg bw; do not take account of such substancesin
mixture classification

Toxic (T), R48/24 § STOT (repesated exposure), category 1 s  Refer to the GHS classifi cations as specified in the2 ™
column
s Solution 2:

Exempt from reference dassified substances with LDsg ¢
10 mg/kg bw; do not take account of such substancesin




mixture classification

Toxic (T), R48/23 (gas, vapour)

STOT (repeated exposure), category 1

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances with LCxs ¢
0.025 mg/1/6hr/d; do not take account of such substances
in mixture classification

Harmful (Xn), R48/22

STOT (repeated exposure), category 2

Refer to the GHS classifi cati ons as specified in the 2™
column

Exempt from reference dassified substances with LDsg ¢
50 mg/kg bw; do not take account of such substancesin
mixture classification

Harmful (Xn), R48/21

STOT (repeated exposure), category 2

Refer to the GHS classifi cati ons as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances with LDsg ¢
100 mg/kg bw; do not take account of such substancesin
mixture classification

Harmful (Xn), R48/20
(gas, vapour)

STOT (repeated exposure), category 2

Refer to the GHS classifications as specified in the 2™
column

Solution 2:

Exempt from reference dassified substances with LCs ¢
0.25 mg/l/6h/d; do not take account of such substancesin
mixture classification

Harmful (Xn), R65

Aspiration Hazard, category 1

Refer to the GHS dlassifi cati ons as specified in the 2™
column

Solution 2:
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Exempt from reference classified substances and
mixtures with a kinematic viscosity above 7 mm?/s

Mutagen category 1 (T), R46

Germ Cell Mutagenicity, category 1A

Refer to the GHS classifi cations as specified in the 2™
column

Mutagen category 2 (T), R46

Germ Cell Mutagenicity, category 1B

Refer to the GHS classifi cations as specified in the 2™
column

Mutagen category 1 (Xn), R68

Germ Cell Mutagenicity, category 2

Refer to the GHS classifi cati ons as specified in the 2™
column

Carcinogen category 1 (T),
R45 or R49

Carcinogenicity, category 1A

Refer to the GHS classifi cati ons as specified in the 2™
column

Carcinogen category 2 (T),
R45 or R49

Carcinogenicity, category 1B

Refer to the GHS classifi cati ons as specified in the 2™
column

Carcinogen category 2 (Xn), R40

Carcinogenicity, category 2

Refer to the GHS classifi cati ons as specified in the 2™
column

Toxicto Reproduction category 1 (T),
R60 or R61

Reproductive Toxicity, category 1A

Refer to the GHS dlassifi cati ons as specified in the 2™
column

Solution 2:
Exempt from reference classified mixtures below 0.5%
concentration of substances classified for this hazard

Toxicto Reproduction category 2 (T),
R60 or R61

Reproductive Toxicity, category 1B

Refer to the GHS classifi cations as specified in the 2™
column

Solution 2:
Exempt from reference classified mixtures below 0.5%
concentration of substances classified for this hazard

Toxic to Reproduction category 3 (Xn),

Reproductive Toxicity, category 2

Refer to the GHS classifi cati ons as specified in the 2™
column
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R62 or R63

§

Solution 2:
Exempt from reference classified mixtures below 5%
concentration of substances classified for this hazard

[R64] — additional
R-phrase

Reproductivetoxicity, effectson or via
lactation

Solution 1:
Exempt from reference substances and mixtures
classified in hazard category effectson or via lactation

Solution 2:
Exempt from reference classified mixtures below 0.5%
concentration of substances classified for this hazard

Environmental Hazards

(N), R50 Hazardousto the aguatic s  Refer to the GHS classifi cations as specified in the 2™
environment, acute | column

(N), R50/53 Hazardousto the aguatic s  Refer to the GHS classifi cations as specified in the 2™
environment, chronic | column

(N), R51/R3 Hazardous to the aguatic environment, chronic | s  Refer to the GHS classifi cations as specified in the2™
I column

R52/53 Hazardous to the aguatic environment, chronic | s  Refer to the GHS classifi cations as specified in the2™
Il column

R53 Hazardous to the aguatic environment, chronic | s  Refer to the GHS classifi cations as specified in the2™
v column

R59 Criteriaunder development at UN leve § Classify assoon as criteriaare adopted at UN leve and

taken over in the GHS Regulation

Comment: For STOT (single/ repeated exposure), the GHS may employ different units for the criteria compared to the EU dassifications R39, R48 or R68. In

such cases, the adaptation of the cut -off val ues according to Solution 2 may have to be reviewed.




VI1l. Summary of the Conclusions

This analysis concludes that the implementation of the GHS Purple Book in the GHS Regulation will entail effects on EU downstream legislation
which are mostly minimal or can be minimised through limited consequential adaptations of the respective acts. For 22 of the examined pieces of
legidation it is concluded that either no change is necessary or that adaptations based on Solution 1 and / or Solution 2, cf. Chapter VI, are
appropriate. Only for a few acts also other ways of simple adaptation are suggested. Most of the respective adaptations can be performed in the
GHS Regulation itself. Only for the Seveso || Directive, a separate amendment seems more appropriate.

It should be emphasised that this analysis does not intend to pre-empt particular changes to any of the downstream acts, because thisis seen to
remain in the competence of the responsible Commission Service. Nor does it require such changes to be i mplemented through provisionsin the
GHS Regulation itself or through specific amendments to downstream legi d ation prepared by the responsible Service. The decision on the
appropriate approach will be taken only after individual consultation with the responsible Service.

1. Downstream legislation with GHS effects characterised as minimal if any; changes to the legidation are not deemed necessary (neither

Solution 1 nor Solution 2):

§

§

Regulation (EC) No 648/2004/EC of the European Parliament and of the Council of 31 March 2004 on detergents

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 solventsin decorative paints and varnishes and vehicle refinishing products and amending Directive
1999/13/EC

Directive 2000/60/EC of the European Parliament and of the Council of 23 October 2000 establishing a framework for Community action
in the field of water policy

o Decision No 2455/2001/EC of the European Parliament and of the Council of 20 November 2001 establishing the list of priority
substances

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

Council Directive 1992/85/EEC of 19 October 1992 on the introduction of measures to encourage improvementsin the safety and health
at work of pregnant workers and workers who have recently given birth or are breastfeeding

Council Directive 1992/58/EEC of 24 June 1992 on the minimum requirements for the provisions of safety and/or health signs at work
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§ Council Directive 91/157/EEC of 18 March 1991 on batteries and accumulators containing certain dangerous substances

2. Downstream legislation with GHS effects that can be mini mised through Solution 1 and / or Solution 2:

§ Regulation (EC) No 1980/2000 of the European Parliament and of the Council on a revised Community eco-label award scheme

o Commission Decision 2001/523/EC of 27 June 2001 establishing the ecological criteriafor the award of the Community ecolabel
to all-purpose cleaners and cleaners for sanitary facilities

o Commission Decision 2001/607/EC of 19 July 2001 establishing the ecological criteriafor the award of the Community ecclabel
to hand dishwashing detergents

o Commission Decision 2002/739/EC of 3 September 2002 establishing revised ecological criteria for the award of the Community
eco-label to indoor paints and varnishes and amending Decis on 1999/10/EC

o Commission Decision 2003/31/EC of 29 November 2002 establishing revised ecol ogical criteria for the award of the Community
eco-label to detergents for dishwashers and amending Decision 1999/427/EC

o Commission Decision 2003/200/EC of 14 February 2003 establishing revised ecological criteriafor the award of the Community
eco-label to laundry detergents and amending Decision 1999/476/EC
§ Council Directive 76/768/EEC of 27 July 1976 on the approximation of the laws of the Member States rel ating to cosmetic products
§ Council Directive 88/378/EEC on the approxi mation of laws of the Member States concerning the safety of toys
§ Council Directive 75/324/EEC of 20 May 1975 on the approximation of the laws of the Member States relating to aerosol dispensers

§ Directive 1998/8/EC of the European Parliament and of the Council of 16 February 1998 concerning the placing of biocidal products on
the market

§ Council Directive 91/414/EEC concerning the placing of plant protection products on the market
§ Draft REACH Regulation, in the version as agreed by the Council on 13 December 2005

§ Regulation (EC) No 304/2003 of the European Parliament and of the Council of 28 January 2003 concerning the export and import of
dangerous chemicals

§ Council Directive 1999/13/EC of 11 March 1999 on the limitation of emissions of volatile organic compounds due to the use of organic
solventsin certain activities and installations
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Council Directive 1996/62/EC of 27 September 1996 on ambient air quality assessment and management

Council Directive 1998/24/EC of 7 April 1998 on the protection of the health and safety of workers from the risks related to chemical
agents at work

Council Directive 1994/33/EC of 22 June 1994 on the protection of young people at work
Council Directive 91/689/EC of 12 December 1991 on hazardous waste

o Commission Decision 2000/532/EC 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

Directive 2000/53/EC of the European Parliament and of the Council of 18 September 2000 on end-of-life vehicles

Directive 2002/95/EC of the European Parliament and the Council of 27 January 2003 on the restriction of the use of certain hazardous
substances in electrical and electronic equi pment

3. Downstream legislation which may be adapted by a separate amendment:

§

Council Directive 1996/82/EC of 9 December 1996 on the control of major-accident hazards involving dangerous substances, as amended

by Directive 2003/105/EC of the European Parliament and of the Council of 16 December 2003

On the following pages, the sol uti ons proposed for the different pieces of downstream legislation are tabled. It isassumed that these options
apply as consequential change to the shift of reference to the GHS criteria.
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Table VII.1:  Solutions to minimise potential effects of the GHS Regulation on “downstream” legidation. It is assumed that
reference is shifted to the GHS Regulation or to the respective GHS criteria, where appropriate
EU Legidation Referenceto EU System of General Assessment Solutions to minimise potential

Classification & Labelling

of Effects

effects of the GHS Regulation

Regulation (EC) No 648/2004/EC of the
European Parliament and of the Council of
31 March 2004 on detergents

§ Classification & labelling acc. to
Directives 67/548/EEC and
1999/45/EC

§ Minima / No effects

§ Nospecific adaptation needed

Regulation (EC) No 1980/2000 of the
European Parliament and of the Council on
arevised Community eco-label award
scheme

§ Commission Decision 2001/523/EC of
27 June 2001 establishing the
ecological criteriafor the award of the
Community eco-label to all-purpose
cleaners and cleaners for sanitary
fadlities

§ Commission Decision 2001/607/EC of
19 July 2001 establishing the
ecological criteriafor the award of the
Community eco-label to hand
dishwashing detergents

§ Commission Decision 2002/739/EC of
3 September 2002 establishing revised
ecological criteriafor the award of the
Community eco-label to indoor paints
and varnishes and amending Decision
1999/10/EC

§ Commission Decision 2003/31/EC of

§ R-phrasesand categories of danger:
R23, R24, R25, R26, R27, R28,
R31, R39, R40, R42, R43, R45,
R46, R48, R49, R60, R61, R62,
R63, R64, R68, R50-53, R59

s FEffectstobe
minimised

§ Solution 2 acc.to Table V1.2 for
the following endpoints:

Acute Toxicity, category 2 and 3
(inhalation of dust / mist / fume):
Exempt from reference dassified
substances and mixtures in the range
0.05¢ LCs* 0.25 mg/l/4h

Acute Toxicity, category 2 (dermd):
Include in reference substances and
mixtures classified in GHS category
3upto LDsye 400 mg/kg bw

Acute Toxicity, category 2 and 3
(oral): Exempt from reference
classified substances and mixtures in
theranges5 ¢ LDso* 25 mg/kg bw
and 200 » LDsg* 300 mg/kg bw

Acute Toxicity, category 1
(inhalation of dust / mist / fume):
Includein reference substances and
mixtures classified in GHS category
2upto LCspe 0.25 mg/l/4h
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29 November 2002 establishing
revised ecological criteriafor the
award of the Community eco-label to
detergents for dishwashers and
amending Decision 1999/427/EC

Commission Decision 2003/200/EC of
14 February 2003 establishing revised
ecologicd criteriafor the award of the
Community eco-label to laundry
detergents and amending Decision
1999/476/EC

Acute Toxicity, category 1 (oral):
Include in reference substances and
mixtures classified in GHS category
2upto LDsye 25 mg/kg bw

STOT (single exposure), cat. 1
(oral): Exempt from reference
classified substances with LDsg ¢ 25
mg/kg bw; do not take account of
such substances in mixture
classification

STOT (single exposure), cat. 1
(dermdl): Exempt from reference
classified substances with LDsg ¢ 50
mg/kg bw; do not take account of
such substances in mixture
classification

STOT (single exposure), ca. 1 (gas,
vapour): Exempt from reference
classified substances with LCsp ¢ 0.5
mg/l/4h; do not take account of such
substances in mixture dassification

STOT (single exposure), cat. 1 (dust
[ mist / fume): Exempt from
reference classified substances with
LCs ¢ 0.25 mg/l/4h; do not take
account of such substancesin
mixture cl assification

STOT (repeated exposure), cat. 1
(oral): Exempt from reference
classified substances with LDsp ¢ 5
mg/kg bw; do not take account of
such substances in mixture

42




classification

STOT (repested exposure), cat. 1
(dermdl): Exempt from reference
classified substances with LDsp ¢ 10
mg/kg bw; do not take account of
such substances in mixture
classification

STOST (repeated exposure),
category 1 (gas, vapour): Exempt
from reference classified substances
with LCs ¢ 0.025 mg/I/6h/d; do not
take account of such substancesin
mixture cl assification

STOT (repeated expasure), cat. 2
(oral): Exempt from reference
classified substances with LDsg ¢ 50
mg/kg bw; do not take account of
such substances in mixture
classification

STOT (repeated exposure), cat. 2
(dermdl): Exempt from reference
classified substances with LDs ¢
100 mg/kg bw; do not take account
of such substances in mixture
classification

STOT (repeated exposure), cat. 2
(gas, vapour): Exempt from
reference classified substances with
LCs ¢ 0.25 mg/l/6h/d; do not take
account of such substancesin
mixture classification

Reproductive Toxicity, cat. 1A and
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1B: Exempt from reference
classified mixtures below 0.5%
concentration of substances
classified for this hazard

Reproductive Toxicity, cat. 2:
Exempt from reference dassified
mixtures below 5% concentration of
substances classified for this hazard

Reproductive Toxicity, effects on or
vialactation: Exempt from reference
classified mixtures below 0.5%
concentration of substances
classified for this hazard

Council Directive 76/768/EEC of 27 July
1976 on the gpproximation of the laws of
theMember States rd ating to cosmetic
products

Reference to the categories of
danger as set out in Directive
67/548/EEC

Referenceto CMR category 1, 2
and 3

Minima / No effects

Solution 1 acc. to Table VI.1

Council Directive 88/378/EEC on the Classification & labelling acc. to Effectsto be Solution 1 acc. to TableVI.1
approximation of laws of the Member Directives 67/548/EEC and minimised
States concerning the safety of toys 1999/45/EC

Reference to CMR category 1 and 2
Council Directive 75/324/EEC of 20 May Reference to the categories of Effectsto be Solution 2 acc. to Table V1.2 for
1975 on the gpproximation of the laws of danger Extremdy Flammable, minimised endpoints related to flammable

the Member States rd ating to aerosol
dispensers

Highly Flammable and Flammable
as defined in Dir 67/548/EEC

properties

Flammable Liquids, category 3:
Exempt from reference dassified
substances and mixtures with an
upper flash point l[imit > 55.C




Directive 1998/8/EC of the European
Parliament and of the Coundil of 16
February 1998 concerning the placing of
biocidal products on the market

Classification and labdling acc. to
Directives 67/548/EEC and
1999/45/EC

Referenceto CMR, Very Toxic,
Toxic and sensitising properties

8

Effectsto be
minimised

Solution 1 acc. to Table VI.1

Solution 2 acc. to Table V1.2 for
endpoints related to acutetoxicity
and reprotoxicity:

Acute Toxicity, category 1-3 (ord):
Exempt from reference dassified
substances and mixtures in the range
200« LDsy* 300 mg/kg bw

Acute Toxicity, category 1-2
(dermal): Includein reference
substances and mixtures classified in
GHS category 3 up to LD sy » 400
mg/kg bw

Reproductive Toxicity, cat. 1A and
1B: Exempt from reference
classified mixtures below 0.5%
concentration of substances
classified for this hazard

If STOT (single/ repeated
exposure), category 1: adaptations
cf. TableV1.2 above

Council Directive 91/414/EEC concerning
the placing of plant protection products on

the market

Classification of active substances
and PPP acc. to Dir 67/548/EEC
and 1999/45/EC

Referenceto Very Toxic

Packaging and | abelling of PPP acc.
to Directive 1999/45/EC

Testing of metabolites triggered by
T+, T and CMR (non-binding
Guidance Document)

8

Effectsto be
minimised

Solution 2 acc. to Table V1.2 for
acutetoxicity:

Acute Toxicity, category 1 (ora):
Includein reference substances and
mixtures classified in GHS category
2upto LDsye 25 mg/kg bw

Acute Toxicity, category 1 (dust /
mist / fume): Indudein reference
substances and mixtures classified in

45




GHS category 2 upto LCsp ¢ 0.25
mg/l/4h

If STOT (single exposure), category
1: adaptations cf. Table V1.2 above

Draft REACH Regulation, in theversion as
agreed by the Council on 13 December
2005

Reference to selected categories of
danger (CMR, respiratory
sensitisers)

Notification to the classification and
labdling inventory 3 years after
entry-into-force of REACH

Information on dassification and
labdling needed at the time of
substance registration

Chemical Safety Report: documents
the classification of substances; the
exposure part istriggered by the
classification as dangerous acc. to
Directive 67/548/EEC

Prioritisation of substance
evaluation triggered by substances
which are likdy to be dangerous
acc. tothe criteriaset out in Dir
67/548/EEC

Exemptions of naturally occurring
substances in Annex |11 to the
REACH Regulation do not apply if
substances are classified as
dangerous

8

Effectsto be
minimised

Solution 1 acc. to Table VI.1

Council Directive 1996/82/EC of 9
December 1996 on the control of mgor -

Annex |, Part 2: referenceto
numerous categories of danger and

8

Separate amendment
necessary which

§

Solution 1 acc. to Table VI.1 for
the following GHS classifications:
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accident hazards involving dangerous
substances, as amended by Directive

2003/105/EC of the European Parliament
and of the Coundil of 16 December 2003

R-phrases as set out in Directive
67/548/EEC

Reference to the ,expl osive"
categories of UN/ADR, as
transposed by Directive
1994/55/EC

indudes minimising
of classification
effects

Oxidising Liquids and Solids:
Exempt from reference substances
and mixtures classified in category 3
of the hazard classes Oxidising
Liguids and Oxidising Solids

Organic Peroxides:
Exempt from reference substances
and mixtures classified as Type G

And exempt from reference
substances and mixtures classified as
Type Aand B

Solution 2 acc. to Table VI.2 for
all relevant classificationsreferred
tointhe Tableof Annex |, Part 2
of the Seveso || Directive:

Acute Toxicity, category 2 and 3
(inhalation of dust / mist / fume):
Exempt from reference dassified
substances and mixtures in the range
0.05¢ LCs* 0.25 mg/l/4h

Acute Toxicity, category 2 (dermal):
Include in reference substances and
mixtures classified in GHS category
3uptoLDsye 400 mg/kg bw

Acute Toxicity, category 2 and 3
(oral): Exempt from reference
classified substances and mixturesin
theranges5 ¢ LDso* 25 mg/kg bw
and 200 » LDsg* 300 mg/kg bw

Acute Toxicity, category 1
(inhalation of dust / mist / fume):
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Include in reference substances and
mixtures classified in GHS category
2upto LCs ¢ 0.25 mg/l/4dh

Acute Toxicity, category 1 (oral):
Includein reference substances and
mixtures classified in GHS category
2upto LDsy e 25 mg/kg bw

STOT (single exposure), cat. 1
(oral): Exempt from reference
classified substances with LDsg ¢ 25
mg/kg bw; do not take account of
such substances in mixture
classification

STOT (single exposure), cat. 1
(dermdl): Exempt from reference
classified substances with LDsg ¢ 50
mg/kg bw; do not take account of
such substances in mixture
classification

STOT (single exposure), cat. 1 (gas,
vapour): Exempt from reference
classified substances with LCsy ¢ 0.5
mg/l/4h; do not take account of such
substances in mixture dassification

STOT (single exposure), cat. 1 (dust
[ mist / fume): Exempt from
reference classified substances with
LCs ¢ 0.25 mg/l/4h; do not take
account of such substancesin
mixture cl assification

STOT (repeated exposure), cat. 1
(oral): Exempt from reference

48




classified substances with LDsg » 5

mg/kg bw; do not take account of
such substances in mixture
classification

STOT (repeated exposure), cat. 1
(dermdl): Exempt from reference

classified substances with LDsg ¢ 10

mg/kg bw; do not take account of
such substances in mixture
classification

STOT (repeated exposure), cat. 1
(gas, vapour): Exempt from

reference classified substances with

LCs ¢ 0.025 mg/l/6h/d; do not tak
account of such substancesin
mixture cl assification

- Explosives: Includein reference

substances and mixtures for which
test series A.14 according to Dir
67/548/EEC gives apositive test
result

Flammable Liquids, category 3:
Exempt from reference dassified
substances and mixtures with an
upper flash point limit > 55.C

e

<

Regulation (EC) No 304/2003 of the
European Parliament and of the Council of
28 January 2003 concerning the export and
import of dangerous chemicals

Classification & labelling acc. to
Directives 67/548/EEC and
1999/45/EC

Reference to the introduction of a
new system of classification and
labdling in the EU

8

Effectsto be
minimised

§

Introduction of thefixed
concentration limit 0.1% for
mixtures containing substances
from Annex |, Part 1,2 and 3to
Regulation (EC) No 304/2003
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Reference to changes of |abelling

Council Directive 1999/13/EC of 11 March
1999 on the limitation of emissions of
volatile organic compounds due to the use
of organic solventsin certain activities and
installations

Reference to R40, R45, R46, R49,
R60, R61

Minima / No effects

Solution 2 acc. to Table V1.2 for
reprotoxicity:

Reproductive Toxicity, cat. 1A and
1B: Exempt from reference
classified mixtures below 0.5%
concentration of substances
classified for this hazard

Directive 2004/42/EC of the European
Parliament and of the Coundil of 21 April
2004 on the limitation of emissions of
volatile organic compounds due to the use
of organic sol vents in decorative paints and
varnishes and vehiclerefinishing products
and amending Directive 1999/13/EC

Referencetolabelling acc. to
Directive 67/548/EEC

Minima / No effects

No specific adaptation needed

Council Directive 1996/62/EC of 27
September 1996 on ambient air quality
assessment and management

Reference to the categories of
danger as set out in Dir 67/548/EEC

Minima / No effects

Solution 1 acc. to Table VI.1

Directive 2000/60/EC of the European

Parliament and of the Council of 23

October 2000 establishing aframework for

Community action in thefidd of water

policy

§ Decision No 2455/2001/EC of the
European Perliament and of the
Council of 20 November 2001
establishing the list of priority
substances

No explicit reference to the
categories of danger as set out in
Directive 67/548/EEC

Reference to substances with toxic,
carcinogeni c and mutagenic
properties

Minima / No effects

No specific adaptation needed
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Council Directive 1998/24/EC of 7 April
1998 on the protection of the health and
safety of workers from therisksrdated to
chemical agents at work

Reference to substances and
preparations meeting the criteria for
classification as set out in Dir
67/548/EEC and 1999/45/EC

8

Minima / No effects

Solution 1 acc. to Table VI.1

Directive 2004/37/EC of the European
Parliament and of the Coundil of 29 April
2004 on the protection of workers from the
risks related to exposure to card nogens or
mutagens at work

Reference to the categories of
danger carcinogen and mutagen,
cat. 1and 2

8

Minima / No effects

No specific adaptation needed

Council Directive 1994/33/EC of 22 June
1994 on the protection of young people at
work

Reference to numerous categories
of danger and R-phrasesin the
Annex: Very Toxic, Toxic,
Corrosive, Irritant, Harmful, R39,
R40, R42, R43, R45, R46, R48,
R60, R61, R12

8

Minima / No effects

Solution 2 acc. to Table V1.2 for
the following endpoints:

Acute Toxicity, category 4 (ora):
Includein reference substances and
mixtures classified in GHS category
3 from LDsg ¢ 200 mg/kg bw

Acute Toxicity, category 3and 4
(dermdl): Exempt from reference
classified substances and mixtures in
therange 200 « LDsp 400 mg/kg
bw

Acute Toxicity, category 2 and 3
(inhalation of dust / mist / fume):
Exempt from reference dassified
substances and mixtures in the range
0.05¢ LCs* 0.25 mg/l/4h

Acute Toxicity, category 2 (dermal):
Include in reference substances and

mixtures classified in GHS category
3uptoLDsye 400 mg/kg bw

Acute Toxicity, category 2 and 3
(oral): Exempt from reference
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classified substances and mixtures in
theranges5 ¢ LDso* 25 mg/kg bw
and 200 » LDsg* 300 mg/kg bw

Acute Toxicity, category 1
(inhalation of dust / mist / fume):
Include in reference substances and
mixtures classified in GHS category
2upto LCs ¢ 0.25 mg/l/4h

Acute Toxicity, category 1 (oral):
Include in reference substances and
mixtures classified in GHS category
2upto LDsy e 25 mg/kg bw

STOT (single exposure), cat. 1
(oral): Exempt from reference
classified substances LDsy ¢ 25
mg/kg bw; do not take account of
such substances in mixture
classification

STOT (single exposure), cat. 1
(dermdl): Exempt from reference
classified substances with LDsy ¢ 50
mg/kg bw; do not take account of
such substances in mixture
classification

STOT (single exposure), cat. 1 (gas,
vapour): Exempt from reference
substances with LCsy » 0.5 mg/1/4h;
do not take account of such
substances in mixture dassification

STOT (single exposure), cat. 1 (dust
[ mist / fume): Exempt from

reference substances with LCsp ©
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0.25 mg/l/4h; do not take account of
such substances in mixture
classification

STOT (repested exposure), cat. 1
(oral): Exempt from reference
substances with LDsg ¢ 5 mg/kg bw;
do not take account of such
substances in mixture dassification

STOT (repeated exposure), cat. 1
(dermdl): Exempt from reference
substances with LDsp ¢ 10 mg/kg
bw; do not take account of such
substances in mixture dassification

STOT (repested exposure), cat. 1
(gas, vapour): Exempt from
reference substances with LCs ©
0.025 mg/1/6h/d; do not take account
of such substances in mixture
classification

STOT (repested exposure), cat. 2
(oral): Exempt from reference
substances with LDsp « 50 mg/kg
bw; do not take account of such
substances in mixture dassification

STOT (repeated exposure), cat. 2
(dermal): Exempt from reference
substances with LDs 100 mg/kg
bw; do not take account of such
substances in mixture dassification

STOT (repested exposure), cat. 2
(gas, vapour): Exempt from

reference substances with LCsp ©
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0.25 mg/l/6h/d; do not take account
of such substances in mixture
classification

Reproductive Toxicity, cat. 1A and
1B: Exempt from reference
classified mixtures below 0.5%
substance concentration

Skin corrosion / irritation, cat. 1A:
Exempt from reference dassified
mixtures below 5% concentration of
substances classified for this hazard

Skin corrosion / irritation, cat. 1B
and 1C: Exempt from reference
classified mixtures below 10%
concentration of substances
classified for this hazard

Skin corrosion / irritation, cat. 2:
Exempt from reference dassified
mixtures below 20% concentration
of substances classified for this
hazard

Serious eye damage / eye irritation,
category 1: Exempt from reference
classified mixtures below 10%
concentration of substances
classified for this hazard

Serious eye damage / eyeirritation,
category 2 (A/B): Exempt from
reference classi fied mixtures bd ow
20% concentration of substances
classified for this hazard

Explosives: Includein reference




substances and mixtures for which
test series A.14 according to Dir
67/548/EEC gives a positive test
result

Council Directive 1992/85/EEC of 19
October 1992 on the introduction of
measures to encourage improvementsin
the safety and health at work of pregnant
workers and workers who have recently
given birth or are breastfeeding

Reference to substances |abelled as
R40, R45, R46, R47 according to
Directive 67/548/EEC

Minima / No effects

No specific adaptation needed

Council Directive 1992/58/EEC of 24 June
1992 on the mini mum requirements for the
provisions of safety and/or health signsat
work

Reference to classification and
labdling acc. to Directives
67/548/EEC and 1999/45/EC

Minima / No effects

No specific adaptation needed

Council Directive 91/689/EC of 12
December 1991 on hazardous waste

Commission Decision 2000/532/EC of 3
May 2000 replacing Decision 94/3/EC
establishing alist of wastes pursuant to
Article 1(a) of Council Directive
75/442/EEC on waste and Council
Decision 94/904/EC egtablishing alist of
hazardous waste pursuant to Artid e 1(4) of
Council Directive 91/689/EEC on
hazardous waste

Reference to the classification
criteria of Directive 67/548/EEC

Reference to the generic
concentration limitsasdefined in
Directive 1999/45/EC

Further references are disputed

Effectsto be
minimised

Solution 2 acc. to Table V1.2 for
the following endpoints:

Acute Toxicity, category 4 (oral):
Include in reference substances and
mixtures classified in GHS category
3 from LDsg ¢ 200 mg/kg bw

Acute Toxicity, category 3 and 4
(dermdl): Exempt from reference
classified substances and mixturesin
therange 200 » LDsp 400 mg/kg
bw

Acute Toxicity, category 2 and 3
(inhalation of dust / mist / fume):
Exempt from reference dassified
substances and mixtures in the range
0.05¢ LCs* 0.25 mg/l/4h
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Acute Toxicity, category 2 (dermd):
Include in reference substances and
mixtures classified in GHS category
3upto LDsye 400 mg/kg bw

Acute Toxicity, category 2 and 3
(oral): Exempt from reference
classified substances and mixturesin
theranges5 ¢ LDsg* 25 mg/kg bw
and 200 « LDsp* 300 mg/kg bw

Acute Toxicity, category 1
(inhalation of dust / mist / fume):
Include in reference substances and
mixtures classified in GHS category
2upto LCs e 0.25mg/l/4h

Acute Toxicity, category 1 (oral):
Include in reference substances and
mixtures classified in GHS category
2upto LDsye 25 mg/kg bw

Retain the current concentration
limitsasdefined in Decision
2000/532/EC (similar to Solution
2); repeal the corresponding
phrasein footnote 7 of Decision
2000/532/EC

Directive 2000/53/EC of the European
Parliament and of the Coundil of 18
September 2000 on end-of-life vehides

Reference to substances which are
considered dangerous according to
Directive 67/548/EEC

Effectsto be
minimised

Solution 1 acc. to Table VI.1

Directive 2002/95/EC of the European
Parliament and the Council of 27 January
2003 on therestriction of the use of certain
hazardous substances in e ectrica and

Reference to substances which are
considered dangerous according to
Directive 67/548/EEC

Effectsto be
minimised

Solution 1 acc. to Table VI.1
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€l ectroni c equipment

Reference to preparations which are
considered dangerous according to
Directive 1999/45/EC

Council Directive 91/157/EEC of 18
March 1991 on batteries and accumul ators
containing certain dangerous substances

Term “dangerous’ only used in the
title of the Directive; no reference
identified in the Articles

8

Minima / No effects

§

No specific adaptation needed
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PART Il — Analysisof Downstream Legislation

I. Consumer Products
I.1. Regulation (EC) No 648/2004/EC of the European Parliament and of the Council of
31 March 2004 on deter gents

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi! celexapi!prod! CEL EXnumdoc& Ig=EN&n
umdoc=32004R0648& model=guichett

Regulation No. 648/2 004/EC (“ Detergents Regulation”) establishesrules designed to achieve
the free movement of detergents and surfactants for detergentsin the internal market . To this
end, the Regulation harmonises the following rules for the placing on the market detergent s
and surfactants for detergents: the biodegradability of surfactants in detergents, restrictions or
bans on surfactants on grounds of biodegradability, the additional Iabelling of detergents,
including fragrance allergens and the information that manufact urers must hold at the disposal
of the Member States' competent authorities and medical personnel.

The classification of substances and mixturesin detergents would follow directly from the
proposed GHS Regulation. The Detergents Regulation does not base a ny additional obligation
on the classification of substances and mixtures. Accordingly, the introduction of the GHS

will have no direct effect on the Detergents Regulation.

[.1.1. Abstract of the legisation

Regulation No. 648/2004/EC (“ Detergents Regula tion™) is based on Article 95 of the Treaty.

It entered into force on 8 October 2005. It establishes rules designed to achieve the free
movement of detergents and surfactants for detergentsin theinternal market. A detergent
means any substance or prepara tion containing soaps and/or other surfactants intended for
washing and cleaning processes. A surfactant means any organic substance and/or preparation
used in detergents, which has surface -active properties and which consists of one or more
hydrophilic and one or more hydrophobic groups of such a nature and sizethat it is capable of
reducing the surface tension of water, and of forming spreading or adsorption monolayers at
the water-air interface, and of forming emulsions and/or micro -emulsions and/or micelles, and
of adsorption at water -solid interfaces.

Detergents may be in any form (liquid, powder, paste, bar, cake, moulded piece, shape, etc.)
and marketed for or use in household s or for ingitutional or industrial purposes. To achieve
the free movement of detergents and surfactants in the internal market , the Regulation
harmonises the following rules for the placing on the market of detergents and of surfactants
for detergents:

- the biodegradability of surfactantsin detergents;
- redrictions or ban s on surfactants on grounds of biodegradahility;
- the additional labelling of detergents, including fragrance allergens; and

- the information that manufacturers must hold at the disposal of the Member States
competent authorities and medical personnel.
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When placed on the market, detergents and surfactants for det ergents shall conform with the
conditions, characteristics and limits laid down in this Regulation and its Annexes and, where
relevant, with Directive 1998/8/EC and with any other relevant Commu nity legislation.
Surfactants that are also active substances within the meaning of Directive 1998/8/EC and
that are used as disinfectants are exempt from the provisions of Annexesll, I11, 1V and VIII of
this Regulation, but have to comply with the provis ions of Directive 1998/8/EC. As such
surfactants are deemed to be disinfectants, the detergents of which they areingredients are
subject to the labelling provisions for disinfectants of Annex VII A.

If surfactants and detergents containing surfactants co mply with the criteria for ultimate
aerobic biodegradation as laid down in Annex |11 , they may be placed on the market without
further limitations relating to biodegradability. If they do not comply with the aforementioned
criteria, the manufacturer may s ill apply for a derogation. However, if the level of primary
biodegradability islower than that stipulated in Annex |1 , the detergent / surfactant shall not
be granted a derogation.

Applications for derogation shall comprise atechnical file supplying al | the information and
justifications necessary for evaluating the safety aspects related to the specific use of
surfactants in detergents failing to comply w ith the biodegradability limits as set out in Annex
[11. In addition to the results of tests stipul ated in Annex |11, the technical file which isto be
provided by the manufacturer shall include information and results of tests as stipulated in
Annexes |1 (primary biodegradability) and IV (complementary risk assessment) . On the basis
of, in particular, the evaluation carried out by the Member State, the Commission may grant a
derogation in accordance with the procedur ereferred to in Article 12(2) (comitology) and
applying the following criteria:

- use in low-dispersive applications, rather than in wide -dispersive applications;
- use in specific industrial and/or institutional applications only;

- therisk to the environment or to health posed by the volume of sales and the pattern
of use throughout the Community is small compared to the socio -economic benefits,
including food safety and hygiene standards.

The derogations may allow, limit or severely restrict the placing on the market and the use of
surfactants as ingredients in detergents, depending on theresults of th e complementary risk
assessment as defined in Annex |V. The Commission shall publish thelist of surfactants that
have obtained derogation, with the corresponding conditions or limitations of use, as provided
in Annex V. Similarly, the Commission shall publish in Annex VI thelist of surfact antsthat
have been identified as not complying with this Regulation.

Where a Member State has justifiable grounds for believing that a specific detergent,
although complying with the requirements of this Regulation, constitutes arisk to safety
or health of humans or of animals or arisk to the environment, it may temporarily
prohibit the placing on the market of that detergent in itsterritory or make it temporarily
subject to special conditions. It shall immediately inform the other Member States and
the Commisson. After consultation of the Mem ber States, or of the rdevant technical or
scientific committee of the Commission, a decision shall be taken on the matter within
ninety days in accordance with the procedure referred to in Article 12(2).

All testsreferred toin Articles 3 and 4 and in Annexes 11, 111, 1V and V111 shall be conducted
in compliance with the standards mentioned in Annex I.1 and in accordance with testing
requirements under Article 10(5) of Regulation (EEC) No 793/93. With regard to testing
itself, Annexes Il and 111 of the Detergents Regulation refer to the methods as set out in
Annex V to Council Directive 67/548/EEC.
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Manufacturers placing on the market the preparations covered by this Regulation shall,
upon request, make available w ithout delay and free of charge, to any medical

personnel, an ingredient datasheet as stipulated in Annex VII C. The information
contained in the datasheet shall be kept confidential and used only for medical purposes.

Member States competent authori ties may apply al necessary control measures to detergents
placed on the market which ensure the compliance of the product with the provisions of th e
Detergents Regulation. The reference method shall be the test and analytical methods referred
toin Annex VIII .

Asfar asthe labelling of detergent productsis concerned, the provisionsrelating to the
classfication, packaging and labelling of dangerous substances and preparationsin Direc tives
67/548/EEC and 1999/45/EC apply. In addition, other provisionsrequi reinter aliathat the
packaging of detergents indicate the content in accordance with the specifications provided

for in Annex VII A. It shall alsoindicateinstructionsfor use and special precautions, if
necessary. Furthermore, the packaging of detergents sold to the general public intended to be
used aslaundry detergents shall bear theinformation provided for in Annex VIl B.  Laundry
detergents which, according to Annex |11, Part 1 of Directive 76/768/EEC, contain known
alergic ingredients, many of which are perfumes, must be labelled so that consumers can
make an informed choice.

The amendments necessary for adapting the Annexes shall be adopted in comitology. The
Detergents Regulation repeal s the Community Directives 73/404/EEC, 73/405/EEC,
82/242/EE C, 82/243/EEC and 86/94/EEC as well as Recommendation 89/542/EEC.

[.1.2. Analysis of the linksto classfication and labelling provisionsand anticipation of
the potential effects of the GHS

Generally, detergents are preparations (GHS terminolog y: mixtures) which are regulated
by Directive 1999/45/EC. Regulation No. 648/2004 mainly serves the purpose to control
or restrict those ingredients which are not readily biodegradable. Currently, there are 26
such detergent ingredients which arerestricte d because of insufficient biodegradability.

Annex |l and Il of the Detergents Regul ation refer to numerous test methods as set out in
Annex V to Directive 67/548/EEC. Annex V of Directive 67/548/EEC will berepealed as
a consequence of the REACH Regulati on. The deletion of this Annex will apply 12
months from the entry into force of the REACH Regulation; the testing methods will then
be specified on the basis of Article 12 of the REACH Regulation in a further Commission
Regulation or by recognition of oth er international test methods by the Commission or the
Agency.

Surfactants that are also active substances within the meaning of Directive 1998/8/EC and
that are used as disinfectants are exempt from the provisions of Annexesl|, I11, 1V and

VIl of this Regulation, but have to comply with the provisio ns of Directive 1998/8/EC.
Thisimplies that classified surfactants which are contained in detergent products may lead
to a corresponding labelling of the latter.

Being preparations (GHS terminology: “mixtures”), detergents are subject to the labelling
provisions of Directives 67/548/EEC and 1999/45/EC. Consequently, the labelling would
have to follow the rules of the GHS in future, cf. T able V.2 of Part | of this study.
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The classification of substances and mi xturesin detergents would follow directly from
the proposed GHS Regulation. The Deter gents Regulation does not base any additional
obligation on the classification of substances and mixtures. Accordingly, the
introduction of the GHS will have no direct ef fect on the Deter gents Regulation.

[.1.3. Suggestions how to minim ise potential effectsof the GHS

On the basis of the conclusions drawn above, no specific suggestions need to be made.
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|.2. Regulation (EC) No 1980/2000 of the Eur opean Parliament and of the Council on a
revised Community eco -label award scheme

§ Commission Decision 2001/523/EC of 27 June 2001 establishing the ecological criteria
for the award of the Community eco -label to all -purpose cleaners and cleaners for sanitary
facilities

§ Commission Decision 2001/607/EC of 19 July 2001 establishing the ecological criteria
for the award of the Community eco -label to hand dishwashing detergents

§ Commission Decision 2002/739/EC of 3 September 2002 establishing revised ecol ogical
criteria for the award of the Community eco-label to indoor paints and varnishes and
amending Decision 1999/10/EC

§ Commission Decision 2003/31/EC of 29 November 2002 establishing revised ecol ogical
criteria for the award of the Community eco -label to detergentsfor dishwashers and
amending Decision 1999/427/EC

§ Commission Decision 2003/200/EC of 14 February 2003 establishing revised ecological
criteria for the award of the Community eco -labd to laundry detergents and amending
Decision 1999/476/EC

http://europa.eu.int/eur -lex/pri/en/oj/dat/2001/1 _189/I 18920010711en00250037.pdf
http://europa.eu.int/eur -lex/pri/en/oj/dat/2001/I_214/I 21420010808en00300042. pdf
http://europa.eu.int/eur -lex/pri/en/oj/dat/2002/1_ 236/l 23620020904en00040009. pdf
http://europa.eu.int/eur -lex/pri/en/oj/dat/2003/I_009/I _00920030115en00110025. pdf
http://europa.eu.int/eur -lex/pri/en/oj/dat/2003/_076/I _07620030322en00250039. pdf

The Community legislation on eco -labelling establishes detailed criteriafor the award of the
eco-label to various product groups. In the case of the eco -labelling legislation referring to
detergents and indoor paints and varnishes, explicit reference to classification criteriaand R -
phrases as established in the Directives 67/548/EEC and 1999/45/EC is made in the respective
Annex: Those substances and mix tures classified for particular hazards and being present
above a defined threshold concentration should not be contained in the final product if it isto
be awarded the Community eco -label. Also, in some cases the final product is subject to
corresponding provisions.

Potential effects of the GHS on the award of the eco-label would be due to additional
substances and mixtures which could be classified for some hazards. The respective
substances and mixtures would lead to a disgualification of the final pro duct for the
Community eco-label and other national eco-labels as far asthe latter require the absence of
product or ingredient classification. These effects can be minimised by adapting the range of
certain hazards referred to in a particular downstream act. This would imply to make use of
the GHS classification criteria while at the same time extending or limiting the scope of the
respective reference to the current cut -off limits or concentration thresholds.
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[.2.1. Abstract of thelegislation

Regulation (EC) No. 1980/2000 isbased on Article 175 (1) of the Treaty. It sets out rulesfor
the award of the Community eco -label.

The Community eco-label award scheme is designed to

promote products which have a reduced environmental impact compared with other
products in the same product group;

provide consumers with accurate and scientifically based information and guidance on
products.

The eco-label may be awarded to products available in the Community which meet
certain environmental requirements and specif ic eco-label criteria. Several product
categories are excluded from the Regulation, e.g. foodstuffs, drinks, pharmaceutical
products, medical devices, products manufactures by processes likely to significantly
harm human being and/or the environment, and s ubstances or preparations classified as
dangerous within the meaning of Directives 67/548/EEC and 1999/45/EC.

The environmental requirements are defined with reference to the assessment matrix
given in Annex | to the Regulation and must meet the methodolog ical requirements set
out in Annex I1. The label may be awarded to products which contribute significantly to
improvementsin relation to key environmental aspects.

Eco-label criteria must be established by product group and be based on:
the product's prospects of market penetration;
the technical and economic feasibility of the necessary adaptations;
the potential for environmental improvement.

Thecriteriaare set and reviewed by the European Union Eco -Labelling Board (EUEB),
which isalso responsible for the assessment and verification requirements relating to
them. They are published in the Official Journal of the European Union.

Product groups must fulfil the following conditions:
they must represent a significant volume of salesand trade in thein ternal market;
they must have a significant environmental impact;

they must present a significant potential for effecting environmental improvements
through consumer choice;

asignificant part of the sales volume must be sold for final consumption or us e.
Applying for the award of a European eco -label:

manufacturers, importers, service providers, traders or retailers apply to the competent
body designated by the Member State in which the product has been manufactured, first
marketed or imported from an on-member country;

the competent body assesses whether the product conforms to the criteria of the eco -label
and decides whether to award the labdl;

the competent body concludes a standard contract with the applicant, covering the terms
of use of the label.
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Applications for the award of an eco -label are subject to payment of afee. The use of
the label isalso subject to the payment of an annual fee by the user.

Any product to which the eco -label isawarded is recognisable by the 'daisy’ logo, as
described in Annex 111 to the Regulation.

The Commission and the Member States must promote the use of the eco -label by
means of awareness-raising actions and information campaigns. They must ensure
coordination between the Community eco -label scheme and existing national schemes.

The Commission must examine before 24 September 2005 how this Regulation is
applied and must propose any appropriate amendments.

Numerous Commission Decisions were taken pursuant to the present Regulation, establishing
revised ecological criteria for the award of a Community eco -label. Pertaining to detergent
products and paints, the following acts were adopted:

Decision 2001/523/EC (all-purpose cleaners and cleaners for sanitary facilities)
Decision 2001/607/EC (hand dishwashing detergents)
Decision 2002/739/EC (indoor paints and varnishes)
Decision 2003/31/EC (detergentsfor dishwashers)
Decision 2003/200/EC (laundry detergents)
Apart from these acts, there are various other Decisions relating to articles, including
Decision 2002/272/EC (hard floor coverings), Decision 2002/740/EC (bed mattresses)

which refersto 2002/371/EC (textiles), Decision 2002/741/EC (copying paper),
Decision 2002/747/EC (light bulbs) and Decision 2003 /121/EC (vacuum cleaners).

[.2.2. Analysis of the linksto classfic ation and labelling provisions

Only those eco-labelled products are examined which are substances or preparations.

Regulation (EC) No 1980/2000 of the Eur opean Parliament and of the Counc il on a
revised Community eco -label award scheme

Article 2, Scope

4. The eco-label may not be awarded to substances or preparations classified as Very Toxic,
Toxic, Dangerous to the environment, Carcinogenic, Toxic for reproduction or Mutagenic in
accordance with Council Directive 67/548/EEC(9) or Directive 1999/45/EC of the European
Parliament and of the Council(10) nor to goods manufactured by processes which are likely to
significantly harm man and/or the environment, or in their normal application could be
harmful to the consumer.

The aforementioned provisions are modified for particular product groups:



A. Decision 2001/523/EC (all-pur pose cleaners and cleaner sfor sanitary facilities)

Article 1: “The product group ‘all-purpose cleaners and cleaners for sanitary facilities’ (hereinafter referred to as
‘the product group’) shall be subdivided into two subgroups, which aredefined as follows: all-purpose cleaners:
detergent products intended for the routine cleaning of floors, walls, cellings and other fixed surfaces, and which
aredissolved or diluted in water prior to use, cleaners for sanitary fadilities: detergent products intended for the
routineremoval (including by scouring) of dirt and/or deposits in sanitary facilities, such aslaundry rooms,
bathrooms, showers, toilets and kitchens. Products which are automatically used when atoilet is flushed, for
example ‘self-dosing-products’ such as toilet blocks, or products for usein atoilet's cistern, are not included.
Products which have no cleaning effects other than calcium carbonate (scale) removal are not included.
Disinfectants are not included. Products for more specific cleaning uses, such as oven or window cleaners, floor-
strippers, polishes, drain cleaners, etc. are not included. The product group includes not only products which can
be used by private consumers but also those products which can be used professionaly.”

Article 2: The environmental performance and the fitness for use of the product group shall be assessed by
reference to the criteria set out in the Annex and its appendix.

Annex, Framework

In order to qualify for the eco-label, an all purpase cleaner or a cleaner for sanitary facilities (hereinafter referred
to as "the product™) must fall within the product group as defined in Article 1, and must comply with the criteria
of this Annex, with tests carried out on application asindicated in the criteria and the technical appendix. ...

These criteriaaim at promating:

- thereduction of environmental impact by limiting the quantity of harmful ingredients, by reducing the quantity
of detergent used and by reducing packaging waste,

- thereduction or prevention of risks for the environment and for human heelth related to the use of hazardous
substances,

- information that will enable the consumer to use the product in the way that is efficient and minimises
environmental impact.

The criteria are set at levels that promote the labelling of all -purpose cleaners and sanitary cleanersthat have a
low environmental impact.

Annex, Ecological Criteria

4. Dangerous, hazardous or toxic substances or preparations
(b) No ingredient shall be included in the product that is classified as:

R31 (contact with acid liberates toxic gas), R40 (limited evidence of a carcinogenic effect), R45 (may cause
cancer), R46 (may cause heritable genetic damage), R49 (may cause cancer by inhalation), R68 (possibl e risks of
irreversible effects), R50+53 (very toxic to aguatic organisms and may cause long term adverse effects in the
aguatic environment), R51+53 (toxic to aquatic organisms and may cause long term adverse effects in the
agueatic environment), R59 (dangerous to the ozone layer), R60 (may impair fertility), R61 (may cause harm to
the unborn child), R62 (possible risk of impaired fertility), R63 (possible risk of harm to the unborn child), R64
(may cause harm to breastfed babies), or any combination thereof, according to Council Directive 67/548/EEC
of 27 June 1967 on the approximation of laws, regulations and administrative provisions relating to the
classification, packaging and labelling of dangerous substances, and its subsequent amendments, or according to
Directive 1999/45/EC of the European Parliament and of the Council of 31 May 1999 concerning the
approximation of the laws, regulations and administrative provisions of the Member States relating to the
classification, packaging and labelling of dangerous preparations, and its subsequent amendments.

Each ingredient of any preparation used in the formulation that exceeds 0,1 % by weight of the
preparation shall also meet the above requirement.
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B. Decision 2001/607/EC (hand dishwashing deter gents)

Article 1: The product group ‘hand dishwashing detergents’ (hereinafter referred to as ‘the product group’) shall
mean: All detergents intended to be used to wash by hand dishes, crockery, cutlery, pots, pans and other kitchen
utensils, etc.

Annex, Framework

In order to qualify for the eco-label, ahand dishwashing detergent (hereinafter referred to as ‘the product’ must
fall within the product group as defined in Article 1, and must comply with the criteria of this Annex, with tests
carried out on application asindicated in the criteria and the technical appendix. ...

Annex, Ecological Criteria

3. Dangerous, hazardous or toxic substances or preparations
... (b) No ingredient shall be included in the product that is classified as:

R40 (limited evidence of a carcinogenic effect), R45 (may cause cancer), R46 (may cause heritable genetic
damage), R49 (may cause cancer by inhalation), R68 (possible risks of irreversible effects), R50+53 (very toxic
to aquatic organisms and may cause long-term adverse effects in the aguatic environment), R51+53 (toxic to
aguatic organisms and may cause long-term adverse effects in the aquatic environment), R59 (dangerousto the
ozone layer), R60 (may impair fertility), R61 (may cause harm to the unborn child), R62 (possible risk of
impaired fertility), R63 (possible risk of harm to the unborn child), R64 (may cause harm to breastfed babies), or
any combination thereof, according to Directive 67/548/EEC and its subseguent amendments, or according to
Directive 1999/45/EC of the European Parliament and of the Council of 31 May 1999 concerning the
approximation of the laws, regulations and administrative provisions of the Member States relating to the
classification, packaging and labelling of dangerous preparations (1), and its subsequent amendments.

Each ingredient of any preparation used in the formulation that exceeds 0,1 % by weight of the preparation shall
also meet the above requirement.

Biocides that are used to preserve the product (as allowed under the criterion on biocides below), and are
classified as R50+53 or R51+53 are nevertheless permitted, but only if they are not potentialy bio-accumulative.
In this context, abiocide is considered to be potentially bio-accumulative if the log P,,, (log octanol/water
partition coefficient) « 3,0 (unless the experimentally determined BCF ¢ 100).

The exact formulation of the product shall be provided to the competent body, together with copies of the
material safety data sheets of each ingredient which shall indicate the classification or lack thereof of each
ingredient, as well as adeclaration that none of the above substances have been included in the product.
Similarly the suppliers of any preparation used in the formulation shall provide adeclaration that their
preparation complies with the above requirements.

7. Sensitising substances

The product shall not be classified as R42 (may cause sensitisation by inhalation) and/or R43 (may cause
sensitisation by skin contact) according to Directive 1999/45/EC concerning the approximation of the laws,
regulations and administrative provisions of the Member States relating to the classification, packaging and
labelling of dangerous preparations.

The exact formulation of the product shall be provided to the competent body, together, with copies of the
material safety data sheets of each ingredient which shall indicate the relevant classification or lack thereof of
each ingredient, and also a declaration of compliance with this criterion.

C. Decision 2002/739/EC (indoor paintsand var nishes)

In order to be awarded the Community eco-label under Regulation (EC) No 1980/2000, paints and varnishes
must fall within the product group ‘indoor paints and varnishes' as defined in Article 2, and must comply with
the ecological criteria set out in the Annex to this Decision. The productgroup ‘indoor paints and varnishes’ shall
comprise indoor decorative paints and varnishes, woodstains and rel ated products, in accordance with paragraph
2, for use by do-it-yourself and professional users; and that are primarily developed for indoor use and marketed
assuch. Thisincludes, inter alia, floor coatings and floor paints; products which are tinted by distributors at the
request of amateur or professional decorators; decorative paints in liquid or paste formulas which may have been
pre-conditioned, tinted or prepared by the manufacturer to meet consumers needs, including primers (and
undercoats) of such product systems. ‘Paint’ means a pigmented coating material, in liquid or in paste or powder
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form, which when applied to a substrate, forms an opague film having protective, decorative or specific technical
properties. ‘Varnish’ means a clear coating material which when applied to a substrate forms a solid transparent
film having protective, decorative or specific technical properties. After application, the paint or varnish dries to
asolid, adherent and protective coating. Decorétive paints and varnishes are paints and varnishes that are applied
to buildings, their trim and fittings, for decorative and protective purposes. They are applied in situ. While their
main function is decorative in nature, they also have a protective role. Woodstains (lasures) are coatings
producing a transparent or semi-transparent film for decoration and protection of wood against weathering,
which enables maintenance to be carried out easily.

In order to be awarded the Community eco-label under Regulation (EC) No 1980/2000, paints and varnishes
must fall within the product group ‘indoor paints and varnishes' as defined in Article 2, and must comply with
the ecological criteria set out in the Annex to this Decision.

Annex, Criteria

5. Dangerous substances

(a) The product: The product shall not be classified as very toxic, toxic, dangerous to the environment,
carcinogenic, toxic for reproduction or mutagenic in accordance with Directive 1999/45/EC.

Assessment and verification: The applicant shall provide a declaration of compliance with this criterion, together
with alist of ingredients and related documentation (such as materia and safety data sheets).

(b) Ingredients (very toxic, toxic, carcinogenic, mutagenic, toxic for reproduction): No ingredient (substance or
preparation) shall be used that is assigned or may be assigned at the time of application any of the following risk
phrases (or combinations thereof):

R23 (toxic by inhalation), R24 (toxic in contact with skin), R25 (toxic if swallowed), R26 (very toxic by
inhalation), R27 (very toxic in contact with skin), R28 (very toxic if swallowed), R39 (danger of very serious
irreversible effects), R45 (may cause cancer), R46 (may cause heritable genetic damage), R48 (danger of serious
damage to health by prolonged exposure), R60 (may impair fertility), R61 (may cause harm to the unborn child),
as laid down in Council Directive 67/548/EEC of 27 June 1967 on the approximation of the laws, regulations
and administrative provisions relating to the classification, packaging and labelling of dangerous substances, and
its subsegquent amendments, or in Directive 1999/45/EC of the European Parliament and of the Council of 31
May 1999 concerning the approximation of the laws, regulations and administrative provisions of the Member
States relating to the classification, packaging and labelling of dangerous preparations (1), and its subsequent
amendments.

Active ingredients used as preservatives in the formula and that are assigned any of therisk phrases R23, R24,
R25, R26, R27, R28, R39 or R48 (or combinations thereof) may nevertheless be used up to a limit of 0,1 %
(m/m) of the total paint formulation.

Assessment and verification: The applicant shall provide a declaration of compliance with this criterion, together
with alist of ingredients and related documentation (such as materia and safety data sheets).

(c) Ingredients (dangerous for the environment): No ingredient (substance or preparation) that is assigned or may
be assigned at thetime of application any of the following risk phrases (or combinations thereof):

R50 (very toxic to aquatic organisms), R51 (toxic to aquatic organisms), R52 (harmful to aquatic organisms),
R53 (may cause long-term adverse effects in the aguatic environment), as laid down in Directive 67/548/EEC or
Directive 1999/45/EC, shall exceed 2,5 % by mass of the product. The sum total of all ingredients that are
assigned or may be assigned at the time of application any of these risk phrases (or combinations thereof) shall
not exceed 5 % by mass of the product. This requirementdoes not apply to anmonia, alkyl ammonia or
alkylamine. This requirement does not affect the obligation to fulfil the requirement set out in criterion 5(a)
above.

Assessment and verification: The applicant shall provide adeclaration of compliance with this with a list of
ingredients and related documentation (such as material and safety data sheets).
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D. Decision 2003/31/EC (detergentsfor dishwashers)

Article 1. In order to be awarded the Community eco-label under Regulation (EC) No 1980/2000, a detergent for
dishwashers must fall within the product group ‘ detergents for dishwashers' asdefined in Article 2, and must
comply with the ecologica criteria set out in the Annex to this Decision.

Article 2: The product group ‘detergents for dishwashers' shall comprise all detergents intended for use
exclusively in automatic domestic dishwashers and all detergents intended for use in automatic dishwashers
operated by professional users but similar to automatic domestic dishwashersin terms of machine size and
usage.

Annex, Criteria

1. Environmental scoring matrix
(d) reference to test methods as set out on Directive 67/548/EEC:

“... Thetests for ready biodegradability shall be as referred to in Council Directive 67/548/EEC of 27 June 1967
on the approximation of laws, regulations and administrative provisions relating to the classification, packaging
and labdlling of dangerous substances (1), and its subsequent amendments, in particular the methods detailed in
Annex V.C4, or their equivalent OECD 301 A-F test methods, or their equivalent 1SO tests. The 10 days window
principle shall not apply. The pass levels shal be 70 % for the tests referred to in Annex V.C4-A and C4-B of
Directive 67/548/EEC (and their equivalent OECD 301 A and E tests and ISO equivalents), and shall be 60 %
for tests C4-C, D, E and F (and their equivalent OECD 301 B, C, D and F tests and 1 SO equivalents).” and

2. Biodegradability of surfactants
(a) reference to test methods as set out on Directive 67/548/EEC:

“... Thetests for ready biodegradability shall be as referred to in Directive 67/548/EEC, and its subseguent
amendments, in particular the methods detailed in Annex V.C4, or their equivalent OECD 301 A-F test methods,
or their equivalent 1SO tests. The 10 days window principle shall not apply. The pass levels shall be 70 % for the
testsreferred to in Annex V.C4-A and C4-B of Directive 67/548/EEC (and their equivalent OECD 301 A and E
testsand 1SO equivalents), and shall be 60 % for tests C4-C, D, E and F (and their equivalent OECD 301 B, C, D
and F testsand 1SO equivalents).”

3. Dangerous, hazardous or toxic substances or preparations

(a) No ingredient shall be included in the product that, at the time of application, is or may be assigned any of the
following risk phrases (or combinations thereof):

R40 (limited evidence of a carcinogenic effect), R45 (may cause cancer), R46 (may cause heritable genetic
damage), R49 (may cause cancer by inhalation), R50-53 (very toxic to aguatic organisms and may cause long-
term adverse effects in the aquatic environment), R51-53 (toxic to aquatic organisms and may cause long-term
adverse effects in the aguatic environment), R60 (may impair fertility), R61 (may cause harm to the unborn
child), R62 (possible risk of impaired fertility), R63 (possible risk of harm to the unborn child), R64 (may cause
harm to breastfed babies), R68 (possible risks of irreversible effects), as laid down in Directive 67/548/EEC and
its subsegquent amendments, or in Directive 1999/45/EC of the European Parliament and of the Council of 31
May 1999 concerning the approximation of the laws, regulations and administrative provisions of the Member
States relating to the classification, packaging and labelling of dangerous preparations(2), and its subsequent
amendments.

Each ingredient of any preparation used in the formulation that exceeds 0,01 % by weight of the final product
shall also meet this requirement.

Assessment and verification: The exact formulation of the product shall be provided to the competent body,
together with copies of the material safety data sheets of each ingredient and a declaration of compliance with
this criterion. Test results or references to published data shall be given.

(b) No preservatives shall be used that are or may be classified as R50-53, aslaid down in Council Directive
67/548/EEC and its subseguent amendments or Directive 1999/45/EC and its subsequent amendments, whatever
their amount.

Assessment and verification: The exact formulation of the product shall be provided to the competent body,
together with copies of the material safety data for such ingredients (whether substances or preparations) and a
declaration of compliance with this criterion. Test results or references to published data shall be given.
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E. Decision 2003/200/EC (laundry deter gents)

Article 1: In order to be awarded the Community eco-label under Regulation (EC) No 1980/2000, a laundry
detergent must fall within the product group ‘laundry detergents’ asdefined in Article 2, and must comply with
the ecological criteria set out in the Annex to this Decision.

Article 2: The product group ‘laundry detergents’ shall comprise al laundry detergents, in powder, liquid or any
other form, for the washing of textiles, and which are intended to be used principally in household machines, but
not excluding the use in launderettes and common laundries.

Annex, Criteria
3. Biodegradability of surfactants
(a) reference to test methods as set out on Directive 67/548/EEC:

”... Thetests for ready biodegradability shall be as referred to in Council Directive 67/548/EEC of 27 June 1967
on the approximation of laws, regulations and administrative provisions relating to the classification, packaging
and labelling of dangerous substances, and its subsequent amendments, in particular the methods detailed in
Annex V.C4, or their equivalent OECD 301 A-F test methods, or their equivalent 1SO tests. The 10 days window
principle shall not apply. The pass levels shall be 70 % for the tests referred to in Annex V.C4(A) and C4(B) of
Directive 67/548/EEC (and their equivalent OECD 301 A and E tests and | SO equivalents), and shall be 60 %

for tests C4-C, D, E and F (and their equivalent OECD 301 B, C, D and F tests and SO equivalents).”

6. Dangerous, hazardous or toxic substances or preparations

d) No ingredient shal be included in the product that is classified or may be classified as:

R40 (limited evidence of a carcinogenic effect), R45 (may cause cancer), R46 (may cause heritable genetic
damage), R49 (may cause cancer by inhalation), R50-53 (very toxic to aguatic organisms, may cause long-term
adverse effects in the aguatic environment), R51-53 (toxic to aguatic organisms, may cause long-term adverse
effects in the aguatic environment), R59 (dangerous to the ozone layer), R60 (may impair fertility), R61 (may
cause harm to the unborn child), R62 (possible risk of impaired fertility), R63 (possible risk of harm to the
unborn child), R64 (may cause harm to breastfed babies), R68 (possible risks of irreversible effects) or any
combination thereof, according to Directive 67/548/EEC and its subsequent amendments, or according to
Directive 1999/45/EC of the European Parliament and of the Council of 31 May 1999 concerning the
gpproximation of the laws, regulations and administrative provisions of the Member States relating to the
classification, packaging and labelling of dangerous preparations, and its subsequent amendments.

Each substance or ingredient of any preparation used in the formulation that exceeds 0,01 % of the final product
shall also meet the above requirements. No preservatives shall be used that are or may be classified as R50-53,
whatever their amount.

Assessment and verification: the exact formulation of the product shall be provided to the Competent Body.
Copies of the material safety data sheets shall be provided for all ingredients (whether substances or
preparations). A declaration of compliance with this criterion shall be provided by the applicant.

(e) The product shall not be classified as R43 (may cause sensitisation by skin contact) according to Directive
1999/45/EC of the European Parliament and of the Council of 31 May 1999 concerning the approximation of the
laws, regulations and administrative provisions of the Member States relating to the classification, packaging and
labelling of dangerous preparations.

Assessment and verification: the exact formulation of the product shall be provided to the Competent Body,
together with copies of the material safety data sheets of each ingredient which shall indicate the relevant
classification or lack thereof of each ingredient, and also a declaration of compliance with this criterion.

As can be seen from the extracts above, hazard playsa decisiverolefor thecriteria for
the awar d of the Community eco -label. With regard to ingredients (substances and
preparations, including preservatives), reference to R -phrases and to defined maximum
concentrations is made. With regard to products or for mulations (mixtures!), reference both to
R-phrases and categories of danger is made. The classificationsand R -phrases are applied to
three different levels of compounds, i.e. to the final product itself, to direct ingredients
(substances and preparations) and to sub-ingredients of the direct ingredients:
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Tablel.2.2.1: Level of application of classification criteria/ R -phrasesin various
eco-labelling acts

Legidlation /

Level of
application of
classification

Decision
2001/523/EC

Decision
2001/607/EC

Decision
2002/739/EC

Decision
2003/31/EC

Decision
2003/200/EC

product

ingr edients

ingredients up
tox% or
under
particular
conditions

ingredients of
an ingredient
prepar ation
up tox% of
thefinal
product

Table1.2.2.2 below givesan overview over the R -phrases which trigger a ban or the strictly
limited use up to a maximum concentration of a particular (sub -)ingredient to be used in the
respective products:

Tablel.2.2.2: Criteriareferring to ingredients (I = substances and preparations, including
preservatives) and products (P) in Community eco -labelling legislation

Legislation Decision Decision Decision Decison Decision
/ R-phrase | 2001/523/EC | 2001/607/EC | 2002/739/EC | 2003/3EC | 2003/200/EC

R23 I, P

R24 I, P

R25 I, P

R26 I, P

R27 [, P

R28 I, P

R31 |

R39 I, P

R40 I | I I
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R42
R43 P P
R45 I I I,P I I
R46 I I I, P I I
R48 I, P
R49 I I P I I
R60 I I I,P I I
R61 I I I, P I I
R62 I I P I I
R63 I I P I I
R64 I I I I
R68 I I P I I
R50 I,P I I
R51 I,P I I
R52 I,P I I
R53 l,P I I
R50/53 I I I, P I I
R51/53 I I I, P I I
R52/53 I, P I I
R59 I I I

With regard to the other eco -labelling acts, cf. 1.2.1., reference to selected R -phrases can be
found in the respective Annex. These R -phrases are already included in the list above.

[.2.3. Anticipation of the potentia | effects of the GHS

The Annexes to Decision 2003/31/EC and 2003/200/EC refer to selected test methods as set
out in Annex V to Directive 67/548/EEC. Annex V of Directive 67/548/EEC will be repealed
asa consequence of the REACH Regulation. The deletion of  this Annex will apply 12 months
from the entry into force of the REACH Regulation; the testing methods will then be

specified on the basis of Article 12 of the REACH Regulation in a further Commission
Regulation or by recognition of other international te st methods by the Commission or the
Agency.

With regard to the EU categories of danger or R -phrases which are relevant in the above -
mentioned eco-labelling acts, Table V.3 of Part | of this study shows the most closely
corresponding GHS hazard classes and categories. When thereference is shifted to these GHS
classfications, the diverse eco -labelling acts might apply to additional s ubstancesand / or
mixtures, due to the classfication for acute toxicity, STOT (single / repeated exposure),
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reproductive toxicity and hazardous to the aquatic environment , cf. Table V.3 and Annex | to
this study. In general, the following statements can be derived from a comparison of the EU
and GHS criteria:

For acute toxicity, the concentration limits of the individual GHS categories do not always
coincide with the concentration limits of the corresponding EU categories of danger . For
this reason, it has to be checked which GHS classification interval is to replace the EU
category Toxic (R25, R24, R23) in the eco-labelling legislation — depending on the
respective concentration limits, the number of classified substances might change. For
example, GHS acute toxicity category 3 would probably comprise more substances than
the EU category of danger Toxic does for the oral and der mal routes of uptake, cf. the
figure below:

r Ros T RS
LDso (*) £5

Cat. 1 Category 2 Category 3

5-25 25-50 50-200 200-300

Figure 1: Cut-off limits for the higher toxicity range of the acute toxicity hazard (oral
pathway) under EU legislation and the GHS

For detergent products (preparations / mixtures!), no final statement on a potential effect
of the GHS can be made. However, depending on the cal culation method applied under
GHS, cf. Annex I, it can not be excluded that fewer detergent productswill be eligible for
the award of the EU eco-label under GHS.

For STOT (single exposure), the GHS will probably classify additional substances and
mixtures. Thiswould be due to higher cut -off values for substance classification for all
routes of uptake.

For STOT (repeated exposure), the GHS criteria are twice as strin gent as the current EU
criteriafor R48 so that the number of substances and mixtures classified for this hazard
will probably increase.

For CMR, the situation will not change substantially under GHS. The scope of classified
substances will probably stay the same as under the current EU legislation. With regard to
mixtures, a dight change might occur: The GHS will lower the concentration limits from
0.5% to 0.3% for EU category 1 and 2 / GHS category 1A and 1B and from 5% to 3% for
EU category 3/ GHS cat egory 2 for the classification of mixtures which contain
reprotoxic ingredients. This means that some more detergents and other products could be
classified for reproductive toxicity and disqualify the respective product for the eco -label.

With regard to hazardous to the aquatic environment , it is sometimes stated that the
introduction of M -factors under GHS would result in some mixtures either being

classified or more severely classified than they are currently, cf. Annex | to this study.
Alsoin this case, the additional classificat ion would disgqualify the affect ed product for the
eco-label.
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Currently, detergents as well as other consumer products are also subject to particular eco -
labels which are applicable in some Member States, e.g. the Nordic Swan (a warded in the
Nordic countries). One of the criteria to get the respective eco -labelling is based on the
absence of product or ingredient classifications. For example, the Nordic Swan labelling
would not be granted if the products were classified under EU legislation. This means that the
GHS might disqualify a product also for the award of further eco -labels.

Concluding, potential effects of the GHS could be due to additional substancesand / or
mixtures classified under GHS. The corresponding final product swould consequently
disqualify for the Community eco -label and other national eco -labels asfar asthelatter
requirethe absence of product or ingredient classification.

[.2.4. Suggestions how to minimise potential effects of the GHS

In order to minimi se effects related to additional classfication under GHS, it is proposed to
adapt the range of certain references mentioned in the eco-labelling acts in accordance with
Solution 2, cf. Table V1.2 of Part | of this sudy . Thiswould imply to make use of th e GHS
classfication criteriawhile at the same time extending or limiting th e scope of the respective
reference to the current cut-off limits or concentration thresholds.

With regard to the reclassification of current entriesin Annex | to Directive 67/54 8/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.
Non-harmonised, but classified CMRs can easily bereclassifi ed by using the conversion table
in Annex VII.
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[.3. Council Directive 76/768/EEC of 27 July 1976 on the appr oximation of the laws of
the Member Statesrelating to cosmetic products

Directive 2003/15/EC of the European Parliament and of the Council of 27 February
2003 amending Council Directive 76/768/EEC on the approximation of the laws of
the Member Statesrelating to cosmetic products (7th amendment)

Commission Directive 2004/94/EC of 15 September 2004 amending Council Directive
76/768/EEC asregard An nex | X

http://ec.europa.eu/enterprise/cosmeti cs/html/consolidated _dir.htm

Council Directive 76/768/EEC of 27 July 1976 on the approximation of the laws of the
Member States relating to cosmetic products (“Cosmetics Directive”) constitutes the main
regulatory framework for cosmetic products. It regulates the ingredients of cosmetic products,
their labelling and issues of animal testing.

The Cosmetics Directive refers to Council Directive 67/548/EEC in its Articles 4(b) and
7a(1)(h).

Article 4(b) prohibit s the use in cosmetic products of substances which are classified as
carcinogenic, mutagenic or toxic for reproduction, of category 1, 2 and 3, and which are listed
in Annex | to Directive 67/548/EEC. These substances have to be listed in Annex |1 to the
Cosmetics Directive. As to substances classified in category 3, these may be used in cosmetic
products if they have been evaluated by the SCCNFP and found acceptable for use in
cosmetic products. Due to equivalent criteria for CMR hazards, the GHS will clas sify the
same substances as Council Directive 67/548/EEC.

Article 7a(1)(h) gtatesthat quantitative information on dangerous substances contained in
cosmetic products shall be made easily accessible to the public and to the competent
authorities of the Member States. The extent of information to be provided for according to
Article 7a(1)(h) will depend on the number of substancesto be classfied ac cording to the
GHS criteria.
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[.3.1. Abstract of thelegidation

Council Directive 76/768/EEC (“Cosmetics Di rective’) congitutes the main regulatory
framework for cosmetic products and contains provisions related to their composition,
particular ingredients, labelling and animal testing.

A ‘cosmetic product’ shall mean any substance or preparation intended to be placed in contact
with the various external parts of the human body (epidermis, hair system, nails, lips and
external genital organs) or with the teeth and the mucous membranes of the oral cavity with a
view exclusively or mainly to cleaning them, perfu ming them, changing their appearance
and/or correcting body odours and/or protecting them or keeping them in good condition.

The Cosmetics Directive is based on the principle of manufacturer responshbility. The
manufacturer / importer is responsible for t he safety of the cosmetic product. Member States
supervision is regricted to in -market controls.

In terms of regulation of ingredients, the Cosmetics Directive contains various ligs of
ingredients which are prohibited, restricted or authorised: In part icular, Annex Il contains
those substances which cannot be included in cosmetic products.

Article 4(b) Cosmetics Directive prohibits the use in cosmetic products of substances which
are classified as carcinogenic, mutagenic or toxic for reproduction, of ¢ ategory 1, 2 and 3, and
which are listed in Annex | to Directive 67/548/EEC. These substances have also to be listed
in Annex 1 to the Cosmetics Directive (“prohibited substances’). As to substances classified
in category 3, these may be used in cosmetic products if they have been evaluated by the
SCCNFP and found acceptable for use in cosmetic products.

Article 7a(1)(h) Cosmetics Directive states that quantitative information on dangerous
substances contained in cosmetic products shall be made easily acc ble to the public and to
the competent authorities of the Member States.

With regard to labelling, the Cosmetics Directive defines its own rules. Therefore, cosmetic
products, i.e. mixtures in the finished state intended for the final user, are exclude d from the
scope of EU legidation on classification and labelling, cf. Article 1(2)(b) of Directive
67/548/EEC and Article 1(5) of Directive 1999/45/EC.

Cosmetic products are important consumer products. The European cosmetics industry is  a
world leader, with a value of output of more than 35 billion €. It is highly innovative: on
average, major cosmetic companies replace or reformulate around 25% of their products
every year. Beyond, it is a significant employer: over 150.000 Europeans are employed
directly; afurther 350.000 jobs are created indirectly in retail, distribution and transport.

[.3.2. Analysis of the links to classification and labelling provisions and anticipation of
the potential effects of the GHS

A. Article 4(b) of the Cosmetic s Directive — listing of CMRsin Annex |1

Article 4(b) prohibits the use in cosmetic products of substances which are classified as
carcinogenic, mutagenic or toxic for reproduction, of category 1, 2 and 3, and which are listed
in Annex | to Directive 67/5 48/EEC. These substances have to be listed in Annex Il to the
Cosmetics Directive (“prohibited substances’). As to substances classified in category 3,
these may be used in cosmetic products if they have been evaluated by the SCCNFP and
found acceptable for use in cosmetic products.
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With respect to thelisting of CMR substancesin Annex |1 to the Cosmetics Directive, it will
be of relevance if the GHS classifies the same substances for CMR hazards as Directive
67/548/EEC does. Whereas the criteriafor CMR classification are equivalent, cf. Annex | to
this study, guidance on how to interpret the data for potentially carcinogenic and reprotoxic
substances and derive a particular classification isstill under development at UN level.

Theoverdl conclusion to be drawn for CMR hazards is that the number of classified
substances will stay the same as under the current EU legislation.

Asto effects on or via lactation , the GHS allocates this hazard to a separate subcategory
within the hazard class reproductive toxicity. This means that corresponding effects constitute
an independent classification under GHS, whereas EU risk phrase “ R64, may cause harmto
breastfed babies” can only be allocated to substances already classified otherwise. Currently,
this hazard is not covered by the Cosmetics Directive. It might be considered if referenceto
the classification effects on or vialactation in Directive 76/768/EEC is appropriate.

The GHS Regulation will provide for an annex where harmonised classifications of CMR
substances will be listed (Annex V1 to the draft Regulation) . It isthe intention to transfer the
CMR substance classifications which are currently in Annex | to Directive 67/548/EEC
directly to the new annex. The current EU and the future GHS classifications a re tabled

bel ow:

Table1.3.2.1: Conversion of CMR EU classifi cations to the GHS classifications

EU Classification GHS Classification

Carcinogen category 1 Carcinogen category 1A

Carcinogen category 2 Carcinogen category 1B

Carcinogen category 3 Carcinogen category 2

Mutagen category 1 Mutagen category 1A
Mutagen category 2 M utagen category 1B
Mutagen category 3 Mutagen category 2

Toxic to reproduction category 1

Reproductive toxicant category 1A

Toxic to reproduction category 2

Reproductive toxicant category 1B

Toxic to reproduction category 3

Reproductive toxicant category 2

[R64]

Reproductive toxicity,

effects on or via lactation

B. Article 7a(1)(h) of the Cosmetics Directive — public information to be provided on
danger ous substances cover ed by Directive 67/548/EEC

Article 7a(1)(h) gatesthat quantitative information on dangerous substances contained in
cosmetic products shall be made easily accessible to the public and to the competent
authorities of the Member States. Dangerous substances a re those covered by Directive
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67/548/EEC. When referenceis shifted to the GHS Regulation, the extent of information to be
made available will depend on the number of substances classified under GHS. With regard to
human health hazards, the GHS will probab ly classify more substances in the hazard classes
STOT (single/ repeated exposure) and aspiration hazard. More substances would certainly be
classfied in case acute toxicity category 5 were included in the GHS Regulation. The
additional substances will b eregulated by Article 7a(1)(h) of the Cosmetics Directive. For
further information confer Table V.3 of Part | and Annex | to this study.

C. Should GHS labelling apply to products used for professional use?

The question was raised whether the GHS labelli ng should apply to cosmetic products when
used by professionals.

If such an approach was adopted, one of the basic principles of the current legislation would
be deviated from: Cosmetic products in the finished state intended for the final user
(consumer and professional) are excluded from the scope of EU legislation on classification
and labelling, cf. Article 1.2(b) of Directive 67/548/EEC and Article 1.5) of Directive
1999/45/EC. With regard to hazard labelling, it isthe Cosmetics Directive itself which
provides for the rules on labelling of cosmetic products. The underlying policy is that
Community rules for labelling of cosmetic products pertaining to ingredients and warnings
should be dealt with in one single piece of legidation.

This argument would also be valid with regard to the GHS. Actually, the GHS rules confirm
thisapproach in 1.1.2.5(iii) GHS: “ At the point of intentional intake ... such regquirements
would not normally be applied to these products as aresult of the GHS’. However, the GHS
rules on labelling would apply to the production of the product at theworkplaceasis
discussed in 1.1.2.5(ii) GHS.

1.3.3. Suggestions how to minimise potential effectsof the GHS

It is not expected that the current scope of CM R substances regulated by the Co smetics
Directive will change. With regard to effectson or via lactation, it hasto be decided if
reference to this hazard should be taken up in the Cosmetics Directive.

With regard to the reclassification of current entriesin Annex | to Directive 67/54 8/EEC, the
GHS Regulation will provide for conversionsfor CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex VI to the GHS Regulation.
Non-harmonised, but classified CMRs can easily bereclassifi ed by using the conversion table
in Annex VII.

With regard to Article 7a(1)(h), additional quantitative information on further classified
substances could be necessary. In order to minimise potential effects related to additional
classfication under GHS, it is proposed to exempt from the reference to classified substa nces
and mixtures those hazard classifications (classes and categories / types/ divisions) which are
newly introduced by the GHS, in accordance with Solution 1, cf. Part | of this study. The
respective classifications are listed in Table V1.1 of Part | of this study.
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[.4. Council Directive 88/378/EEC on the appr oximation of laws of the Member States
concer ning the safety of toys

http://europe.eu.int/eur -lex/en/cond eg/pdf/1988/en 1988L.0378 do 001.pdf

Council Directive 88/378/EC (“Toy Safety Directive’) isto ensure the free movement of toys
in the Community market and to protect the health and safety of ¢ hildren using toys and of
third parties by completely harmonising the essential safety and health requirements toys must
conform with. A toy is defined as any product or material designed or clearly intended for use
in play by children of less than 14 year s of age; any toy put on the market would have to
comply with the essential safety requirements set out in Annex |1, including requirements
pertaining to dangerous substances and preparations.

The safety of toys is mainly evaluated according to the so -called “New Approach”, i.e.
harmonised standards applying to substances or preparations contained in toys which are not
restricted by Directive 76/769/EEC, but which are dangerous in the meaning of Directives
67/548/EEC and 1999/45/EC . Sincethe New Approach is risk-based — it focuses on exposure
due to migration and release of hazardous chemical compounds — hazard classification as
such is not relevant. Consequently, the GHS will have no direct effect, either.

The only provision where classification as such b ecomes relevant relates to dangerous
substances or preparations which are banned for incluson in atoy if they are intended to be
used as such while thetoy is being used. The GHS could have an effect in so far asit could
classfy additi onal substances and mixtures (preparations) compared to the current situation.
Itis proposed to exempt from the reference to classified substancesand mixtures those hazard
classfications (classes and categories/ types/ divisions) which are newly introduced by the
GHS. Therespective classifications are listed in Table V1.1 of Part | of this study.

Further effects of the GHS will largely depend on the degree to which hazard -based
provisions will be introduced in arevised Directive.

[.4.1. Abstract of the legislation

Council Directive 88/378/EEC (“Toy Safety Directive”) is based on Article 95 of the Treaty.
Its objective isto ensure the free movement of toys in the Community market and to protect
the health and safety of children using toys and of third parties by completely harmonising the
essential safety and health requirements toys must conform with. A toy isdefined as any
product or material designed or clearly intended for use in play by children of lessthan 14
years of age.

The Toy Safety Directive (TSD) isb ased on the so-called “New Approach”. The New
Approach was introduced to remove the technical barriers to trade in the internal market due
to the use of national standards through the active encouragement of a system of European
Standards. The TSD includes mandatory essential safety requirements, conformity assessment
procedures, provisions on CE marking, notification procedures and market surveillance. More
specific requirements are given in the harmonised standards under the TSD (EN 71). All toys
marketed in the EU are expected to have a CE mark, by which the manufacturer declares that
thetoys arein conformity with the provisions of the TSD.

The Toy Safety Directive requests Member Statesto take all steps necessary to ensure that
toys cannot be placed on the market unless they meet the essential safety requirements  set out
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in Annex 1. With regard to hazardous physico -chemical properties, the following provisions
are made:

“I1.2. Flammability

(a) Toys must not constitute a dangerous flammable element in the child’'s environment. They must therefore be
composed of materials which:

1. do not burn if directly exposed to a flame or spark or other potential seat of fire; or

2. arenot readily flammable (the flame goes out as soon as the fire cause disappears); or

3. if they do ignite, burn slowly and present alow rate of spread of the flame; or

4. irrespective of thetoy’'s chemical composition, are treated so asto delay the combustion process.
Such combustible materials must not constitute a risk of ignition for other materials used in the toy.

(b) Toys which, for reasons essential to their functioning, contain dangerous substances or preparations as
defined in Council Directive 67/548/EEC(1), in particular materials and equipment for chemistry experiments,
model assembly, plastic or ceramic moulding, enamelling, photography or similar activities, must not contain, as
such, substances or preparations which may become flammable due to theloss of non-flammable volatile
components.

(c) Toys must not be explosive or contain e ements or substances likely to explode when used as specified in
Article 2 (1) of the Directive. This provision does not apply to toy percussion caps, for which reference should
be made to point 10 of Annex | and the related footnote.

(d) Toys and, in particular, chemical games and toys, must not contain as such substances or preparations:
@ which, when mixed, may explode:

o through chemical reaction, or through hesting,
o when mixed with oxidizing substances,
@ which contain volatile components which are flammable in air and liable to form flammable or explosive
vapour/air mixture.

11.3. Chemical properties

1. Toys must be so designed and constructed that, when used as specified in Article 2(1) of the Directive, they do
not present health hazards or risks of physical injury by ingestion, inhalation or contact with the skin, mucous
tissues or eyes. They must in all cases comply with the relevant Community legislation relating to certain
categories of products or to the prohibition, restriction of use or labelling of certain dangerous substances and
preparations.

2. In particular, for the protection of children’s health, bioavail ability resulting from the use of toys must not, as
an objective, exceed the following levels per day: 0,2 « g for antimony, 0,1 « g for arsenic, 25,0 « g for barium, 0,6
g for cadmium, 0,3 « g for chromium, 0,7 * g for lead, 0,5 « g for mercury, 5,0 « g for selenium, or such other
values as may belaid down for these or other substancesin Community legislation based on scientific evidence.
The bicavailability of these substances means the soluble extract having toxicological significance.

3. Toys must not contain dangerous substances or preparations within the meaning of Directives 67/548/EEC
and 88/379/EEC (1) in amounts which may harm the health of children using them. At all eventsit is strictly
forbidden to include, in atoy, dangerous substances or preparations if they are intended to be used as such while
the toy is being used. However, where alimited number of substances or preparations are essential to the
functioning of certain toys, in particular materials and equipment for chemistry experiments, model assembly,
plastic or ceramic moulding, enamelling, photography or similar activities, they are permitted up to a maximum
concentration level to be defined for each substance or preparation by mandate to the European Committee for
Standardization (CEN) according to the procedure of the committee set up by Directive 83/189/EEC, provided
the permitted substances and preparations comply with the Community classification rules in respect of
labelling, without prejudice to point 4 of Annex I1V.”

The procedures for assessing the conformity of toys with the essential requirements are based
on the modular approach set out in Council Decision 93/465/EEC. Accordingly,
manufacturers have two ways of carrying out their conformity assessment regarding the
esential requirementsfor toys

a) self-verification: the manufacturer a pplies a“referenced standard”, draws up adesign
dossier and describes the means whereby he ensures conformity of the planned production
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with the referenced standard. A “referenced standard” is a European standard drafted by a
European standardisation bod y (CEN or CENELEC), following a mandate from the
Commission, and for which the reference has been published in the Official Journal. A ny toy
manufactured in conformity with the harmonised sandards is presumed to conform  with the
essential requirements,

b) EC Type examination: the manufacturer submits the model of the toy aswell asa design
dossier to one of the laboratories recognised by the Member States (“Notified Bodies’). The
Notified Body assesses if the model meets the essential requirements of the Toy Safety
Directive as set out in Article 3. If possible, it bases the assessment on available harmonised
standards. I theresult is positive, it issues an EC Type examination certificate. The
manufacturer has to ensurethat his production conformsto th e approved model.

Before being marketed, toys must be provided witha CE conformity marking which
symbolises their conformity with the provisions of this Directive ;
consists of a unique seal or design, namely the CE sedl;

is affixed by the manufacturer or his authorized representative established in the
Community.

When atoy falls within the purview of other Directives that stipulate the CE marking, the
marking must also indicate that t he toy conforms with the requirements of these Directives.
Any other mark may be affixed to the toy, provided thereisno risk of confusion with the
conformity marking. Penalties may be adopted by the Member States if they ascertain that the
EC marking has been improperly used.

The Toy Safety Directiveis currently under revision. An impact assessment on important

issues for therevision was prepared in 2004, cf. above. With regard to flammability, it is
probable that the corresponding provisions as set out in Annex I1.11.2. will remain unchanged,
cf. document ENTR/TOY S/2005/50. With regard to the chemical part, diverging views, in
particular referring to CMRs, have been exchanged between the Commission and the Member
States while a preliminary agreement has not been achieved yet, cf. the meeting report from

23 May 2005. To clarify open points pertaining to the content of certain chemicals which are
used in toys, the Commission Services have launched a study, cf. page 3 below of the meeting
report. The study will be available during the second half of 2006.

The European toy industry isinnovative and makes a significant contribution to the creation of employment and
wesalth. The total toy market is estimated in 17.3 billion € at retail pricesin 2002, which total imports amounting
to over 9 billion €. The European toy industry employs over 100,000 people directly and there are over 2000
companies operating in the toy and games sector. Most of them are small and medium sized enterprises. Some of
the European regions in which toy companies are concentrated are the Jurain France, the province of Alicantein
Spain and the Black Forest in Germany. There aretoy industries also in some regions in the enlargement
candidate countries.

The EU toy market has grown 1.4% in 2002. The most important trading partners remain USA, 22% of exports,
and the Far East, 88% of imports. One of the main opportunities for the European toy industry is the tremendous
export potential of high quality European products. In this field, the European Commission actively support the
industry by improving market access conditions in third countries.

80



[.4.2. Analysis of the linksto classfication and labelling provisions and anticipation of
the potential effects of the GHS

The interacti on between the Community legislation on chemicals and the Toy Safety

Directive is manifold. The main link is given by Annex Il to the TSD and by a number of
European Standards focussing on various aspects of toy safety, e.g. EN 71 -2 which focuses on
flammabl e properties of substances or materials used in toys. In general, the Toy Safety
Directive contains four different approaches with regard to chemical substancesin toys, cf.
below. These approaches will be evaluated in the light of the relevance of thel egidation on
classfication and labelling and of potential effects of the GHS:

1. Respect of Directive 76/769/EEC on the restriction of the marketing and use of certain
danger ous substances and preparations, cf. Annex 11.11.3.1. It isnot possible for Eur opean
Standards or Notified Bodies to allow toys in the market that do not respect the chemical
legislation.

In the context of the Toy Safety Directive, respect of Directive 76/769/EEC means that
substances which are classified as CMR category 1 or 2 may n ot be used in substances or
preparations (GHS: mixtures) on the market for sale to the general public. However, the
corresponding restrictions do not all refer explicitly to the use in toys. Moreover and most
important, there is no corresponding restrictio n relating to articlesin Directive 76/769/EEC,
except for certain specific CMRs (e.g. wood preservatives). This means that the gross amount
of articlesis excluded from therestrictionsrelating to CMRs. Thisissueis currently discussed
in the context of arevision of the TSD.

Evaluation of approach 1: Reference to Directive 76/769/EEC implies that the use of CMR
category 1 or 2 substances in substances or mixtures which are used as toys is prohibited.
Thus approach 1 isbased on (CMR -) hazard. The GHS wi ll have no effect because the
classfication criteriawill not change under GHS.

2. Specific regtrictionsfor certain chemicals set by the Toys Directive itself. Theseare
limit values for the bicavailability resulting from the use of toys for the followin g substances:
antimony, arsenic, barium, cadmium, chromium, lead, mercury and selenium.

Evaluation of approach 2: Setting limit values has no link to classification and labelling
provisions. The GHS will have no effect.

3. The so-called “ New Approach” for substances and preparationswhich are not
restricted by Directive 76/769/EEC, but which are danger ous in the meaning of
Directives 67/548/EEC and 1999/45/EC. The Toy Safety Directive requires:

“Toys must not contain dangerous substances or preparations within the meaning of Directives 67/548/EEC and
88/379/EEC (repealed by Dir 1999/45/EC) in amounts which may harm the health of children using them.”

This sentenceis thelegal basis for the use of the New Approach for chemicalsin toys. The
New Approach is to complement the chemical legislation: European Standards and Notified
Bodies have to respect the restrictions imposed by Directive 76/769/EEC, but they can impose
further redtrictions on the use of chemicals classified as dangerous by Directives 67/548/E EC
and 1999/45/EC. Recent as well as ongoing standardisation work aims at introducing
restrictions related to the use of certain organic chemicalsin toys. Thiswork follows a
mandate from the Commissi on to CEN given in 1996. The mandate requested CEN to
“prepare one or several European standards concerning the risks associated with the presence
of organic chemical compoundsin toys ... CEN will have to identify the substances that come
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within the remit of Directive 67/548/EEC, with the exception of those ban ned by Directive
76/769/EEC, within the groups of organic chemica products recommended by the
Toxicology Section of the Scientific Advisory Committee, as well as those of paints and
colouring agents.” In the following, CEN elaborated the draft European St andard prEN 71-Y
“ Safety of toys — Organic chemical compounds — Requirements’. Draft standard prEN -Y
addresses the risks by in particular taking into account the potential exposure to and
toxicological effects of those substances which are considered to re present the greatest health
hazards. It specifies requirementsfor the most hazardous organic compounds concerning their
migration from, or content in, toys and parts of toys which (when used in aforeseeable
fashion by children, or asintended) arelikely to be mouthed, or which might be ingested;
which come into prolonged contact with the skin or into contact with the eyes or which
contain organic compounds which might be inhaled.

Draft Standard prEN-Y sets out atable listing the toys and toy components, made from
specific listed materials, which may not contain or release the organic compounds associ ated
with them beyond the stipulated amounts. The amounts are also expressed in tables.

On the whole, CEN considered therisks associated with more than 650 organic compounds.
The draft European Standard prEN 71 -Y containsrestrictions for the use of 90 chemical
substances in toys. These restrictions are not the same for all toys, but are linked to at least

one of the 18 categories of toys. T he organic compoun ds covered by the draft Standard can be
assigned to the following categories: s olvents, preservatives, wood preservatives, plasticisers,
flame retardants, monomers, primary aromatic amines, processing aids and colouring agents.
However, CEN realised that not all potentially hazardous substances could be addressed. The
draft therefore explicitly reiteratesthat the limitation of the scope to only some hazardous
compounds should not reduce the responsibility of toy manufactur ers, importersand suppliers
to ensure that the use of other substances will not endanger the health of children whilst
playing with toys asintended or in a reasonable manner.

Evaluation of approach 3: The approach isrisk -based — it focuses on exposure due to
migration and release of haz ardous chemical compounds. The GHS will have indirect effects
only because potentially additional chemicals may become eligible for the application of the
New Approach. The effects are deemed minimal.

4. Prohibition to include danger ous substancesand preparations (mixtures) in a toy if
they areintended to be used as such while the toy isbeing used , cf. Annex 1.1.3.3.

Evaluation of approach 4: Classification isrelevant because it triggers the ban of the
respective chemical . The GHS may have direct effect s because it could classify additional
chemicals compared to the current situation.

The potentialy affected hazard classifications are listed in Table V.3 of Part | of this study.
Thelatter provision has an escape clause:

“Where a limited number of substances or preparations are essential to the functioning of the toy, in particular
materials and equipment for chemistry experiments, model assembly, plastic or ceramic moulding, enamelling,
photography or similar activities, they are permitted up to a maximum concentration level to be defined for each
substance or preparation by mandate to the European Committee for Standardization (CEN) according to the
procedure of the committee set up by Directive 83/189/EEC, provided the permitted substances and preparations
comply with the Community classification rulesin respect of labelling, without prejudice to point 4 of Annex
v.”

Thetwo standards which exist in thisfield are EN 71 -4:1990 “ Safety of toys — Part 4:
Experimental sets for chemistry and related a ctivities’” and EN 71-5:1993 “ Safety of toys —
Part 5: Chemical toys (sets) other than experimental sets’.
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The approach taken in the escape-clause is the New Approach, focussing on exposure due to
migration and release of hazardous chemical compounds.  The GHS will have indirect eff ects
only which are deemed minim al, cf. above.

1.4.3. Suggestions how to minimise potential effects of the GHS

In order to minimise potential effects related to additional classification under GHS, it is
proposed to exempt from th e reference to classi fied substances and mixtures those hazard
classfications (classes and categories/ types/ divisions) which are newly introduced by the
GHS, in accordance with Solution 1, cf. Part | of this study. The respective classfications are
listedin Table V1.1 of Part | of this study.

|.4.4. Member State | ssues

As mentioned above, only selected chemicals, i.e. 90 organic chemicals from Annex | to
Council Directive 67/548/EEC, have been subject to the New Approach. The selection was
made according to the toxicological relevance of the chemical and the availability of
appropriate analytical methods. Thus, the standards can only be interpreted as afirst step toa
comprehensive ruling — it is the manufacturer who hasto comply with the safety r equirements
of Article 3 of Directive 88/378/EEC for all the other dangerous substances and mixtures used
in toys.

In this connection, there seems to be no clarity about the interpretation of the phrase  “Toys
must not contain dangerous substances or prepar ations within the meaning of Directives
67/548/EEC and 88/379/EEC (repealed by Dir 1999/45/EC) in amounts which may harmth e
health of children using them” when it isused outside the harmonised standards. In one
Member State, this provision has been inter preted to mean that toys may not contain a
classfied substance above the limit where it needs to be taken into account for general
classfication purposes, e.g. 1% for substances classified as carcinogen category 3
(interpretation 1). However, it seemsth at some other Member States are interpreting the
provision in adifferent manner, cf. document ENTR/TOY §2005/49: they make acase -by-
case evaluation of the specific substance in order to decide if the substance may harm the
child due to migration (interpr etation 2).

1. If thefirgt interpretation is supported, cut -off valuesfor dangerous substances and
mixtures become relevant. They are defined either in Annex | to Directive 67/548/EEC, in
Annex |1 to Directive 1999/45/EC or, by default, in Article 3.3 of th elatter act. Under
GHS, these values will change partly, depending on the endpoint considered:
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Table1.4.3.1: Cut-off values for classified substances which have to be taken into account for

classfication purposes

GHSHazard Class

Cut-off Valuesfrom the

Comparable

GHS Regulation EU Cut-off Value,
cf. Dir 1999/45/EC (w/w)
Acute toxicity * 1% e 1% harmful
Skin corrosion / irritation 1% * 1%
Serious eye damage / eyeirritation * 1% e 1%
Respiratory / skin sensitisation * 1% 1%
Germ Cell Mutagenicity, Category 1 ¢ 0.1% ¢ 0.1% cat. 1 or 2 mutagenic
Germ Cell Mutagenicity, Category 2 * 1% ¢ 1% cat. 3 mutagenic
Carcinogenicity, Category 1 * 0.1% . 0.1% cat. 1_or 2
carcinogenic
Carcinogenicity, Category 2 * 1% * 1% cat. 3 carcinogenic
Reproductive toxicity, Category 1 * 0.1% * 0.1% cat. 1 or 2 reprotoxic
Reproductive toxicity, Category 2 e 1% (cf. 3.7.3.3 GHS) * 1% cat. 3 reprotoxic
STOT (single exposure) * 1% ¢ 0.1% very toxic
e 0.1%toxic
e 1% harmful
STOT (repeated exposure) * 1% ¢ 0.1% toxic
Hazardous to the aguatic * 1% * 0.1% (N)

environment

In case of the hazards high lighted in blue, the GHS would provide for relief from the
regquirements. Consequently, and supposing the above -mentioned interpretation is
supported, toys which contain substances in concentrations between the EU and the GHS
cut-off value would be allowed for usein toysin future.

The application of cut-off values impliesthat hazar d classification becomesa
relevant criterion because cut-off values only apply to classified substances. Due to
different mechanisms, the GHS may lead to additional substancesand / or mixtures
classified for the hazards acute toxicity, STOT (single/ repeated exposure), skin
corrosion /irritation, serious eye damage/ eyeirritation, r eproductive toxicity ,
aspiration hazard and eventually hazar dousto the aquatic environment.

2. If thelatter interpretation is supported, the GHS will have an indirect e ffect only whichis
deemed minimal: If migration is considered to be crucial, the evaluation isrisk -based and
classification as such is not relevant.




|.4.5. Perspective for the Toy Safety Directivein view of the GHS -implementing

Regulation

Potential effects of the GHS-implementing Regulation on the Toy Safety Directive would be
mainly due to the classification of additional substances and mixtures. Further effects will
largely depend on the degree to which hazard -based provisionswill beintroduced in arevised
Directive. In connection with this, current discussions are covering i.a. the following issues,

cf. page 54-57 of the Commission study on th e impact of therevision of Council Dir ective

88/378/EEC on the safety of toys:

It was proposed to ban category 1 and 2 CMRs in toys completely;

It was proposed that toys may not contain substances meeting the criteriafor classification
as Toxic, Harmful or Corrosive (above a certain concentr ation limit, e.g. 0.1%) according
to the provisions of Directive 67/548/EEC unless the Scientific Committee has performed
an evaluation and found the use to be acceptable in toys;

It was proposed that substances that are skin sensitisers and respiratory tr act sensitisersare
banned for use in toys, but with the possibility of an authorisation under certain conditions
after arisk assessment provided by the manufacturer has been evaluated by the Scientific

Committee.

The next table shows those GHS hazard cla sses and categories which are most closely
corresponding to the aforementioned EU categories of danger:

Tablel.4.4.1: EU classificationsreferred to in the revision proposals and the most closdly
corresponding GHS hazard classifications

EU Category of Danger (Symbol), Risk Phrase

GHS Hazard Class/ Category

Toxic (T), R25

Acute Toxicity, categories2 or 3, ora

Toxic (T), R24

Acute Toxicity, categories 2 or 3, dermal

Toxic (T), R23

Acute Toxicity, categories2 or 3, inhaation
(dusts and mists)

Toxic (T), R23

Acute Toxicity, category 2, inhalation (vapours)

Toxic (T), R39 (25/24/23)

STOT (single exposure), category 1

Toxic (T), R48 (25/24/23)

STOT (repeated exposure), category 1

Harmful (Xn), R22

Acute Toxicity, categories3 or 4, ora

Harmful (Xn), R21

Acute Toxicity, categories 3 or 4, dermal

Harmful (Xn), R20

Acute Toxicity, category 4, inhalation (dusts and
mists)

Harmful (Xn), R20

Acute Toxicity, categories 3 and 4, inhaation
(vapours)

Harmful (Xn), R48 (22/21/20)

STOT (repeated exposure), category 2

Harmful (Xn), R68 (22/21/20)

STOT (single exposure), category 2

Harmful (Xn), R65

Aspiration toxicity, category 1

Corrosve (C), R35

Skin Corrosive, category 1A
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Corrosve (C), R34

Skin Corrosive, categories 1B or 1C

Harmful (Xn), R42

Respiratory Sensitiser, category 1

Irritant (Xi), R43

Skin Sensitiser, category 1

As stated earlier in this document, additional substances could be classified for the hazards

acute toxicity and STOT (single / repeated exposure) . However, the manufacturer mi ght then

check whether or not an individual substance or mixture used in toys would actually be

affected.

In general, it may be advisabl e to discuss the revision proposals in the light of the anticipated

effects of the GHS Regulation.

Basi ¢ documents used for the analysis

European Commission: Draft Proposal for a Directive of the European Parliament and of

the Council on the Safety of Toys, document ENTR/TOY S/2005/50 (provisional and non -

binding status)

Expert Group on Toy Safety, Interpretation of Dire ctive 88/378/EEC concerning

classified chemicals, ENTR/TOY $2005/49

European Commission: Study on the Impact of the Revision of the Council Directive

88/378/EEC on the Safety of Toys, October 2004

European Commission: Report of the Meeting on the Revision of Council Directive

88/378/EEC on the Safety of Toys — Chemicals Part
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[.5. Council Directive 75/324/EEC of 20 May 1975 on the appr oximation of the laws of
the Member Statesrelating to aerosol dispensers

http://europe.eu.int/eur -lex/en/cond eg/pdf/1975/en 1975L0324 do 001.pdf

Council Directive 75/324/EEC aims at harmonising the laws of the Member States pertaining
to the mandatory technical specifications of aeros ol dispensers. The harmonised mandatory
technical specifications are set out in the Annex to the Directive. The Member States may not
refuse, prohibit or restrict the marketing of any aerosol dispenser which complies with these
requirements. Particular lab elling provisions pertain to ‘flammable contents’ of aerosol
dispensers, i.e to substances and preparations (GHS: mixtures) which are classified according
to the criteria laid down for the categories ‘ extremely flammable’, ‘ highly flammable’ and
‘flammabl e’ and listed in Annex VI to Council Directive 67/548/EEC. Beyond, areferenceto
GHS class flammable aerosols may be appropriate. Finally, it should be considered if the full
range of the respective hazard classes needs to be adopted.

[.5.1. Abstract of thelegidation

Council Directive 75/324/EEC is based on Article 95 of the Treaty. It aims at harmonising the
laws of the Member States pertaining to the mandatory technical specifications of aerosol
dispensers. An aerosol dispenser isdefined as*“ any non-reusable container made of metal,
glass or plastic and containing a gas compressed, liquefied or dissolved under pressure, with

or without aliquid, paste or powder, and fitted with arelease device allowing the contents to

be gjected as solid or liquid particlesin suspension in a gas, as a foam, paste or powder or ina
liquid state”.

Thefield of application of the Directiveis limited to aerosol dispensers made of metal, glass
or plastic. The mandatory technical specifications are set out in the Annex t o the Directive.
The person responsible for the marketing of aerosol dispensers shall affix the symbal ‘3’
(inverted epsilon) to aerosol dispensers, as proof that they satisfy the requirements of this
Directive and the Annex. The Member States may not refuse, prohibit or restrict the
marketing of any aerosol dispenser which complieswith these requirements. Particular
labelling provisons pertain to ‘ f lammable contents of aerosol dispensers, i.e to substances
and preparations (GHS: mixtures) which are cla ssfied accor ding to the criteria laid down for
the categories ‘ extremely flammable’, ‘highly flammable’ and ‘flammable’ and listed in
Annex VI to Council Directive 67/548/EEC , namely:

87




Article 1.8. Flammable contents

‘Flammable contents’ means the substances and preparations corresponding to the criterialaid down for
the categories ‘extremely flammable', ‘highly flammable’ and ‘flammable’ and listed in Annex VI to
Council Directive 67/548/EEC. The flammability and flash point of the contents of the container shall
be determined using the specific methods described in Part A of Annex V to the abovementioned
Directive.

Article 2.2. Labelling

Without prejudice to the Directives relating to the classification, packaging and labelling of dangerous
substances and preparations, particularly as regards danger to health and/or the environment, any
aerosol dispenser must visibly bear the following legible and indelible marking:

(a) Whatever its contents: ‘ Pressurized container: protect from sunlight and do not expose to
temperatures exceeding 50 °C. Do not pierce or burn, even after use.’;

(b) Where the contents are flammable within the meaning of point 1.8: the flame symbol where
gppropriate, the indication that the substances and/or preparations contained in the aerosol dispenser,
including the propellant, are flammable and the relevant risk phrases determined in accordance with the
criteriain points 2.2.3, 2.2.4 or 2.2.5 of Annex V| to Directive 67/548/EEC and, as regards the flame
symbol and the indication of danger, in accordance with the provisions of Annex Il to the
abovementioned Directive.

2.3. Special statements concer ning use

Without prejudice to the Directives relating to the classification, packaging and labelling of dangerous
substances and preparations, particularly as regards danger to health and/or the environment, any
aerosol dispenser must visibly bear the following legible and indelible wording:

(a) Whatever its contents: the additional operating precautions which alert consumers to the specific
dangers of the product;

(b) Where the contents are flammable, the following warnings:
— ‘Do not spray on anaked flame or any incandescent material.’
— ‘Keep away from sources of ignition — No smoking.’

— ‘Keep out of the reach of children’.

Where the person responsible for the marketing of aerosol dispensersis in possession of test
results or other data showing that although those aerosol dispensers have flammable contents
they do not present any risk of ignition under normal or reasonably fore seeable conditions of
use, he may on his own responsibility decide not to apply the provisions of points 2.2 (b) and
2.3 (b) of the Annex. He shall make a copy of such documents available to the Member
States. In such a case the quantity of flammable mater ial contained in the aerosol dispenser
must be stated clearly on the label, in the form of the following legible and indelible wording:
‘X % by mass of the contents are flammable'.

In order to allow a prompt adaptation of the technical specifications in line with technical
progress, the Directive introduces a procedure which is set out in Council Decision
1999/468/EC.

[.5.2. Analysis of thelinksto classification and labelli ng provisions and anticipation of
the potential effects of the GHS

The Directive on aerosol dispensers derives particular labelling provisons from the
classfication of its content as ‘ extremely flammable’, ‘highly flammable’ and
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‘flammable’ asdefined in 2.2.3., 2.2.4. and 2.2.5. of Annex V1 to Council Directive
67/548/EEC. Table 1.5.2.1 below shows how the currently used classifications which are
further described through the risk phrases in the second column translate into the
corresponding GHS hazard classes and categories:

Table1.5.2.1: Overview over the EU classificat ions used in Directive 75/324/EEC and the

most closely corresponding GHS classifications

EU Category | Definitions & R-phrases GHS GHS Definitions &
of Danger which further describethe | Hazard Class | Subclassifications
hazar dous properties
Extremely R12 “Extremely flammable” Flammable A flammable liquid means a
flammable (F+) | liquid substances and Liquids uggﬁoﬁﬂﬁgnﬂ?? point of
preparations which have a Category 1: ’
flash point lower than 0<C and T. < 23:C: 4 categories
aboiling point (or in case of a Tf'. . B (category 1-3 will be taken up
boiling range the initial o in the GHS Regul ation)
boiling point) lower than or
equal to 35¢C
(Tqi < 0sC; Ty, * 35°C)
Extremely R12 “Extremely flammable” Flammable A flammable gasis agas
flammable (F+) | gaseous substances and Gases zle:v;]g Oa.gaggzbslgl?aggwnh
preparations which are Category 1 ressure of 101.3 kPa.
flammablein contact with air P ’
at ambient temperature and 2 categories
pressure (only category 1 is taken up in
the GHS draft Regulation)
Highly R11 “Highly flammable” Flammable A flammable liquid means a
flammable (F) - liquid substances and Liquids Ir:gﬂgor;ivtlggnagg?g point of
preparations having aflash Category 2: ’
point below 21+C but which To < 23C: To: 4 categories
are not extremely flammable fl . » Pl (category 1-3 istaken up in the
(T < 21:C) > 35C GHS draft Regulation)
Highly R11 “Highly flammable’ Flammable A flammable solid is asolid
flammable (F) Solids which isreadily combustible,

- solid substances and
preparations which may
readily catch fire after brief
contact with a source of
ignition and which continue to
burn or to be consumed after
removal of the source of
ignition

or may cause or contribute to
fire through friction.

Readily combustible solids are
powdered, granular, or pasty
substances which are
dangerousif they can be easily
ignited by brief contact with an
ignition source, such asa
burning match, and if thefire
spreads rapidly.

2 categories according to
results of burning rate test
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Highly R15 “Contact with water Substancesand | Substances or mixtures which,
flammable (F) liberates extremely flammable | mixtureswhich, | in contact with water, emit
gases’ in contact with flammabl e gases or solid or
. water, emit liquid substances or mixtures
- substances and preparations ' : - . .
which, in contact with water flammeble geses WgCh' by :T‘;‘ja‘f'ob” g
or damp air, evolve extremdy R
flammable gases in danger ous spontaneousiy flammable_or to
quantities, at aminimum rate g;/]e g{;&ﬂ;ﬂ%m in
of onelitre per kilogram per 9 q
hour 3 categories
Highly R17 “ Spontaneously Pyrophoric A pyrophoric liquid isaliquid
flammable (F) flammablein air” Liquids which, even in small
) n quantities, isliableto ignite
Wﬁgﬁ?;ﬁg;g rrr)]r:ﬁg;a;%ns within five minutes after
finally catch fire in contact coming into contact with air.
with air at ambient 1 category
temperature without any input
of energy
Highly R17 “ Spontaneously Pyrophoric A pyrophoric solid isasolid
flammable (F) | flammablein air” Solids which, even in small
) g quantities, isliableto ignite
Wﬁgitﬂgyizgrggeﬁiﬁzns within five minutes after
finally catch fire in contact coming into contact with air.
with air at ambient 1 category
temperature without any input
of energy
Flammable R10 “Fammable’ Flammable A flammable liquid means a
o Liquids liquid having aflash point of
- liquid substances and
; ) . not more than 93«C.
preparations having Category 3:
aflash point equal or greater 23:Ce Ty o 4 categories
than 21+C, and less than or 60 f (category 1-3 will be taken up
equal to 55¢C (21°C* Ty © in the GHS Regulation)

55¢C)

With regard to the conversion of R12 and R11 to Self-Reactives Type C-F, cf. Table V.3,
Table1.5.2.1 above as well as Figure 2 below do not take account of thishazard —itis

assumed that only a negligible part of substances and mixtures tha t are now classified as
R12 or R11 will be covered by this hazard classification.

The GHS attributes intrinsic flammabl e properties to more hazard classes and
subcategories than the EU system does, the latter usually assigning a particular R -phrase
asdistinction criterion from other properties. Especially Highly Flammable substances
and mixtures are affected, as can be seen from Figure 2 below :
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Highly Flammable
(F)

Highly Flammable
(F)

Highly Flammable
(F)

Highly Flammable
(F)

R11 R11 R15 R17
EU “Highly “Highly “Contact with water liberates “ Spontaneoudy flammable in air”
flammable’ flammable” extremely flammable gases’
Liquids Solids

I

ﬂ

ﬂ

I

Pyrophoric Liquids
GHS | Flammable Liquids | Flammable Solids | Substancesand mixtureswhich, in

(Cat. 2) contact with water, emit flammable
gases

Pyrophoric Solids

Figure 2. Conversion from EU Highly Flammable (F) to various GHS hazard classes

Although the GHS assigns intrinsic flammabl e properties to more hazard classifications compared to the EU system this does not necessarily
imply that more substances and mixtures are classified under GHS, cf. also Table V.3 of Part | of this study. In this connection it may generally

be worthwhile to consider if the full range of subcategories under a GHS hazard class should be adopted for regulation under Directive
75/324/EEC.

With regard to flammabl e gases and solids, the corresponding GHS hazard classes cover effectively the same substances as the EU classifications
do. Similarly, category 1 of GHS class flammable liquids covers the same substances as the EU category extremely flammable. For categories 2
and 3, the differencesin the flash point limiting values will have very little effect; they are supposed to be within the margins of test method
differences. With regard to measuring flash points, both the GHS and the EU system use closed cup methods, but the EU test methods are more
specific than those of the GHS. The classification scheme for the GHS hazard class flammable liquids as compared to the corresponding EU
categories of danger is summarised in the foll owing table:
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Table1.5.2.4: Flammable Liquids — Comparison of Categories;
Tq = flash point, Tp,; = initia boiling point

EU Classification; EU Criteria Flammable Liquids | GHSCriteria
R-phrase — Subcategory

Extremely Flammable | Ty <0<C and category 1 Ty < 23«C and
F+, R12 Tb,i e 35:C Tb,i e 35:C
Highly Flammable Tn <21C category 2 Tqn < 23+C and

F, R11 Tb,i > 35.C
Flammable 21«C+ Ty * 55C category 3 23:C e+ Ty * 60-C
R10

None None category 4 60:C < Ty * 93-C

Another and particularly interesting feature of the GHS will be the introduction of the new
hazard class flammable aerosols, cf. the GHS excerpt on the next page. Comparing the

wording, the GHS defines the term “aerosol dispenser” in almost the same way as Directive

75/324/EEC does. With regard to flammable aerosols, the GHS uses the classification as
flammable liquid / gas/ solid of the content as basis for apotential classification as flammable
aerosol (2 subcategorieswith differ ent hazard statements). The decision on further

classfication will depend on the heat of combustion, cf. decision logic 2.3 (a). For spray
aerosol s and foam aerosols, any pre -classification is not relevant, cf. the corresponding
decision logics 2.3 (b) and 2.3 (c) of 2.3.4.1 GHS:

Chapter 2.3 Flammable Aer osols

2.3.1 Definition

Aerosols, this means aerosal dispensers, are any non -refillable receptacles made of metal,
glass or plastics and containing a gas compressed, liquefied or dissolved under pressure , with

or without aliquid, paste or powder, and fitted with arelease device allowing the contents to

be g ected as solid or liquid particles in suspension in agas, as afoam, paste or powder or in a
liquid state or in agaseous State.

2.3.2 Clasdfication criteria

2.3.2.1 Aerosols should be considered for classification as flammable if they contain any
component which is classfied as flanmable according to the GHS criteria, i.e.:

Flammable liquids (see Chapter 2.6);
Flammable gases (see Chapter 2.2) ;
Flammable solids (see Chapter 2.7).

NOTE: Flammable components do not cover pyrophoric, self -heating or water -reactive
substances and mixtures because such components are never used as aerosol contents.

2.3.2.2 A flammable aerosol is classified in one of the two categories for this Class on the
basis of its components, of its chemical heat of combustion and, if applicable, of the results of

the foam test (for foam aerosols) and of the ignition distance test and enclosed space test (for

spray aerosols). See decision logicin 2.3.4.1.
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2.3.3 Hazard communication

Genera and specific considerations concerning labelling requirements are provided in  Hazard

communication: Labelling (Chapter 1.4). Annex 2 contains summary tables about
classification and label ling. Annex 3 contains examples of precautionary statements and
pictograms which can be used where allowed by the competent authority.

Category 1 Category 2
Symbol Flame Flame
Signal word Danger Warning
Hazard statement Extremely flanmable aerosol ~ Flammable aerosol

2.3.4 Decision logic and guidance

The decision logic and guidance, which follow, arenot part of the harmonized classification
system, but have been provided here as additiona guidance. It is strongly recommended that
the person responsible for classification studies the criteria before and during use of the
decision logic. ...

|.5.3. Suggestions how to minimise potential effects of the GHS

Since GHS hazard class flammable aerosols will be taken up both in the transport and
supply & use (GHS) legislation, it may be appropriate to introduce areference to GHS
hazard class flammable aerosols into Council Directive 75/324/EEC , in addition to the
classifications flammable liquids/ gases/ solids, cf. also the last bullet point in Chapter
1.5.2.

With regard to the GHS classes flammable solids and substances and mixtures which, in
contact with water, emit flammable gases , it hasto be considered if reference to the full
range (all subcategories) of the respective hazard classis necessary.

It should be questioned i f it is necessary to refer to the GHS hazard classes pyrophoric
liquids/ solids and substances and mixtures which, in contact with water, emit flammable
gases — such components are normally not used as aerosol contents.

In order to minimise any effect related to GHS class Flammable Liquids, category 3, itis

proposed to exempt classified substances and mixtures with an upper flash point limit >
55¢C, in accordance with Solution 2, cf. Table V1.2 of Part | of this study.

Basi ¢ documents used for the analysis

ECB1/75/01-Part A. rev.1
UN document UN/SCEGHS/9/INF.8
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I'1. Handling of Chemicalsfor Particular U ses

[1.1. Directive 1998/8/EC of the Eur opean Par liament and of the Council of 16 February
1998 concer ning the placing of biocidal productson the market

http://europa.eu.int/eur -lex/pri/en/oj/dat/1998/1 123/ 12319980424en00010063.pdf

Council Directive 1998/8/EC ( “Biocides Directive") concerning the placing of biocidal
products on the market provides a framework of rules pertaining to the establishment at EU
level of positive lists of substances which may be used in biocidal products. Three
Community lists will be produced. In addition to the list of active substances (Annex |),
which can then beused in “normal” biocidal products, therewill be alist of active substances
that can be used in low -risk biocidal products (Annex IA); beyond, there will be alist of bas ic
substances (Annex |B). The substances will be included in the lists after having passed
successfully the evaluation procedure.

An active substance cannot be included in Annex IA if it is classfied according to Directive
67/548/EEC as carcinogenic (cat . 1 or 2), mutagenic, (cat. 1 or 2), toxic for reproduction (cat.
1 or 2), sensitising or is bioaccumulative and does not readily degrade. In addition , low risk
biocidal products may not contain any component that is a “ substance of concern” in the
meaning of Directive 67/548/EEC and is present at a concentration |eading the product to be
regarded as dangerous in the meaning of Directive 1999/45/EC. The recognition of a biocidal
product as“low risk” will entail advantages for the notifier.

Under GHS, addi tional substances and mixtures will probably be classified . This could mean
that some products may disqualify for the predicate “low -risk biocidal product”. However, i f
there are any effects for biocidal products will only be clear once arange of p roduct
evaluationsisavailable: Thereview program has not yet reached a stage where products have
to be evaluated in accordance with Annex VI to the Biocides Directive.

[1.1.1. Abstract of the legislation

The objective of the Biocides Directive isto achieve ahigh level of protection, especially in
relation to the environment, health and a sustainable devel opment, and to minimise barriersto
trade in biocidal products and in products treated with them. It is based on Article 95 of the
Treaty (Internal Market) .

The Biocides Directive provides a framework of rules concerning

the authorisation and the placing on the market for use of biocidal products within
Member States;

the mutual recognition of authorisations within the Community;

the establishment at Communi ty level of positive lists of active substances which may
be used in biocidal products.

Only authorised biocidal products may be placed on the market. The Directive isbased on
risk: Harmonised community provisions for evaluation and rulesfor inclusion on a positive
list of active substances, followed by authorisation of biocidal products will provide the
control of risks posed by biocidal products.




Three Community lists of active substances will be produced. In addition to the list of active
substances (Annex I), which can then be used in “normal” biocidal products, therewill bea
list of active substances that can be used in low -risk biocidal products (Annex 1A); beyond,
therewill be alist of basic substances (Annex I1B). The substances will beinclude din thelists
after having passed successfully the evaluation procedure. An active substance cannot be
included in Annex 1A if it is classified according to Directive 67/548/EEC as carcinogenic

(cat. 1 or 2), mutagenic, (cat. 1 or 2), toxic for reproducti on (cat. 1 or 2), sensitising or is

bi caccumulative and does not readily degrade.

A biocidal product classified as CMR cat. 1 or 2 shall not be authorised for use by the general
public. A low risk biocidal product cannot contain any component that isa*“s ubstance of
concern”. The designation of a biocidal product as“low -risk biocidal product” entailsa
number of privileges for the applicant and the competent authorities:

a) lesstesting costs: Instead of submitting afull product dossier that complies wit h the
requirementsof Annexes|l B, I11B and IV B, the applicant has only to provide areduced
biocidal product data set in accordance with the provisions set out in Article 8 (3).
However, it hasto be pointed out that the dossier requirements for the activ e substance
itself to get it included into Annex |A arethe same as for getting it included into Annex |;

b) registration: Instead of a lengthy and more costly authorisation procedure *, the
competent authority of a Member State, following an application su bmitted by an
applicant, after verification that the dossier meets the relevant requirements of this
Directive, may allow the placing on the market of alow -risk biocidal product in its
territory or in apart thereof. For applications for biocidal products that require
registration, the competent authority shall take a decision within a period of 60 days.

With regard to classification and labelling, biocidal products are subject to the provisions of
Directives 67/548/EEC and 1999/45/EC. When the GHS enters into force, biocidal products
will be subject to the provisions of the GHS implementing Regulation.

[1.1.2. Analysis of thelinksto classification and labelling provisions and anticipation of
the potential effects of the GHS

Article 20 is devoted to the classification, packaging and labelling of biocidal products,
stating:

1. Biocidal products shall be classified in accordance with the provisions relating to classification in Directive
88/379/EEC. ...

3. Biocidal products shall be labelled in accordance with the provisions relating to labelling in Directive
88/379/EEC [repealed by Directive 1999/45/EC].

! Registration fees are sometimes considerably lower than authorisation fees, although the available information
isincomplete. In DK, they are below 10% of the authorisation fees, in FR at around 20%, in BE 50% and in ES
around 100%. Absolute values differ between 500 EUR (BE) and 4.000 EUR (FR) for registration, and from
1.000 EUR (BE) up to 10.000 or even 40.000 EUR (FR and DK) for authorisation. However, these differencesin
fees have to be seen in the light of the much higher costs for evaluating dossiers for the active substances
themselves to get them included in Annex | or 1A. At this stage, there is no differentiation for the substances, and
fees range from 100.000 up to 350.000 EUR, depending on the Member State. In addition, there arethe dossier
compilation costs, which depend strongly on the properties of the substances —i.e. certain chronic studies (which
are the costliest so far) can be waived if relevant in-vitro studies are all negative.
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When the GHS entersinto force, biocidal products and their ingredients will be subject to the
provisions of the new system. Thismeansthat all active substances, basic substances and
biocidal productswill have to be reclassified and r elabelled after the GHS Regulation
hasentered intoforce.

The GHS Regulation shall enter into force on the twentieth day following that of its
publication in the Official Journal of the European Union . A transitional period isforeseen
where a supplier may choose to apply the current Directives on classification and labelling or
the GHS. Thisisto encourage enterprises to make the most efficient use of their resou rcesto
align their practice to the new system. During the transitional period, Annex | to Directive
67/548/EEC will be legally binding. Asthe (re-)classification of mixtures depends on the
preceding (re-)classification of substances, the GHS criter iawill have to be applied to
substances first and then to mixtures. The Commission Services Directorate -General (DG)
Enterprise & Industry and DG Environment propose 3 years for substances and further 4 or 5
years for mixtures. These proposals will be subject t o stakeholder comment in the public
consultation on the GHS draft Regulation.

Specific Classfication |ssues

In the Biocides Directive, most legal obligations arerisk -based, i.e. based on acombination of
hazard and exposure data. There are only three obl igations where decisions are based on
hazard and classification alone so that the GHS might have an effect:

1. Article 10.1: Inclusion of an active substancein Annex 1A

An active substance cannot be included in Annex |A if it is dassified according to Directive 67/548/EEC as:
- carcinogenic,
mutagenic,
toxic for reproduction,
sensitising, or
is bioaccumulative and does not readily degrade.

With regard to the hazards CMR and sensitisation, it is not expected that the kind and number
of substances classified according to the GHS will change or increase compared to the current
system, cf. Table V.3 of Part | or the analysis of the Cosmetics Directive (Chapter 1.3.2).

2. Article 5.2: Authorisation for marketing or use to the general public

A biocidal product classified according to Article 20(1) astoxic, very toxic or as a category 1 or 2 carcinogen, or
as a category 1 or 2 mutagen or classified astoxic for reproduction category 1 or 2, shall not be authorised for
marketing to, or use by the general public.

The conversion of the EU categories of danger Very Toxic and Toxic to the corresponding
GHS hazard classifications for the different routes of uptakeis given in column 1 and 2 in
Table11.2.2.1 below:

96



Tablel1.2.2.1: Conversion from EU Very Toxic and Toxic to the corresponding
GHS classification

EU Category of Danger
/ Risk Phrase

Most closdly corresponding
GHS classification(s)

Potential effectson the
number of classified
biocidal products

Very Toxic (T+), R28
(ord)

Acute Toxicity, cat. 1 or 2
(oral)

Statement not possible

Very Toxic (T+), R27
(dermal)

Acute Toxicity, cat. 1 (dermal)

Statement not possible

Very Toxic (T+), R26
(inhalation of gases)

Acute Toxicity, cat. 1
(inhdation of gases)

Statement not possible

Very Toxic (T+), R26
(inhalation of vapours)

Acute Toxicity, cat. 1
(inhaation of vapours)

Statement not possible

Very Toxic (T+), R26
(inhalation of dusts or
mists)

Acute Toxicity, cat. 1 or 2
(inhaation of dusts or mists)

Statement not possible

Toxic (T), R25 (oral)

Acute Toxicity, cat. 2 or 3
(oral)

Statement not possible

Toxic (T), R24 (dermal)

Acute Toxicity, cat. 2 or 3
(dermal)

Statement not possible

Toxic (T), R23
(inhalation of gases)

Acute Toxicity, cat. 2

Statement not possible

Toxic (T), R23
(inhalation of vapours)

Acute Toxicity, cat. 2
(inhaation of vapours)

Statement not possible

Toxic (T), R23
(inhalation of aerosols
and particul ates)

Acute Toxicity, category 2 or
3 (inhalation of dusts or mists)

Statement not possible

It hasto be verified i f the referenceto Very Toxic includes also the referenceto therisk phrase
R39 and R48 (all routes of uptake). In this case, further conversionsto STOT (single /
repeated exposure) category 1 according to Table V.3 of Part | of this study or accordingt o
the correlation table of Annex V11 to the GHS Regulation would apply.

Acute Toxicity: Whereas a clear -cut statement can be made concerning an increased /
decreased number of classified substances in a defined classification interval under GHS,
cf. Table V.3 of Part I, a corresponding statement for mixtures can hardly be made. This
means that it cannot be predicted if the classification of a multi-ingredient biocidal
product as derived by one of the GHS cal cul ation approaches, cf. Chapter 3.1 GHS , will
deviate from the most closely corresponding EU classification as derived from the EU
conventional calculation method, cf. Annex I, Part A of Directive 1999/45/EC. Available
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studies only provide preliminary answers for smple mixtures where one substance is
diluted in an inert solvent, cf. Annex | to this study.

Apart from the classification of abiocidal product, the conversion of the reference to a
particular EU category to (a) defined GHS category (ies) in the Biocides Directiveis
crucial. For the oral route of uptake, it will be of relevance if the Biocides Directive will
refer to category 1 GHS or to category 1 and 2 GHS in future, cf. Figure 3. In the former
case, less biocidal products might be caught compared to the current situation. In the latter
case, the opposite could occur in theory. A related situation may arisefor Toxic: Will the
reference to Toxic be replaced by category 3 GHS or by category 2 and 3 GHSin the
Biocides Directive? In the former case, awider LD 5o rangeis covered, due to the up per
limit being LD 5o = 300 mg/kg bw. In the latter case, thistrend is even more pronounced
because the lower LD s limit would be lowered from 25 to 5 mg/kg bw. As a consequence
of both cases, more biocidal products could potentially be caught. The situati on and the
underlying reasoning for the other routes of uptake are smilar, though not completely the
same as for the oral pathway.

Potential effectsrelated to GHS class acute toxicity will depend on an adaptation of the
reference to category 1-3 according to Table V1.2 of Part | of this study.

Figure 3: Acute Oral Toxicity —LDsy £ 300 mg/kg bw

r 2o T s

L Dsy 5 5-25 25-50 50-200 200-300

Cat. 1 Category 2 Category 3

STOT (sindle / repeated exposure) category 1: In case thereferencesto STOT (single /
repeated exposure), category 1 arerelevant, cf. above, additional biocidal products could
be classified, cf. Table V.3 of Part | and the information given in Annex | to this study.
Potential effectswill then depend on an adaptation of the referencesto  STOT (single/
repeated exposure) category 1 according to Table V1.2 of Part | of this study.

With regard to the endpoints carcinogenicity and mutagenicity, the number of classified
productsis not likely to change, cf. the discussion in other chapters of this study. In case

of reproductive toxicity, alow er concentration limit for reprotoxic ingredients (0.3% GHS
category 1A and 1B versus 0.5% EU category 1 and 2) might lead to an increased number
of biocidal products which are classified for reproductive toxicity . Consequential effects
on the obligation of Article 5.2 may be prevented by exempting from the scope of
Directive 1998/8/EC those biocidal products (mixtures!) where reprotoxic ingredients are
contained at a concentration below 0.5%

3. Article 2.1 (b) and 2.1 (e): Low-risk biocidal product s

A biocida product which contains as active substance(s) only one or more of those listed in Annex IA and which
does not contain any substance(s) of concern ... Thismay be any other than the active substance, which has an
inherent capacity to cause an adverse effect on humans, animals or the environment and is present or is produced
in abiocidal product in sufficient concentration to create such an effect. It would be normally a substance
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classified as dangerous according to Council Directive 67/548/EEC of 27 June 1967 on the approximation of
laws, regulations and administrative provisions relating to the classification, packaging and labelling of
dangerous substances, and present in the biocidal product at a concentration leading the product to be regarded
as dangerous within the meaning of Article 3 of Council Directive 88/379/EEC of 7 June 1988 on the

approxi mation of the laws, regulations and administrative provisions of the Member States relating to the
classification, packaging and labelling of dangerous preparations, as replaced by Directive 1999/45/EC.

The GHS may classify additional substances (here: “ substances of concern”) and mixtures.
The hazards which will probably be affected are listed in Table V.3 of Part | of this study.
Additional classification c ould imply that some products (mixtures!) may disqualify for the
predicate “low-risk biocidal product”. At the current stage, however, it is difficult to make
concrete statements on thisissue: The review program has not yet reached a stage where
products are to be evaluated in accordance with Annex V1. Consequently, a quantification on
how many products would be evaluated as“norma” or “low risk” in the current system and
on how many of them would not qualify for the predicate “low risk biocidal product” isnot
yet possible.

Specific Labelling | ssues

Classified biocidal products will have to bear a corresponding label. Updating of alabel due
to new scientific or technical information is part of the approval decision (authorisation /
regigration) related to abiocidal product.

Suppliers are alowed to include additional information on the label if this does not interfere
with the labelling information following from the application of the GHS.

During the above-mentioned transitional period, the EU and G HS labels will circulate in
parallel.

[1.1.3. Suggestions how to minimise potential effects of the GHS

In order to minimise potential effectsrelated to additional classification under GHS, it is
proposed to exempt from the referenceto classi fied substances and mixtures those hazard
classfications (classes and categories/ types/ divisions) which are newly introduced by the
GHS, in accordance with Solution 1, cf. Part | of this study. Therespective classfications are
listed in Table V1.1 of Part | of this study.

With regard to acute toxicity category 1-3, it is proposed to adapt the LD s, /LCsp-rangesin
accordance with Solution 2, cf. Table V1.2 of Part | of thisstudy. Thiswould imply to refer to
GHS category 1-3 while at the same time extending or | imiting the reference to the current
cut-off limitsfor the oral and dermal routes of uptake.

In order to minimise potentia effects related to additional classification under GHS for  STOT
(single / repeated exposure) category 1, it is proposed to adapt th e range of the reference in
accordance with Solution 2, cf. Table VI.2 of Part | of this study. Thiswould imply to refer to
the respective category 1 while at the same time limiting the reference to the current cut-off
limits for the different routes of u ptake.

In order to minimise any potential effects due to additional classification of biocidal products
for reproductive toxicity, it is proposed to exempt those mixtures from the scope of Dir ective
1998/8/EC which contain reproductive toxicant sin a concentration < 0.5%, cf. Table V1.2 of
Part | of this study ( Solution 2).
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With regard to the reclassification of current entriesin Annex | to Directive 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on thebasi s
of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.

Non-harmonised, but classified CMRs can easily be reclassified by using the conversion table
in Annex VII.
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[1.2. Council Directive 91/414/EEC concer ning the pl acing of plant protection products
on the market

http://europe.eu.int/eur -lex/en/cond eg/pdf/1991/en 199110414 do 001.pdf

Council Directive 91/414/EEC (“Pesticides Directive”) concerning the placing of plant
protection products on the market provides a framework of rules pertaining both to plant
protection products and to the active substances contained in them. While for the latter a
positive list at EU level is est ablished (Annex 1), so called Uniform Principles for the
evaluation of plant protection products apply. Since the evaluation isrisk -based, shifting to
the GHS criteria will have minimal effectsonly. In cases where active substances are
classfied as Very Toxic or Toxic or where plant protection products are classified as Very
Toxic some very limited effects might occur which could be minimis ed by a conseguential
adaptation of the respective hazard range.

11.2.1. Abstract of the legidation

Council Directive 91/414/EEC (“Pesticides Directive”) is based on Article 43 of the Treaty.
Its objectiveisto achieve ahigh level of protection of human and animal health and the
environment and to minimise barriers to trade of plant protection products and of plant
products treated with them. It isbased on Article 43 of the Treaty.

The Pesticides Directive provides a framework of rules concerning

The establishment at Community level of a positive list of active substances (Annex |
to Directive 91/414/EEC) authorise d for use in plant protection products;

The authorisation and the placing on the market of plant protection productsin
Member States;

The mutual recognition of authorisations within the Community;
The control of plant protection products put on the market ;

The setting-up of Uniform Principles for evaluation and authorisation of plant
protection products.

Plant protection products must not be placed on the market unless they comply with the
requirements specified by Directive 91/414/EEC. In particular, it h as to be shown that they
are sufficiently effective and do not cause harmful or unacceptable effects on human health,
animals, plants or the environment. The evaluation of plant protection productsis based on
risk, involving comprehensive risk assessment procedures. Harmonised Community
provisions for evaluation and criteriafor incluson on apositive list of active substances,
followed by authorisation of plant protection products according to harmonised evaluation
principles (Annex V1), provide for the management of possible risks posed by plant protection
products.
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[1:2.2. Analysis of the linksto classification and labelling pr ovisions and anticipation of
the effects of GHS

Active substances as well as their preparations (called “mixtures’” under GHS) , i.e. plant
protection products, are subject to the classification and labelling provisions of Council
Directives 67/548/EEC and 1999/45/EC, cf. Articles 3.4, 15 and 16. When the GHS enters
into force, plant protection products and their ingredients will b e subject to the provisons of
the new system. Thismeanst hat all active substances and the plant protection products
themselves will have to be reclassified and r elabelled after the GHS Regulation has
entered into force.

The GHS Regulation shall enter in to force on the twentieth day following that of its
publication in the Official Journal of the European Union . A transitional period isforeseen
where a supplier may choose to apply the current Directives on classification and labelling or
the GHS. Thisis to encourage enterprises to make the most efficient use of their resourcesto
align their practice to the new system. During the transitional period, Annex | to Directive
67/548/EEC will be legally binding. Asthe (re-)classification of mixtures depends o n the
preceding (re-)classification of substances, the GHS criter iawill have to be applied to
substances first and then to mixtures. The Commission Services Directorate -General (DG)
Enterprise & Industry and DG Environment propose 3 years for substancesa nd further 4 or 5
years for mixtures. These proposals will be subject to stakeholder comment in the public
consultation on the GHS draft Regulation.

With regard to labelling, the current risk and safety phrases as provided for in Directive
1999/45/EC aswell as of their codification have to be converted into the corresponding GHS
hazard and precautionary statements and their codifications. Additional risk phrases which
were devel oped in the particular context of use of plant protection products may be kept  as
supplemental labelling.

Specific Classfication | ssues

Directive 91/414/EEC defines the hazard of an active substance or a plant protection product
containing it not only on the basis of their classifications according to Directives 67/548/EEC
or 1999/45/EEC — hazard is also a matter of specific acute or long -term effects on potentially
exposed senditive non -target species, e.g. earthworms, birds, other terrestrial vertebrates et
aliena, cf. Annex |1 to Directive 91/414/EEC.

In general, the evaluation of plant protection productsisbased on risk. Thisimpliesthat
the GHS will have marginal effects only. Almost all legal obligations referring to active
substances and plant protection products arerisk -based, i.e. they are derived from exposure,
and not exclusively from the hazard properties alone.

Therisk-based approach is best revealed in thefirst sentence of paragraph 2.4.1.3. of Annex
V1, Part C to Directive 91/414/EEC, stating:

“Plant protection products which because of particular properties or if mishandled or misused could lead to a
high degree of risk must be subject to particular restrictions such as restrictions on the size of packaging,
formulation type, distribution, use or manner of use’. A typical example of risk assessment that forms the basis
for an authorisation decision is stated in paragraph 2.5.2.1 of Annex VI Part C to Directive 91/414/EEC: “Where
thereis apossibility of birds and other non-target terrestrial vertebrates being exposed, no authorization shall be
granted if ... the acute and short-term toxicity / exposure ratio for birds and other non-target terrestrial
vertebrates isless than 10 on the basis of LDs... or the long-term toxicity / exposureratio is less than 5, unless it
is clearly established through an appropriate risk assessment that under field conditions no unacceptable impact
occurs after use of the plant protection product according to the proposed conditions of use ...”
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Beyond this general approach, there are some few specific obligations which arerelated to

clasgfication issues:

1. InDirective 91/414/EEC, the information required in the dossiers to be submitted for
active substances (Annex I1) and for the plant protection products containing them (Annex
[11) isto permit classification in accordance with Council D irectives 67/548/EEC and
78/631/EEC (repealed by 1999/45/EC). Accordingly, testing requirements of Annex ||
and Annex |11 are often based on testing methods as provided in Annex V to Directive
67/548/EEC and subsequent amendments.

Annex V of Directive 67/ 548/EEC will be repealed as a consequence of the REACH
Regulation. The deletion of this Annex will apply 12 months from the entry into force of
the REA CH Regulation; the testing methods will then be specified on the basis of Article
12 of the REACH Regulat ion in a further Commission Regulation or by recognition of
other international test methods by the Commission or the Agency.

It has to be noted that not all endpoints for testing mentioned under the headline “acute
toxicity” in paragraph 5.2. of Annex Il to Directive 91/414/EEC are subcategories of the
EU category of danger acute toxicity according to Directive 67/548/EEC, i.e. skin
irritation, eye irritation and skin sensitisation.

2. The second sentence of paragraph 2.4.1.3. of Annex VI Part C to Directive 91/414/EEC
establishes legal obligations based on hazardous properties only:

“Moreover, plant protection products which are classified as very toxic may not be authorized for use by
non-professional users.”

The conversion of the EU category of danger Very Toxic to the corresponding GHS
hazard classifications for the different routes of uptakeisgivenin column1and2in Table
11.2.2.1 below:

Tablel1.2.2.1: Conversion from EU Very Toxic to the corresponding GHS classification

EU Category of Danger / | Mast closdly corresponding Potential effectson the

Risk Phrase GHS classification(s) number of classified plant
protection products

Very Toxic (T+), R28 Acute Toxicity, cat. 1 or 2 (oral) Statement not possible

(ord)

Very Toxic (T+), R27 Acute Toxicity, cat. 1 (dermal) Statement not possible

(dermal)

Very Toxic (T+), R26 Acute Toxicity, cat. 1 (inhaation | Statement not possible

(inhalation of gases) of gases)

Very Toxic (T+), R26 Acute Toxicity, cat. 1 (inhaation | Statement not possible

(inhalation of vapours) of vapours)

Very Toxic (T+), R26 Acute Toxicity, cat. 1 or 2 Statement not possible

(inhalation of aerosolsand | (inhalation of dusts or mists)

particulates)
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It has to be verified if the referenceto Very Toxic includes also the referenceto the risk
phrase R39 (all routes of uptake). In this case, the conversionto STOT (single exposure)
category 1 according to Table V.3 of Part | of this study or according to the correlation
table of Annex VI to the GHS Regulation would apply.

Acute Toxicity: Whereas a clear -cut statement can be made concerning an increased /
decreased number of classified substances in a defined classification interval under
GHS, cf. Table V.3 of Part |, a corresponding statement for mixturesc an hardly be
made. Thismeansthat it cannot be predicted if the classification of a multi-ingredient
plant protection product as derived by one of the GHS calculation approaches, cf.
Chapter 3.1 GHS, will deviate from the most closely corresponding EU classification
as derived from the EU conventional calculation method, cf. Annex 11, Part A of
Directive 1999/45/EC. Available studies only provide preliminary answers for smple
mixtures where one substance is diluted in an inert sol vent.

Apart from the classification of a plant protectio n product, the conversion of the
referenceto a particular EU category to (a) defined GHS category(ies) inthe
legidation on plant protection productsis crucial . For the example of the oral route of
uptake, it will be of relevance if the legislation on p lant protection products will refer
to category 1 GHS or to category 1 and 2 GHS in future, cf. Figure 3 in the Chapter on
the Biocides Directive. In the former case, less plant protection products would be
caught than in the latter case.

Potential effectsrelated to the GHS classification acute toxicity category 1 will depend
on an adaptation of the reference to this category according to Table V1.2 of Part | of
this study.

STOT (single exposure) category 1: In case the reference to STOT (single exposure)
category 1 isrelevant, cf. above, additional plant protection products could be classified,
cf. Table V.3 of Part | and the information given in Annex | to this study. Potential effects
will then depend on an adaptation of thereferenceto STOT (single exposure) category 1
according to Table VI.2 of Part | of this study.

Other Observations

In the course of the evaluation of active substances and plant protection products various
Guidance Documents have been developed (non -legally binding). In at least on e Guidance
Document used for substance evaluation, i.e. in the “ Guidance Document on the Assessment
of the Relevance of Metabolitesin Groundwater of Substances Regulated under Council
Directive 91/414/EEC”, a direct reference to hazard classificationscan  befound, i.e the
classfication as V ery Toxic, Toxic and CMR of the parent molecule (which is the active
substance) could trigger testing of the metabolite(s).

The conversions of the EU classifications to the corresponding GHS classifications can be
found in Table V.3 of Part | or in theanalysis of Directive 1998/8/EC in Chapter I1.1.2.

With regard to Very Toxic and Toxic, the number of substances classified under GHS will
depend on the GHS category limits, cf. Figure 3 above. For the oral route of up take, it will
then be of relevance if thereferenceto Very Toxic will be replaced by category 1 GHS or by
category 1 and 2 GHS in the Guidance Document, cf. Figure 4 above. In the former case, less
parent molecules (active substances) are likely to be cau ght compared to the current situation.
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In the latter case, the opposite will probably occur. A related situation may arise for  Toxic:
Will the referenceto Toxic be replaced by category 3 GHS or by category 2 and 3 GHSin the
Guidance Document? In the form er case, a wider range of parent moleculesislikely to be
caught due to the upper limit being LD 5o = 300 mg/kg bw. In the latter case, even more
substances would be caught compared to the current situation because the lower LD s limit
would be lowered from 25 to 5 mg/kg bw. The situation and the underlying reasoning for the
other routes of uptake is similar, though not completely the same as for the oral pathway.

With regard to CMR hazards, the number of classified substancesis not likely to change, cf.
Annex | and the discussion in other chapters of this study.

[1.2.3. Suggestions how to minimise potential effects of the GHS

In order to minimise potential effects related to additional classification under GHS for  acute
toxicity category 1, it is proposed to adapt the scope of thisreference in accordance with
Solution 2, cf. Table V1.2 of Part | of this study. Thiswould imply to refer to GHS category 1
while at the same time extending thereference to the current cut-off limits for the different
routes of uptake. It may be considered to proceed in asimilar way for category 2 in the
Guidance Document.

In order to minimise potentia effects related to additional classification under GHS for STOT
(single exposure) category 1, it is proposed to adapt the ran ge of this hazard in accordance
with Solution 2, cf. Table V1.2 of Part | of this study. Thiswould imply to make use of GHS
category 1 whil e at the same time limiting the reference to the current cut -off limits for the
different routes of uptake.

With regard to the reclassification of current entriesin Annex | to Directive 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex VI tothe GHS Regulation.
Non-harmonised, but classified CMRs can easily be reclassified by using the conversion table
in Annex VII.

Basic documents used for the analysis

“Guidance Document on the Assessment of the Relevance of Metabolites in Groundwater of
Substances Regulated under Council Directive 91/414/EEC”
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I11. Control of Dangerous/ Hazardous chemicals

[11.1. Common Position on the proposed REACH Regulation, adopted by the Council
on 27 June 2006

http://register.consilium.europa.eu/pdf/en/06/st07/st07524.en06. pdf
http://reqgister.consilium.europa.eu/pdf/en/06/st07/s07525.en06. pdf

The proposed REACH Regulation has been the subject of extensive debate in the European
institutions in the past years. It contains several links to the Directives on classification and
labelling 67/548/EEC and 1999/45/EC or to selected classfication cr iteria. When the current
classfication system will be repealed and the GHS criteria will have to be applied, possibly
additional substances and mixtures could be classified. In particular, those new hazard
classfications which have not existed under the current system would have an impact
whenever the REACH Regulation refers to “ classified as dangerous according to Directive
67/548/EEC”. In order to avoid that the scope and impact of REACH is altered, the
Commission intends to exempt these GHS hazard clas sifications from provisionsin which
they would trigger additional obligationsin the REACH Regulation. Asfar asthe
documentation of the hazard classification is concerned, for classifications that will have to be
made under the GHS, results for all haza rd classes and categories should have to be included
in registration dossiers or notifications that are submitted to the Agency.

[11.1.1. Abstract of the legidation

The proposal for the REACH Regulation has been the subject of extensive debatesin thepa st
years. For this reason, an abstract of the legislative proposal will not be presented here.

Instead, it isrecommended to refer to the foll owing website s where the Common Position on
the proposed REACH Regulation, adopted by the Council on 27 June 2006 (Interinstitutional
Files 2003/0256 and 2003/0257 (COD)) can be found:
http://register.consilium.europa.eu/pdf/en/06/st07/¢07524.en06.pdf  and

http://register.consilium.europa.eu/pdf/en/06/st07/s07525.en06. pdf

For further information it isrecommended to refer to the following website:
http://europa.eu.int/comm/enterprise/reach/index_en.htm

[11.1.2. Analysis of thelinksto classification and labelling provisions

The REACH Regulation as agreed by the Council on 13 December 2005 contains numerous
links to the current legislation on classification and labelling, i.e. to Council Directive
67/548/EEC and 1999/45/EC. The most important links in the body text of the REACH draft
Regulation can be divided into four different groups:

1. General referencestothe “classificati on as danger ous accor ding to Dir ective

67/548/EEC” : results of classification to be included in documents (registration dossiers,
notification) which have to be sent to the Agency.
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1.1. The main reference can befound in Annex V |, section 4:

Annex V1.4., Classification and labelling:

4.1. The hazard classification of the substance(s), resulting from the application of Articles 4 and 6 of Directive
67/548/EEC;

In addition, for each entry, the reasons why no classification is given for an endpoint should beprovided (i.e. if
data are lacking, inconclusive, or conclusive but not sufficient for classification);

4.2. Theresulting hazard label for the substance(s), resulting from the gpplication of Articles 23, 24 and 25 of
Directive 67/548/EEC;

4.3. Specific concentration limits, where applicable, resulting from the application of Article 4 (4) of Directive
67/548/EEC and Articles 4 to 7 of Directive 1999/45/EC.

1.2. Thefollowing provisions refer to thissection 4in Annex 'V |:
Article 7, Registration and natific ation of substancesin articles:

4. Theinformation to be natified shall include the following:
(d) the classification of the substance(s) as specified in sections 4.1 and 4.2 of Annex VI,

Article 9, Exemption from the general obligation to register for pr oduct and process oriented
resear ch and development (PPORD):

1. Articles 5, 6, 7, 17, 18 and 21 shall not apply for a period of five years to a substance manufactured in the
Community or imported for the purposes of product and process orientated research and development by a
manufacturer or importer, by himself or in cooperation with listed customers and in a quantity which is limited
to the purpose of product and process orientated research and development.

2. For thepurpaose of paragraph 1, the manufacturer or importer or producer of Articles shall notify the Agency
of the following information: ...

(c) the classification of the substance as specified in section 4 of Annex VI, if any;

Article 10, Information to be submitted for general registration purposes :

A registration required by Article 6 or by Article 7(1) or (5) shall include al the following information:
(a) atechnical dossier including: ...
(iv) the classification and labelling of the substance as specified in section 4 of Annex V1; ...

Article 17, Reqgistration of on-site isolated intermediates:

Any manufacturer of an on-site isolated intermediate in quantities of 1 tonne or more per year shall submit a
registration to the Agency for the on-site isolated intermediate.

2. A registration for an on-site isolated intermediate shal include all the following information, to the extent that
the manufacturer is able to submit it without any additional testing:

(c) the classification of the intermediate as specified in section 4 of Annex VI;

Article 18, Registration of transported isolated intermediates:

1. Any manufacturer or importer of a transported isolated intermediate in quantities of 1 tonne or more per year
shall submit a registration to the Agency for the transported isolated intermediate.

2. A registration for atransported isolated intermediate shall include all the following information:

(c) the classification of the intermediate as specified in section 4 of Annex VI;

Article 22, Further duties of registrants:

1. Following registration, a registrant shall be responsible on his own initiative for updating his registration
without undue delay with relevant new information and submitting it to the Agency in the following cases:

(f) any changein the classification and labelling of the substance;

(g) any update or amendment of the chemica safety report or section 5 of Annex V1I; ...

2. A registrant shall submit to the Agency an update of the registration containing theinformation required by
the decision made in accordance with Articles 39, 40 or 45 or take into account a decision made in accordance
with articles 59 and 72, within the deadline specified in that decision. The Agency shall notify the competent
authority of the relevant Member State that the information is available on its database.
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Article 33, Duty to communicate information on substances and preparations up the supply
chain:

Any actor in the supply chain of a substance or a preparation shall communicate the following information to the
next actor or distributor up the supply chain:
(a) new information on hazardous properties, regardless of the uses concerned;

2. Other general referencesto the “ classification as danger ous accor ding to Dir ective
67/548/EEC”:

Article 14, Chemical safety report and duty to apply and recommend risk reduction meas ures:

1. Without prejudice to Article 4 of Directive 98/24/EC, achemica safety assessment shall be performed and a
chemical safety report completed for al substances subject to registration in accordance with this Chapter if the
registrant manufactures or imports such a substance in quantities of 10 tonnes or more per year.

The chemical safety report shall document the chemical safety assessment which shall be conducted in
accordance with paragraphs 2 to 7 and with Annex | for either each substance onitsown or in apreparation or a
group of substances.

2. A chemical safety assessment in accordance with paragraph 1 need not be performed for a substance which is
present in apreparation if the concentration of the substance in the preparation is less than the lowest of any of
the following:

(a) the applicable concentrations defined in the table of Article 3(3) of Directive 1999/45/EC;

(b) the concentration limits given in Annex | to Directive 67/548/EEC;

(c) the concentration limits given in Part B of Annex Il to Directive 1999/45/EC;

(d) the concentration limits given in Part B of Annex |11 to Directive 1999/45/EC;

(e) the concentration limits given in an agreed entry in the classification and labelling inventory established
under Title XI of this Regulation;

(f) 0.1 % weight by weight (w/w), if the substance meets the criteriain Annex XI 11 of this Regulation.

3. A chemical safety assessment of a substance shall include the following steps:

(@) human health hazard assessment;

(b) physicochemical hazard assessment;

(c) environmentd hazard assessment;

(d) persistent, bioaccumulative and toxic (PBT) and very persistent and very bioaccumulative (VPvB)
assessment.

4. If, asaresult of carrying out steps (a) to (d) of paragraph 3, the manufacturer or importer concludes that the
substance meets the criteria for classification as dangerous in accordance with Directive 67/548/EEC or is
assessed to be a PBT or vPvB, the chemical safety assessment shall include the following additional steps:

(a) exposure assessment including the generation of exposure scenario(s) (or theidentification of relevant use
and exposure categories if appropriate) and exposure estimation;

(b) risk characterisation.

The exposure scenarios (where appropriate the use and exposure categories), exposure assessment and risk
characterisation shall address all identified uses of the manufacturer or importer.

5. The chemical safety report need not include consideration of the risks to human health from the following end
USes:

(a) in food contact materials within the scope of Regulation (EC) No 1935/2004 of the European Parliament and
of the Council of 27 October 2004 on material and articles intended to come into contact with food;

(b) in cosmetic products within the scope of Directive 76/768/EEC.

6. Any manufacturer or importer shall identify and apply the appropriate measures to adequately control the risks
identified in the chemical safety assessment, and where suitable, recommend them in the safety data sheets
which he supplies in accordance with Article 31.

7. Any manufacturer or importer required to conduct a chemical safety assessment shall keep his chemical safety
report available and up to date.

Article 31, Requirements for safety data sheets:

1. Thesupplier of a substance or apreparation shall provide the recipient of the substance or preparation with a
safety data sheet compiled in accordance with Annex 11:

(a) where asubstance 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 bioaccumulativein
accordance with the criteria set out in Annex XIII.
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2. Any actor in the supply chain who is required, under Articles 16 or 36, to carry out a chemical safety
assessment for a substance shall ensure that the information in the safety datasheet is consistent with the
information in this assessment. If the safety data sheet is developed for a preparation and the actor in the supply
chain has prepared a chemical safety assessment for that preparation, it is sufficient if the information in the
safety data sheet is consistent with the chemical safety report for the preparation instead of with the chemical
safety report for each substancein the preparation.

3. The supplier shall provide the recipient at his request with a safety data sheet compiled in accordance with
Annex |I, where apreparation does not meet the criteria for classification as dangerous in accordance with
Articles 5, 6 and 7 of Directive 1999/45/EC, but contains:

(a) in an individual concentration of « 1 % by weight for non-gaseous preparations and » 0,2 % by volume for
gaseous preparations at least one substance posing human health or environmental hazards, or

(b) in an individual concentration of « 0,1 % by weight for non-gaseous preparations at least one substance that
is persistent, bioaccumulative and toxic or very persistent and very bioaccumulative in accordance with the
criteria set out in Annex XIII, or

(c) asubstance for which there are Community workplace exposure limits.

4. The safety data sheet need not be supplied where dangerous substances or preparations offered or sold to the
general public are provided with sufficient information to enable users to take the necessary measures as regards
the protection of human heelth, safety and the environment, unless requested by a downstream user or
digtributor.

5. The safety data sheet shall be supplied in an official language of the Member State(s) where the substance or
preparation isplaced on the market, unless the Member State(s) provide otherwise.

6. The safety data sheet shall be dated and shall contain the following headings:

1. identification of the substance/preparation and of the company/undertaking; 2. hazards identification; 3.
composition/information on ingredients; 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.

7. Any actor in the supply chain who is required to prepare a chemical safety report according to Articles 14 or
36 shal 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.

Any downstream user shall include relevant exposure scenarios, and use other relevant information, from the
safety data sheet supplied to him when compiling his own safety data sheet for identified uses.

Any distributor shall pass on relevant exposure scenarios, and use other relevant information, from the safety
data sheet supplied to him when compiling his own safety data sheet for uses for which he has passed on
information according to Article 36(2).

8. A safety data sheet shall be provided free of charge on paper or electronically.

9. 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.

Thenew, dated version of the information, identified as "Revision: (date)", shall be provided free of charge on
paper or electronicaly 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.

Article 37, Obligation for downstream usersto report i nformation:

4. A downstream user shall report to the Agency if his classification of a substance is different to that of his
supplier.

Article 39, Examination of testing proposals:

1. The Agency shall examine any testing proposal set out in aregistration or adownstream user report for
provision of the information specified in Annexes IX and X for a substance. Priority shall be given to
registrations of substances which have or may have PBT, vPvB, sensitising and/or carcinogenic, mutagenic or
toxic for reproduction (CMR) properties, or substances classified as dangerous according to Directive
67/548/EEC above 100 tonnes per year with uses resulting in widespread and diffuse exposure.
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Article 118, Electronic public access:

1. Thefollowing information held by the Agency on substances whether on their own, in preparations or in
articles, shall be made publicly available, free of charge, over the Internet in accordance with Article 76(2)(d):

(b) the namein the IUPAC Nomenclature, for dangerous substances within the meaning of Directive
67/548/EEC;

(c) if applicable, the name of the substance as given in EINECs;

(d) the classification and labelling of the substance; ...

2. The following information on substances whether on their own, in preparations or in articles, shall be made
publicly available, free of charge, over the Internet in accordance with Article 76(2)(d) except where a party
submitting the information submits a justification in accordance with Article 10(a)(xi), accepted asvalid by the
Agency, asto why such publication is potentially harmful for the commercial interests of the registrant or any
other party concerned:

(a) if essential to classification and labelling, the degree of purity of the substance and the identity of impurities
and/or additives which are known to be dangerous; ...

There may be other provisions relating to the current legidation on classification and
labelling, in particular in the Annexes to the REACH Regulation.

3. Reference to concentration limits

Article 29(3), Requirements for Safety Data Sheets:

3. The supplier shall provide the recipient at his request with a safety data sheet compiled in accordance with
Annex la, where a preparation does not meet the criteria for classification as dangerous in accordance with
Articles 5, 6 and 7 of Directive 1999/45/EC, but contains:

(a) in an individual concentration of « 1 % by weight for non-gaseous preparations and » 0.2 % by volume for
gaseous preparations at least one substance posing human health or environmental hazards, or

(b) in an individual concentration of « 0.1 % by weight for non-gaseous preparations at least one substance that
is persistent, bioaccumulative and toxic or very persistent and very bioaccumulative in accordance with the
criteria set out in Annex XIII, or

(c) asubstance for which there are Community workplace exposure limits.

Article 55, General provisions [related to authorisation]:

1. A manufacturer, importer or downstream user shall not place a substance on the market for ause or useit
himself if that substance is included in Annex X1V, unless: ...

2. A downstream user may use a substance meeting the criteria set out in paragraph 1 provided that the use is in
accordance with the conditions of an authorisation granted to an actor up his supply chain for that use.

6. Paragraphs 1 and 2 shall not apply to the use of substances when they are present in preparations:

(a) for substancesreferred to in Article 56(d), (€) and (f), below a concentration limit of 0.1 % weight by weight
(wiw);

(b) for all other substances, below the lowest of the concentration limits specified in Directive 1999/45/EC or in
Annex | to Directive 67/548/EEC which result in the classification of the preparation as dangerous.

4. Reference to specific categories of danger, in particular CMRs
Article 23, Specific provisions for phase -in-substances:

1. Articles 5, Article 6, Article 7(1) and Article 21 shall not apply until [3 years after the entry into force of this
Regulation] to thefollowing substances:

(a) phase-in substances classified as carcinogenic, mutagenic or toxic to reproduction, category 1 or 2, in
accordance with Directive 67/548/EEC and manufactured in the Community or imported, in quantities reaching
1 tonne or more per year per manufacturer or per importer, at least once after [date of entry into force of this
Regulation];

(b) phase-in substances classified as very toxic to aguatic organisms and may cause long-term adverse effects in
the aquatic environment (R50-53) in accordance with Directive 67/548/EEC, and manufactured in the
Community or imported in quantities reaching 100 tonnes or more per year per manufacturer or per importer, at
least after [date of entry into force of this Regulation];
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Article 56, Substances to be included in Annex X1V :

The following substances may be included in Annex X1V in accordance with the procedure laid down in Article
57:

(a) substances meeting the criteria for classification as carcinogenic category 1 or 2 in accordance with Directive
67/548/EEC;

(b) substances meeting the criteria for classification as mutagenic category 1 or 2 in accordance with Directive
67/548/EEC;

(c) substances meeting the criteria for classification as toxic for reproduction category 1 or 2 in accordance with
Directive 67/548/EEC;

(d) substances which are persistent, bioaccumulative and toxic in accordance with the criteria set out in Annex
X111 of this Regulation;

(e) substances which are very persistent and very bicaccumulative in accordance with the criteria set out in
Annex XII1 of this Regulation;

(f) substances — such as those having endocrine disrupting properties or those having persistent, bioaccumulative
and toxic properties or very persistent and very bioaccumulative properties, which do not fulfil the criteria of
points (d) or (€) —for which there is scientific evidence of probable serious effects to human health or the
environment which giveriseto an equivalent level of concern to those of other substanceslisted in points (a) to
(e) and which are identified on a case-by-case basis in accordance with the procedure set out in Article 58.

5. The introduction of the classification and labelling inventory asatool to har monise
classificationsfor substances

Title X, Classification and labelling inventory
Article 109, Scope:

This Title shall apply to:

(a) substances subject to registration by a manufacturer or importer;

(b) substances within the scope of Article 1 of Directive 67/548/EEC, which meet the criteria for classification as
dangerous in accordance with that Directive, and which are placed on the market either on their own, or in a
preparation above the concentration limits specified in Directive 1999/45/EC, where rel evant, which resultsin
the classification of the preparation as dangerous.

Article 110, Obligation to notify the Agency:

1. Any importer or manufacturer, or group of importers or manufacturers, who place on the market a substance
within the scope of Article 109, shall notify to the Agency the following information in order for it to be
included in the inventory in accordance with Article 111, unless submitted as part of the registration:

(a) the identity of the manufacturer or importer responsible for placing the substance(s) on the market as
specified in section 1 of Annex IV;

(b) the identity of the substance(s) as specified in part 2.1 to 2.3.4 of Annex VI;

(c) the hazard classification of the substance(s), resulting from the application of Articles 4 and 6 of Directive
67/548/EEC;

(d) the resulting hazard label for the substance(s), resulting from application of Article 23 (c) to (f), of Directive
67/548/EEC;

(e) specific concentration limits, where applicable, resulting from the application of Article 4(4) of Directive
67/548/EEC and Articles 4 to 7 of Directive 1999/45/EC.

2. Where the obligation under paragraph 1 results in different entries on theinventory for the same substance, the
natifiers and registrants shall make every effort to come to an agreed entry to be included in the inventory.

3. Theinformation listed in paragraph 1 shall be updated by the natifier(s) whenever:

(a) any new scientific or technical information is generated which results in a change to the classification and
labelling of the substance;

(b) natifiers and registrants of differing entries for a single substance come to an agreed entry in accordance with
paragraph 2.

Article 113, The classification and labelling inventory :

1. A classification and labelling inventory, listing the information referred to in Article 112(1), both for
information notified under Article 112(1) aswell as for information submitted as part of a registration, shall be
established and maintained by the Agency in the form of a database. The information in this database identified
in Article 118(1) shall be publicly accessible. The Agency shall grant access to the other data on each substance
in the inventory to the notifiers and registrants who have submitted information on that substance in accordance
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with Article 29(1). The Agency shall update the inventory when it receives updated information in accordance
with Article 112(3).

2. In addition to the information referred to in paragraph 1, the Agency shall record the following information,
where gppropriate, against each entry:

(a) whether, in respect of the entry, there is a harmonised classification and labelling at Community level by
inclusion in Annex | of Directive 67/548/EEC;

(b) whether, in respect of the entry, it is ajoint entry between registrants of the same substance as per Article
11(1);

(c) if the entry differs from another entry on the inventory for the same substance;

(d) the relevant registration number(s), if available.

Article 114, Harmonisation of classification and labelling:

1. Harmonised classification and labelling at Community level shall, from [date of entry into force of this
Regulation], normally be added to Annex | of Directive 67/548/EEC for classification of a substance as
carcinogenic, mutagenic or toxic for reproduction categories 1, 2 or 3, or as a respiratory sensitiser. Harmonised
classification and labelling for other effects may also be added to Annex | of Directive 67/548/EEC on a case-
by-case basis if justification is provided demonstrating the need for action at Community level. To this end,
Member State competent authorities may submit proposals to the Agency for harmonised classification and
labelling in accordance with Annex XV.

2. The Risk Assessment Committee shall adopt an opinion on the proposal, giving parties concerned the
opportunity to comment. The Agency shall forward this opinion and any comments to the Commission, which
shall take adecision in accordance with Article 4(3) of Directive 67/548/EEC.

Article 115, Transitional arrangements:

The obligations set out in Article 112 shall apply from [3 years after entry into force of this Regulation].

[11.1.3. Anticipation of the potential effects of the GHS

As shown above, the proposed REACH Regulation refersin diverse ways to the current
classfication and labelling legidation: Referenceis made to particular categories of danger as
well asto the whole set of classification criteria, mostly expressed as “classification as
dangerous in accordance with Directive 67/548/EEC” or smply as “dangerous substances’.

When the old classification system is repeal ed, these references have to be expressed in terms
of the GHS.

When the criteriafor CMR hazards are a pplied, the kind and amount of classified substances

will stay the same. For some other hazards, the kind and number of classified substances may

change, dueto differences of the criteriain both systems. An overview of the potential change
in scope isgivenin Table V.3 of Part | and in Annex | to this study.

In addition, therewill be hazard classes and categories which have not existed under Directive
67/548/EEC, e.g. GHS hazard class self-heating substances and mixtures,, cf. Table111.1.3.
bel ow.
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[11.1.4. Suggestions how to minimise potential effects of the GHS

After the repeal of the criteria for classification in Directive 67/548/EEC, thusw hen the new
criteriahave to be applied to classify substances, the results for all hazard classes and
categories will have to be included in any documentation that has to be sent to the Chemicals
Agency, being either registrations or any notifications.

To avoid that additional obligations are triggered by the classification for new hazard classes,
in case of general references to the classification rules, it is proposed to follow Solution 1:
This means to exempt the following GHS hazard classifications (classes and categories /

types) from the reference to classified substances and preparationsin the REACH Regul ation:

Tablelll.1.3: GHS hazard classifications proposed for exemption from REACH (Solution 1)

Gases under pressure, in accordance with Annex | Chapter 2.5

Self-reactive substances and mixtures, Type Cto G, in accordance with Annex | Chapter 2.8

Self-heating substances and mixtures , in accordance with Annex | Chapter 2.11

Oxidising liquids, category 3, in accordance with Annex | Chapter 2.13

Oxidising solids, category 3, in accordance with Annex | Chapter 2.14

Organic peroxides, Type G, in accordance with Annex | Chapter 2.15

Corrosive to metals, in accordance with Annex | Chapter 2.16

Reproductive toxicity, effects on or via lactation , in accordance with Annex | Chapter 3.7

STOT, single exposure, category 3 (narcotic effects), in accordance with A nnex | Chapter 3.8

References to the location of the new concentration limitsin the GHS Regulation , i.e. Articles
or sectionsin the Annexes, will have to be specified as soon as the location of the new
concentration limitsis clear.

Asthe criteriafor classification for CM R substances are equivalent, the replacement of the
criteriawill have no effect, and no specific adaptations are therefor e necessary in that respect.

Furthermore, Articles111 to 115 (Title X1I) of the REACH Regulation will probably b e
repealed and transferred to the GHS Regulation.
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[11.2. Council Directive 1996/82/EC of 9 December 1996 on the control of major -accident
hazar ds involving danger ous substances, as amended by Dir ective 2003/105/EC of the
Eur opean Parliament and of the Cou ncil of 16 December 2003

http://europa.eu.int/eur -
lex/lex/LexUriServ/LexUriServ.do?uri=CELEX:31996L 0082:EN:HTML
http://europa.eu.int/eur -lex/pri/en/oj/dat/2003/1 345/ 34520031231en00970105.pdf

Council Directive 1996/82/EC (“Seveso || Directive’) isaimed at the prevention of major
accidents which involve dangerous substances and mixtures, and the limitation of their
consequences for humans and the environment, with aview to ensuring high levels of
protection throughout the Community in a consistent and effective manner. It is based upon
Article 175(2) of the Treaty.

The Seveso |1 Directive sets up rules for the safety of establishments where listed substances
aswell as certain categories of dangerous chemicals are present above defined threshold
quantities. The categories are defined in accordance with t he criteria as defined in Council
Directive 67/548/EEC and Directive 1999/45/EC. Depending on the quantities present, the
Seveso |1 Directive defines so -called |ower - and upper-tier requirements for the operator.

The Globally Harmonised System sets up new rules for the classification and labelling of
hazardous chemicals. At Community level, it will be implemented as Regulation which will
repeal the current legislation after a transitional period. Some of the implemented GHS
classfication criteria deviate f orm the currently used criteria. This could entail that additional
substances and mixtures may trigger the lower - or upper-tier requirements of the Seveso ||
Directive.

If the structure of Part 2 of Annex | to the Seveso Il Directive isto be maintained, references
to the EU categories of danger and risk phrases will have to be replaced by references to the
most closely corresponding GHS classifications. Further adaptations of the Directive may
have to be envisaged, in order to prevent the regulation of fu rther chemicals. The objective of
therevision isto achieve harmonisation with the GHS, guaranteeing a high and efficient level
of protection for both man and the environment throughout the Community.

[11.2.1. Abstract of the legislation

The Seveso Il Directive sets up rules for the safety of establi shments where dangerous
substances and mixtures are present above defined threshold quantities. It works both on the
basis of alist of explicitly named substances (Part 1 of Annex 1) and on the basis of selected
categories of danger which are defined according to Directive 67/548/EEC (Part 2 of Annex
I1). The categories of danger include the classifications Very Toxic, Toxic, Oxidising,
Explosive, Extremely Flammable, Highly F lammable, Flammable, Dangerousto the
Environment, in addition, further hazards as well as any substance or mixture classified in
combination with the R -phrases R14 or R14/15 and R29.

The Directive defines a two -tier system of hazard sites. Each tier catches a number of sites
where dangerous substances or mixtures (list / category according to Annex |) are present
above certain volumes. A particular feature of the Seveso || Directive isthat mixturesare
treated the same as substances: A classified mixture will count with itstotal volume , and not
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with the volume of the substance that triggers its classification. Depending on the tonnage,
establishments will qualify for adefined tier:

L ower -tier establishments are establishments where substances or mixtures are present in
amounts which ar ementioned in Annex |, Part 1, column 2 or Part 2, column 2. Articles 6
and 7 apply, setting out specific requirements Firg, the operator has to notify the
competent authority of characteristic features of the establishment and of any significant
change related to the type and amount of dangerous substances and mixtures present at the
site. Furthermore, he has to draw up a document where the operator’s major -accident
prevention palicy is described in detail, complying with the requirements of Annex I11;

Upper-tier establishments are establishments where substances or mixtures are present in
amounts which are mentioned in Annex I, Part 1, column 3 or Part 2, column 3. In 2002,
around 3278 upper -tier establishments existed on the territory of the former 15 Member
States of the EU. Apart from the notification of the establishment to the competent
authority, Articles 9, 11 and 13 apply. The provisions require the following steps, namely:

- The demonstration of compliance with the Seveso |1 Directive by the opera tor, i.d. that
he has taken appropriate measures at technical, organisational and manageria level to
implement the major -accident prevention policy and to limit the consequences of an
accident on-site and of f-site;

- The preparation of a comprehensive safet y report by the operator, which contains at
least the data and information listed in Annex I1. The safety report has to demonstrate
that adequate safety measures and reliability have been incorporated into the design,
construction, operation and maintenanc e of the establishment and its units. It shall also
contain an updated inventory of the dangerous substances present in the establishment.
Furthermore, it requires the verification of all quantitative data. As arecent
dissertation showed for top tier site sin four Member States the effort required for
preparing a safety report may vary widely % It ranges from 7,5 man months up to 50
man months, cf. thereport prepared by Esther Verdluis.

- Periodical review and update of the safety report when thereisnew knowledge on the
prevention of major accidents or when the establishment has been modified so that
significant repercussions on major -accident hazards have to be expected. Thisincludes
technical modifications as well asthe nature or quantity of dangerous substances
present at the site;

- Thesetting-up of an internal emergency plan by the operator, for the measuresto be
taken inside the establishment, in accordance with the information requirements as set
out in Annex IV. The internal emergency plan hasto be reviewed, tested and
eventually berevised at least every three years. To thisend, qualified personal hasto
be detached;

- The setting-up of an external emergency plan by the competent authority, for the
measures to be taken outside the establishment, in accordance with the information
requirements set out in Annex 1V. To this end, the public has to be consulted. External
emergency plans are based on information provided by the operator. The competent

2 The preparation of a safety report may cost between some hundred thousand and some million Euros,
representing asignificant share of PAT for some enterprises — the technical background investments to be made
in order to comply with the Seveso |1 Directive are much higher. The Technical Platform on Industrial Safety
currently tries to provide for concrete figures related to these compliance investments. Other costs to be borne be
operators relate to report assessment, inspector visits and the overall inspection effort, namely when Member
States charge industry for these services, cf. the report of Esther Versluis.
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authority may decide that in view of theinformation contained in the safety report, no
further information has to be supplied. The external emergency plan hasto be
reviewed, tested and eventually be revised at least every three years;

The identification of establishments or groups of establishments by the competent
authority where the likelihood and the possibility of consequences of a major accident
may be increased because of the location and the proximity of such establishments.
Compliance with obligations related to land -use planning has to be ensured, e.g. with
regard to the siting of new or modifications of existing establishments;

The dissemination of information on safety measures to the concerned public and
obligation to invite the public to give its opinion on planned upper -tier establishments,
on modifications to existing establishments as well as on devel opments around such
existing establishments;

The examination of the safety report by the competent authority which subsequently
decidesto allow or prohibit the bringing into use or continued use of the
establishment;

A system / programme of inspectionsfor all establishments which are covered by the
Seveso |1 Directive; at least one on -site inspection per year by the competent
authority. Thisalso includes the check if the safety report iscorre ct and complete.
Observations and conclusions related to inspections have to be documented in an
ingpection report. The CA hasto ensure that the operator takes due account of the
inspection results.

An overview over the manifold legal obligationswhich op eratorshave to comply with is
given in Figure 4 below.

Further provisionsrelate to

Transboundary information;
Obligationsin case of amajor accident;
Three-yearly reporting of the Member States to the European Commission;

The setting-up of aregister and information system containing details on recent major -
accidents by the European Commission (CDCIR/ MARS), to be kept at the disposa

of the Member States, industry, trade associations and other organisations of the civil
society.
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Operators

Upper Safety M anagement System Safety Report Internal Emergency Plan Involving the Public
Tier local authorities are corresponsible
shall address the following: must include information on implies Information on safety measures
- organisation and personnel - major-accident prevention - insidethe establishment and consultation of the publicin
- identification and eva uation of policy - consultation of personnel case of
major _hazards - wfgy management system - review and test every - planning for new upper-tier
- operationa control - environment of the 3years N
- management of change establishment L rresties s edel
: X L , : g
- planning for emergencies - description of theingtalation External emergency plans have T T
- monitoring performance - risk analysis and prevention to be set up by the competent - developments around
- audit and review methods authorities. The operator is existing establishments
- control and limitation of the required to provide appropriate
consequences of an acddent information to the CA. Transboundary information has
to be supplied to potentially
affected Member States.
General Notification Major-Accident Prevention | Preparation and Follow- | Controls/ | nspections
obligations Policy up of Modifications by Authorities
All
Operator shall Information to the competent | Written policy, Review or revision of the | Establishments subject to
- - takedll e e - taking account of the - major-accident - programme of
L measuresto - establishment oyergll ams anq ' prevention policy §ystemg¢ic
T preventamaor | - dangerous substances principles pertainingtothe | -  management systems inspections; at leest
UppeT accident (quantities and physical preyention / control of and procedures (upper one on-site inspection
Tier - prove form) maj or accidents tier only) per year
compliancewith | -  activity of installation / (Annex 111) - safety report (Upper - controlsreated to
the Directive storage facility - demonstrating ahigh level tier only) compliance with land-
- immediate environment of protection of man and use policy
the environment

Figure 4: Legal obligations under Directive 1996/82/EC
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[11.2.2. Analyss of the linksto classification and labelling provisionsand ant icipation of
the potential effects of the GHS

The Seveso |1 Directive sets up rules for the safety of establishments where dangerous
substances and mixtures are present above defined threshold quantities. With regard to the
application of the GHS classification criteria, it isimportant to examine

in how far particular GHS classificatio ns are able to reflect the EU categories of danger or
R-phrases which arereferred to in Part 2 of Annex | to the Seveso || Directive. In case an
EU category of danger isreflected by several GHS hazard classes, the Seveso |1 Directive
would have to shift referenceto all relevant GHS classifications. Thisis to maintain the
current scope of dangerous substances and mixtures regulated by the Seveso 11 Directive
and warrants maintaining the current level of protection for man and the environment;

if adifferent kind or number of dangerous (GHS terminology: hazardous) substances and
mixtures could be classified and regulated by the Seveso Il Directive when the GHS
classification schemeisapplied. In case additional chemicalswere classified, further
establishments could fall under the regime of the Seveso || Directive or become subject to
the upper -tier requirements.

which provisions could be implemented in the Directive that are able to prevent or
minimise non-desirable effects. In this connection it should be borne in mind that the GHS
isavery similar classification system which does not change the intrinsic physico -
chemical properties of dangerous substances and mixtures.

Table V.3 of Part | of this study gives an overview of the GHS hazard classification swhich
could result in a different kind or number of classified substances and mixtures compared to
the current system. Asto the classifications employed by the Seveso |1 Directive, further
clarifications as well as conclusions drawn from potential effec ts of the GHS are presented in
Table11.2.2.1 below:
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Table111.2.2.1: Clarifications pertaining to potential effects of the proposed GHS Regulation and conclusions for the Seveso |l Directive

EU Categories of Most Closely Relevant Comparison | ssues Conclusions and Suggestions for Changes

Danger Referred to | Corresponding to Annex |, Part 2 Derived From the

inthe Seveso || GHSHazard Identified Comparison |ssues

Directive Classifications

Explosive (E); Explosives, Division 1. The EU system covers substances, whereas | From 1 and 2. The Seveso || Directiverefers to

R2, R3 11-1.6 the GHS covers substances as packaged and the EU risk phrases R2 and R3 aswdl asto

pyrotechnic articles. The GHS classifi cation class 1, divisions 1.1 — 1.6, of UN/ADR,

And Explosives, unstable comprising 6 divisions correspondsto dass including pyrotechnic substances and
explosives 1 of UN/ADR. mixtures as such or contained in artices.

A substance, Consequently, translation efforts will be

preparation or article
covered by class 1 of
UN/ADR, as
transposed by
Council Directive
94/55/EC; included in
thisdefinition are

pyr otechnic
substances and
mixtures as such or
contained in articles

2. EU risk phrase R3 covers classified unstable
substances whereas the GHS does not
dassify them within Divisions 1.1 to 1.6, but
as unstable explosive.

3. Inthe GHS, some unintentiona explosives
may not be classified, although they could
have expl osive properties (unpackaged) in
some use settings (e.g. workplace).

4. The EU system examines the ease of
initiation by mechanical and thermal stimuli
wherees the GHS is primarily concerned
with the effects of initiation.

5. The EU dlassifies on the basis of (some of)
theintrinsic properties of the material
whereas the GHS findly classifies as
affected by the containment (package).

6. The GHS has moretests and identifies mor e
properties than the EU system. The GHS has
detonation and deflagration tests.

limited to those substances and mixtures
which are soldy classified with E; R2 and E;
R3. With regard to EU risk phrase R3,
further considerations as to those substances
and mixtures which are not covered under
GHS may be necessary, cf. Annex | tothis
study.

From 2. Referenceto the GHS category unstable
explosive should beincuded in the Annex to
the Seveso |1 Directive.

From 3. This classification issue has to be solved
at UN leve. With regard to the Seveso Il
Directive, it is suggested to refer to
substances and mixtures for which test series
A.14, cf. Directive 67/548/EEC, gives a
positive test result.

From 4. Significantly affects the materias
classified.
From 5. Significantly affects the materias
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The GHS (transport) system gives
precedence to a classifi cation as organic
peroxide or self-reactive substance
(mixture), explosive properties being
considered a secondary hazard, whereas the
EU will always give precedence to explosive
properties.

classified.

From 6. The GHS will probably classify more

substances and mixtures as explosives.

From 7. If further reference to the GHS classes

organic peroxides (Type A and B) and sdlf-
reactive substances and mixtures (Type A
and B) isinstalled, more substances and
mixtures arelikdy to be dassified than
currently. It istherefore proposed to refer
instead to substances and mixtures for which
test series A.14, cf. Directive 67/548/EEC,
gives apositive test result.

Extremely flammable
(F+); R12

Flammable Gases,
Category 1

The EU system dlassifiesinto asingle
hazard level (F+; R12) whereas the GHS
classifiesinto two hazard categories. The
GHS draft Regulation proposes to take up
category 1 only.

From 1. No particular conclusionsidentified.

Oxidising (O)

Oxidising Gases

The EU system and the GHS are
approximatdy equivalent in coverage.

From 1. No particular conclusionsidentified.

Extremely flammable
(F+); R12

Highly flammable
(F); R11

Flammable; R10

Flammable Liquids,
Category 1,2 and 3

The GHS dlassifiesinto four hazard
categories. GHS category 1-3 cover the EU
categories of danger Extremely Flammable
(F+; R12), Highly Flammable (F; R11) and
Flammable (R10) which are referred to by
the Seveso |1 Directive.

There are some differences in thelimiting
values for flash points between the EU
categories of danger and the GHS hazard
categories, cf. Tablel.2 of Annex | .

For GHS hazard category 3, the escape

From 2. GHS hazard category 1 covers

effectivey the same substances as the EU
category Extremely Flammable (F+).
Differencesin the flash point limiting values
for the other categories will have very little
effect; they can probably not be
distinguished from measurement errors.

From 4. Some mi xtures which are classified

with EU R10 will probably become
declassified. It hasto be checked if it is
necessary to make areferenceto the
corresponding mixturesin the Notes of

120



clausein Note 2 which isbased on
combustibility is different to that in 2.2.5 of
Annex VI of Directive 67/548/EEC.

The GHS has afurther escape clause for
viscousliquidsin Note 3 that is contained in
the EU land transport regulations.

Part 2 of Annex |.

Explosive (E);
R2 and R3

Self-Reactive
Substances and
Mixtures, Type A
and TypeB

The GHS hazard class coversthermaly
unstabl e substances and mixtures, capabl e of
exothermic decomposition, such asinitiators
and blowing agents.

The GHS also covers expl osive properties:
Any sdf-reactive substance or mixturethat
possesses expl osive properties will be
defined as sdlf-reactive Type A or Type B
substance or mixture.

The EU system classifies GHS Type A and
Type B substances and mixtures as
Explosive (E) by testing.

From 1.-3. It is proposed to refer to GHS dass

explosives and to substances and mixtures
for which EU test series A.14 givesa
positive test result in the Seveso |l Directive
—if further reference to sdf-reactive
substances and mixtures, Type A and Type B
and organic peroxides, Type A and Type B
wereinstalled instead, more chemicas
would probably be dassified compared to
the current situation.

Highly flammable
(F); R17

Pyrophoric Liquids
and

Pyrophoric Solids

The EU system subsumes pyrophoric liquids
and solids under category Highly
Flammable (F) and attributes to them risk
phrase R17 which is dso referred toin the
Seveso || Directive.

The EU system and the GHS have the same
tests and criteria.

From 1. For liquid substances and mixtures, the

Seveso || Directive would have to switch
reference from EU Highly Flammable (F),
R17 to the GHS classes pyrophoric liquids
and pyrophoric solids.

Self-Heating
Substances and
Mixtures

This GHS hazard class (2 subcategories) is
not covered by the current system of
classification and labelling.

In some documentsit is stated that EU risk
phrase R17 might be applicable to oxidative

From 1. It may haveto be discussed if this

hazard classifi cation should be added to the
categories covered by the Seveso Il
Directive. In general, this hazard class has
particul ar relevance for storage of
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self-heating substances and mixtures.

substances classified as self -heating,
particularly in bulk phase. It covers many
substances, such as ingredients of washing
powders, charcoal, codl, fine partid es of
Iron(ll)oxide etc.

Oxidising (O) Oxidising Liquids GHS dlassifies into 3 subcategories which From 1. and 2. In case of oxidising liquids, the
will cover substances and mixtures Seveso || Directive would have to switch
dassified as R8. reference from EU Oxidising (O) to GHS
GHS category 1 corresponds also to EU risk slessoidishaligmes
phrase R9. From 3. It may be advisableto check which /
The GHS may classify additional substances how many substances might be classified in
and mixtures compar ed to the current futurein addition to the current scope. To
situation (in category 3). minimise potential effects, it isproposed to

exempt category 3 from the scope of the
Seveso || Directive.

Oxidising (O) Oxidising Solids The GHS will permit differentiation From 1. In case of oxidising solids, the Seveso |1
between 3 subcategories, whereas the EU Directive would have to switch reference
system has one criterion and two risk from EU Oxidising (O) to GHS dass
phrases (R8, R9) with no criteriato permit oxidising solids.
differentiation. From 2. It may be advisable to check which /
The GHS may cl assify additional substances how many substances might be classified in
and mixtures compared to the current futurein addition to the current scope. To
situation (in category 3). minimise potential effects, it isproposed to

exempt category 3 from the scope of the
Seveso || Directive.

Explosive (E); Organic Peroxides, The EU dassifies such substances and From 1. and 2. In case of organic peroxides, the

R2 and R3 TypeA and TypeB mixtures as Oxidising (O) or Explosive (E). Seveso || Directive would have to switch
The classification as Oxidising (O) isbased reference from EU Oxidising (O) to GHS

and And upon chemicd structure. class organic peroxides.

Oxidising (O) Organic Peroxides, The GHS dlassification is based upon From 1.-4. It is proposed to refer to GHS dass
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TypeC-G chemical structure and on tests and criteria. explosives and to substances and mixtures
. . for which EU test series A.14 givesa
3. The GHS hazard class organic peroxides . . N
also covers explosive properties. An organic positivetest e I.I DIERINE
. ; . —if further reference to sdf-reactive
peroxide that possesses explosive properties substances and mixtures. Tvoe A and Tvoe B
will be classified as organic peroxide Type and organic peroxides, 'Ilyp):apA and Typ{)pB
Aor Type B substance or mixture wereinstalled instead, more chemicals
4. |n contrast, the EU system classifies GHS would probably be dassified compared to
Type Aand Type B substances and mixtures the current situation.
as Explosive (E) (by testing) and in the case L .
of organi c peroxides (chemical structure 7Fromh4. 'Il'o r.r;'.n' mise %0:;.'# egectts) rdated to
deciding) as Oxidising (O). the classification o itional substances
and mixtures, it is proposed to exempt
5. Both the EU system and the GHS have Type G from the scope of the Seveso 1|
escape dauses for the classification whichis Directive.
based on the percentage of available oxygen
(dlightly different figures).
NB: Organic peroxides are not oxidisers, but
energetically unstable substances.
Any classification not | Substancesand 1. Thereisnodirect equivalent to R14 assuch. | From 1. Referenceto the underlying hazard
covered by those Mixtures which, in should beretained.
given above, in Sl e 2. TheEU system and the GHS are the same,

combination with
risk phrase R14,
including R14/R15

Emit Flammable
Gases

but the GHS dlassifiesinto three
subcategories and the EU only has asingle
hazard level, namely Highly Flammable (F),
with risk phrase R15.

From 2. For substances and mixtures dassified
as F; R14/15, the Seveso |1 Directive would
have to switch reference to the GHS class
substances and mixtures which, in contact
with water, emit flammabl e gases.

Any classification not | No correspondence 1. GHScriteriafor thishazard are currently From 1. Reference to the underlying hazard
covered by those identified under development at UN leve. should be retained.

given above, in

combi nation with

risk phrase R29

Note 3(b)(1), second Eventually 1. Itisnot clear if the underlying GHS From 1. Reference to the underlying hazard
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indent Flammable Liquids dassification should be flammableliquids. It should beretained and includetheintrinsic
isdso the physical statewhich is relevant properties aswell asthe physicd stae
here

Note 3(c)(3): Flammable Liquids, The GHS hazard classifi cation underlying From 1. Referenceto the underlying hazard

flammable and Categories2 and 3 thisNoteis flammable liquids, category 2 should beretained and includetheintrinsic

highly flammable and 3. However, it isalso thephysical state properties aswell asthe physica state

liquid substances and which is relevant here.

prepar ations

maintained at a

temperature above

their boiling point

Very Toxic (T+) and
Toxic (T):
R23, R24, R25, R26,
R27, R28

AcuteToxicity,
Categories 1, 2and 3

(Inhalation routefor
gases and vapours:
Cat. 1 and 2 only)

Both the EU system and the GHS teke
account of different routes of uptake, i.e.
oral, dermal and inhalation.

The GHS classifi cations acute toxicity, cat.
1, 2 and 3 comprise effects which are
attributed to three different categories of
danger in the EU, namely Very Toxic (T+),
Toxic (T) and Harmful (Xn).

In the GHS, the LDso / LCs ranges of the
individual categories do not always coincide
with the ranges of the corresponding EU
categories of danger. For example, the
current EU category Very Toxic (T+) for the
oral route of uptakeranges from0 ¢ LDsj *
25 mg/kg, while GHS category 1 ranges
from 0+ LDsy* 5mg/kg and category 2
from 5« LDsy* 50 mg/kg. The EU category
Toxic (T) rangesfrom 25« LDsy ¢ 200
mg/kg for the ora route while GHS

category 3 ranges from 50 ¢ LDs ¢ 300
mg/kg. Similar statements can be made for
the dermal route of uptake and for inhalation

From 1. and 2. In case of toxic properties which
relateto different routes of uptake, the
Seveso |1 Directive would have to switch
reference from EU Very Toxic (T+) and
Toxic (T) to GHS dass acute toxicity,
categories 1, 2 and 3.

From 2. and 3. The GHS categories 1, 2 and 3
would cover more substances than are
currently covered by the EU categories Very
Toxic (T+) and Toxic (T).

From 3. If GHS acutetoxicity category 1 and 2
(oral) wereto replace EU category Very
Toxic (T+) inthe Seveso || Directive, more
substances would be covered compared to
the EU system. Accordingly, the quantities
qudifying for thelower and the upper tier
would be lowered significantly for those
GHS category 2 substances which are
currently classified as Toxic. An opposite
conclusion may be drawn if only GHS
category 1 (ora) wereto replace EU
category Very Toxic (T+) inthe Seveso I
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of dusts & mists.

The number of mixtures within adefined
LDs / LCso range may change, depending
on the method applied to derive the
classification of a mixture under GHS, cf.
below. Migration of individual mixturesto
lower or upper toxicity ranges might occur.

The GHS uses formula 3.1.3.6.2.3 for the
calculation of the classification of amixture
in casethereisinsuffident knowl edge about
the classifications of itsingredients. This
formulawill classify the more severethe
lessthe classifications of theingredients are
known.

Directive. A similar reasoning will apply to
the Toxic category: For the oral and dermal
pathway, the number of d assified
substances which is covered by GHS
category 3 or cat. 2 and 3islikely to
increasein any case so that also some EU
Harmful substances would be covered by the
Seveso || Directive.

The situation for the other routes of uptake
issimilar, though not completely the same
asfor the oral pathway.

From 3 and 4. The GHS d assification of a

mixture has to be checked individualy.
Then it has to be decided which GHS
category/ies shdl replace Very Toxic, and
which shall replace Toxic. If GHS acute
toxicity cat. 1 and 2 (oral) wereto replace
EU category Very Toxic (T+) in the Seveso
Il Directive, more mixtures arelikey to be
covered compared to the EU system.
Accordingly, the quantities qualifying for
thelower and the upper tier would be
lowered significantly for those GHS
category 2 mixtures which are currently
classified as Toxic. An opposite conclusion
may be drawn if only GHS category 1 (ord)
wereto replace EU category Very Toxic
(T+) inthe Seveso I Directive. The
reasoning for Toxic and for the other routes
of uptakeis the same as under the previous
point.

From 5. Mixtures which have not been classified

under the current EU legidation may be
classified in future. This situation will
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probably persist for some years only — after
thetransitional period, cf. bd ow, sufficient
information on the ingredients should be
available so that additivity formula3.1.3.6.1
GHS can be used. The latter is able to derive
thetoxicity of a mixture more adequately.

Very Toxic (T+) and
Toxic (T): R39
(all routes of uptake)

STOT (single
exposur €), category 1

Dueto higher cut-off values for substance
classification for dl routes of uptake, the
GHSwill probably dassify additional
substances and mixtures.

From 1. For substances and mixtures dassified
asT+ / R39 or T/ R39, the Seveso Il
Directive would have to switch reference to
GHS class STOT (single exposure), cat. 1.

From 1. The GHS will probably classify
additional substances and mixtures.

Toxic (T): R48
(all routes of uptake)

STOT (repeated
exposur e), category 1

For STOT (repeated exposure), the GHS
criteriafor the oral and the dermal route are
twice as stringent as the current EU criteria
for R48.

From 1. For substances and mixtures dassified
as T/ R48, the Seveso |1 Directive would
have to switch reference to GHS class STOT
(repeated exposure), category 1.

From 1. The GHSwill probably classify
additional substances and mixtures.

Dangerousfor the
environment (N), in
combination with
risk phrases R50 and
R51/53

Hazardoustothe
Aquatic Environ-
ment, Categories
Acutel, Chronicl,
Chronicll

The dassification under GHS reflects the
current EU system: Both systems use two
hazards, acute aquatic toxicity and chronic
aquatic toxicity, with similar classification
criteria.

Generally, the EU system combinesthe
acute with the chronic toxicity, cf.
combination of R-phrases, whereas the GHS
puts them in separate hazard categories.

The concentration limits for the
dassification of mixtures are the same for
the EU system and the GHS.

From 1. For substances and mixtures dassified
asN; R50 and N; R51/53, the Seveso Il
Directive would have to switch reference to
GHS class hazardous to the aquatic
environment, categories acute I, chronic |
and chronic Il.

From 1. In general, the GHS will maintain the
current scope of substances and mixtures
which the Seveso |1 Directive is currently
covering. For individua substances and
mixtures, the classification may change, cf.
be ow.
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4. Endpoints: Inthe EU, thetesting criterionis
72h E,Cso while under GHS, the testing
criterion will probably be 72 OR 96h E,Cs,
for algae (provided exponential growthin
the control vessel).

5. Bioconcentration: In the EU, the
bioconcentration potential cut-offs of log
Kow<3 and BCF<100 become log K ow<4
and BCF<500.

6. Bioconcentration: In contrast to the EU
system, bioconcentration will beused for
ALL substances, and not only for substances
with acute toxicity > 10 mg/l.

7. Degradation: Under GHS, inherent test data
cannot be used to ded assify.

8. Escape Clause: Under Directive 67/548/EEC
applied to substances with acute toxicity
>10mg/l, under GHS applied at >1mg/I.

9. Mixtures: Using the summation method, the
introduction of M-factorsisto reflect the
toxic contribution of components <1 mg/I.

Further differences are not relevant in the
context of the Seveso |1 Directive.

From 4. The growth rate alone may alter some
classifications.

From 5. Some substances may no longer require
classifi cation.

From 6. Some previously non-classified
substances may require dassification.

From 7. Declassification based on inherent data
has not commonly been applied in the past,
so the effect islikely to be small.

From 8. Some previously classified substances
may no longer need cl assification under
GHS.

From 9. It is dlaimed that theintroduction of M -
factors might lead to some mixtures being
either classified or more severely classified
than they are currently.
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Comments on the Table

A. Effectsrelated to physico -chemical hazards

The classfication criteriaand testing methods for physical hazards in the GHS are already
well-known: They are based on the existing TDG Manual of Tests and Criteriawhich has
already been used globally for the classification of dangerous goods.

Compared to the EU system, one apparent difference isa more differentiated sub -
classification of various hazard classes into categories, divisions or typesin the GHS. This
isthe casefor explosives, flammable gases/ liquids/ solids, oxidising gases/ liquids/
solids, self-reactive substances and mixtures, organic peroxides and for substances and
mixtures which, in contact with water, em it flammable gases, cf. also Table V.3 of Part |
of this study.

The GHS attributes various hazardous properties which have been attributed to one single
EU category of danger to more than one hazard class, e.g. explosives and self-reactive
substances and mixtures, Type A and Type B and organic peroxides, Type A and Type B.
Another example isthe EU category Oxidising (O) which isgoing to split up into
oxidising gases, oxidising liquids, oxidising solids and organic peroxides under GHS.
With regard to explosive properties, it is proposed to refer to GHS explosives  and to
substances and mixtures for which EU test series A.14 gives apositive test result —if
further reference to self-reactive substances and mixtures, Type A and Type B and organic
peroxides, Type A and Type B wereinstalled instead, more chemical s would probably be
classified compared to the current situation.

Particular attention should be payed to those unintentional explosiveswhich —duetoa
negative result in test series 6 —will not be classified as explosive under GHS. Theissueis
here that the chemical is tested in a defined packaging. However, a negative test result

does only refer to that particular packaging and does not preclude that  the substance may
explode in another packaging or under particular conditions of use (workplace!).

At UN level, the problem has been recognised: UN documents ST/SG/AC.10/C.3/2005/36
and ST/SG/AC.10/C.4/2005/5 propose to implement at est seriesfor explosive pro perties
inthe GHS for all substances which might present an explosive hazard, i.e. test series
A.14 according to Dir 67/548/EEC. In the same UN documents, it is proposed to include
“desensitised explosives’ as new category. Formal adoption of the UN docum entswill not
take place before December 2006.

Seen on awhoale, the physical hazard classesin the GHS mentioned in Table 111.2.2.1.
cover awider range of properties than the corresponding categories of danger in the EU
system. This means that more substances and mixtures would potentially be classified
under GHS, cf. the statementsin the 4 ™ column of the table above. In case the legislator
does not make further confinements concerning the physico -chemical properties which are
to be regulated by the Seve so 11 Directive, individual substancesand mixtures will have
to be attributed for thefir& time the qualifying quantitieswhich define the lower

and the upper tier in the Seveso Il Directive.
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B. Effectsrelated to health hazards

|. Acute Toxicity

For acute toxicity, the cut-off concentrations of the individual GHS categories do not always coincide with those of the corresponding EU
categories of danger. This differenceisillustrated in Figure 5 below:

1. AcuteToxicity - Oral

EU T" R28 T R25 Xn R22
LDso (*) £5 5-25 25-50 50-200 200-300 300-2000 2000-5000
GHS cat. 1 Category 2 Category 3 Category 4

2. Acute Toxicity - Dermal

EU T" R27 T R24 Xn R21
LDso £50 50-200 200-400 400-1000 1000-2000 2000-5000
GHS Category 1 Category 2 Category 3 Category 4

Figure 5: Category ranges for acute oral and dermal toxicity under EU legidation and the GHS
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Whereas a clear -cut statement can be made concerning an increased / decreased number of
classified substances under GHS, cf. Table V.3 of Part |, a corresponding statement for
preparations (GHS terminology: “mixtures”) can hardly be made. Thereason isfirstly
that it cannot be predicted if the classification of amulti -ingredient mixture as derived
through application of one of the GHS cal cul ation approaches, cf. Chapter 3.1 GHS , will
deviate from the most closely corregponding classification as derived from the EU
conventional calculation method, cf. Annex I, Part A of Directive 1999/45/EC. Available
studies only provide preliminary answers for smple mixtures where one substance is
diluted in an inert solvent, cf. Annex | to this study.

Apart from the classification of a sub stance or mixture, the conversion of thereference to
aparticular EU category to (a) defined GHS category(ies) in the Seveso || Directiveis
crucial. For the oral route of uptake, it will then be of relevance if the Seveso |1 Directive
will refer to category 1 GHS or to category 1 and 2 GHS in future. In the former case, less
substances and mixtures will probably be caught compared to the current situation. In the
latter case, the opposite could occur intheory. A related situation may arise for  Toxic:
Will thereference to Toxic be replaced by category 3 GHS or by category 2 and 3 GHSin
the Seveso |1 Directive? In the former case, awider LD 5o range is covered, dueto the
upper limit being LD 5o = 300 mg/kg bodyweight. In the latter case, thistrend iseve n more
pronounced because the lower LD s limit would be lowered from 25 to 5 mg/kg
bodyweight. As a consequence of both cases, more substances and mixtures could
potentially be caught. The situation and the underlying reasoning for the other routes of
uptake are similar, though not compl etely the same as for the oral pathway.

For the oral route of uptake, this may have the following consequences: Supposed GHS
acute toxicity categories 1 and 2 areto replace EU Very Toxic in Annex |, Part 2 of the
Seveso |1 Directive, additional substances and mixtureswould be assigned the strictest
qualifying quantities. In asimilar way, GHSacute toxicity category 3 would probably
comprise more substances and mixtures than the EU category of danger Toxic does.
When the additional chemicals are assigned more severe qualifying quantitiesin the
Seveso || Directive, the establishmentswher e these chemicals are present might
qualify for thelower or even the upper tier requirements of the Seveso |1 Directive
applying to the more sever e classification. The respective qualification will depend
on the actual quantities present. Example: A lower -tier establishment wherea GHS
category 2 / EU Toxic mixtureis present with 60 tonnes (lower -tier threshold: 50 tonnes)
might in future qualify for the upper -tier requirements (threshold: 20 tonnes!) that are
currently assigned to the category Very Toxic.

It can be concluded that an opposite situation may arise for another scenario, cf. above.

It hasto be noted that the above -mentioned up - and downgrading effects of the GHS
which may occur for individual substances and mixtures do not necessarily have
implicationsfor the establishmentswherethey are present . Thiswill be mainly due to
the following reasons: Firstly, it isthe quantity of a chemical being present at an
egtablisnment which counts. Secondly, theresul t of the aggregation formulain Annex |,
Part 2, Notes (4) will deter mine the overall tier to be assigned to the establishment.
Third, it ispossible to minimise potential, but undesir ed effects pertaining to substance
classification by consequential amendmentsto the provisions of Annex |, Part 2 of the
Seveso || Directive.

For the oral route of uptake of the hazard acute toxicity, effects could be minimised by
referring to the corresponding GHS classification and at the sametime limiting the
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reference to a cut-off value of LDsp » 25 mg/kg for the most toxic substances and to LDs,
» 200 mg/kg for the less toxic substances, cf. also Table V1.2 of Part | of this study. This
would also follow the model of the UNECE Convention on the Transboundary Effects of
Industrial Accidents®. The same remedy may be applied to the affected categories for the
other routes of uptake (dermal / inhalation), cf. Table VI.2 .

As a consequence, at least the current scope of classified substances regulated by the
Seveso |1 Directive can be maintained, with the respective qualifying quantities of 5/ 50
tonnes (lower tier) and 20/ 200 tonnes (upper tier). For mixtures, the cal culation approach
applied under GHS will probably determine whether additional mixtures are classified and
covered by the provisions of the Seveso Il Directive.

I1. Specific Target Organ Toxicity (STO T)

For Specific Target Or gan Toxicity (single exposure), the GHS will probably classify
additional substances and mixtures. Thiswould be due to higher cut -off values for
substance classif ication for al routes of uptake, cf. document DG ENTR, Comparison
between EU and GHS Criteria, Hu man Health and Environment, June 2005 .

For STOT (repeated exposure), the GHS criteriafor the oral and the dermal route are
twice as stringent as the current EU criteriafor R48 so that the number of substances and
mixtures classified for this hazard will probably increase compared to the current

situation: asindicated in section 15 of ECB document GHS/011/2005, classification as
STOT after repeated exposure v ia the oral route will already be triggered when effects are
observed in a90 days study as per <10mg/kg/day (Cat egory 1) in the frame of GHS, but
only as per <5 mg/kg/day (T, R48) under the current EU system.

If additional substances and mixtures are cla ssified under GHS, the establishments where
these chemical s are present might be upgraded to the upper tier or would have to comply with
the Seveso |1 requirements for thefirst time (lower or upper tier). The assignment to the
upper - or lower-tier requirements would then depend on the overall quantities of the
dangerous chemical s present at the establishment, cf. above.

For both GHShazard classifications, potential effect scan be minimised by referring to
the GHS classification criteriawhile at the same time extending or limitin g the
respectiver eference to the current cut -off limits or concentration thresholds for the
differ ent routes of uptake. The corresponding adaptationsare presented in Table V1.2 of
Part | of thisstudy.

C. Effectsrelated to hazards pertaining to the aquatic environment

Asto this hazard, the GHS may have an effect: While the number of substances and mixtures
to be classified for the hazard categories GHSacute |, chronic | and chronic Il will be
equivalent to the number of curren tly classified chemicals, individual substances and mixtures
might change classification. In this connection it is sometimes stated that the introduction of
M-factors in the summation method might lead to some mixtures being either classified or
more sever ely classified than they are currently. For example, highly toxic substances could
drive an environmental classification at concentrations even below 0.25 %. On the other hand,

3 At UNECE level, discussions on the relation between the UNECE Convention on the Transboundary Effects of
Industrial Accidents and the GHS have started
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due to various elements of the classification criteria, it cannot be excluded t hat some
substances and the mixtures containing them will be declassified, cf. Annex I.

D. Effect triggered by the Seveso |1 Directive itself

As outlined above, the GHS may lead for various reasons to an increased number of classified
substances and mixtu res which would then be covered by the Seveso |1 Directivein its current
form. In addition, it will be the volume provision of the Seveso || Directive itself which
will reinforce any potential effect the GHS might have with regard to mixtures: The
Seveso || Directive counts a classified mixture with itstotal volume, and not with the volume
of the substance that triggers its classification, cf. paragraph 2 of the introduction of Annex I.
For example, if amixtureisclassified under GHS as acute toxicity category 2, the
concentration of the toxic ingredient being only 10%, the mixture will count with its total
volume. Thisin-built mechanism could add on effects which are due to the calculation
method and might increase the number of mixturesto be regulate d by the Seveso Il Directive
over-proportionally. As aresult, an additional number of companies could become lower - or
even upper-tier establishmentsin the meaning of the Seveso Il Directive. Of course, this will
also depend on the overall amount of dang erous substances and mixtures present, cf. above.
To avoid this mechanism, the provision in paragraph 2 of the introduction of Annex | would
have to be revised, e.g. by generally defining percentage compositions. T he aggregation rule
in Note 4 of Part 2 of Annex | would then have an effect at higher quantities present.

[11.2.3. Suggestions how to minim ise potential effects of the GHS

Operators and suppliers are recommended to check substances and mixturesindividually
with regard to any classification eff ects of the GHS. Provided an effect can be identified,
it should be verified if the quantities present could affect the status of an establishment in
terms of the Seveso 11 Directive. In this connectionit should be noted that even slight
differences between the EU and the GHS classification criteria, e.g. a varying escape
clause, may be relevant for the classification and the consequential status of an
establishment.

If the structure of Part 2 of Annex | to the Seveso |1 Directive isto be maintained, a
minimum requirement will be to replace any explicit reference to Directives 67/548/EEC
and 1999/45/EC by a corresponding reference to the future GHS -implementing
Regulation. Switching from the EU system to the GHS, the Seveso |1 Directive will have
to make reference to those classes and categoriesin Part 2 of Annex | which are
enumerated in column 2 and / or column 4 of the table above or in Table V.3 of Part | of
this study. Beyond, it will be necessary to redefine various references to particular
hazards, both in the Table and in the Notes of Annex I, Part 2.

In order to minimise effectsrelated to additional classification under GHS; it is
proposed to adapt the references of certain relevant hazards in accor dance with
Table V1.2 (Solution 2) of Part | of thisstudy. This would imply torefer tothe GHS
classification criteria while at the same time extending or limiting the respective
reference tothe current cut -off limitsor concentration thresholds. Further more, the
GHS classifications Oxidising Solids/ Liquids Category 3 and Organic Peroxides
Type G could be exempted because they could also comprisefu rther substancesand
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mixtures (Solution 1). It is proposed to perform the said adaptations in the GHS
Regulation itself.

On the other hand, adaptations o f the hazard ranges following e.g. the model of the
UNECE Convention on the Transboundary Effects of Industrial Accidents may be applied
in order to avoid an increased number of regulated chemicals.

If there are any substances and mixtures which are not covered by the GHS classification
system, cf. column 4 of the table above, further references and/or definitions might be
included in the Table or the Notes of Annex |, Part 2.

Basi ¢ documents used for the analysis

European Commission: Technical Assistan ce to the European Commission on the
Implementation of the GHS (Okopol, 2004)
http://europa.eu.int/comm/enterprise/reach/ghs _en.htm

ECBL/75/01-Part A. rev.1

A.K. Brown, GHS - EU Explosi ves Comparison, July 2005

DG ENTR, Comparison between EU and GHS Criteria, Hu man Health and Environment,
June 2005

R.-U. Forster, M. Wiertulla, Classification of substances and preparations — comparison of
the EU and the Globally Harmonised System. Novembe r 2005

CAL-TASK1-2/029 and CAL -TASK1-2/015

ECBI/56/04

Genevieve Hilgers, Comparison of criteriafor the classification of substances between the
Global Harmonisation and EU systems, August 25, 1999

lan Malcomber, Environmental GHS for Beginners. Presentati on held at a CEGIC
Classification Workshop by 3 "™ October 2005 (Brussels)

European Commission: Report on the application in the Member States of Directive
96/82/EC on the control of major -accident hazards invol ving dangerous substances for the
period 2000-2002

Esther Versluis, Enforcement Matters — Enforcement and Compliance of European
Directivesin Four Member States, 1SBN 90 5166 9720
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[11.3. Regulation (EC) No 304/2003 of the European Parliament and of the Council of
28 January 2003 concer ning the expo rt and import of danger ous chemicals

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi! celexapi! prod! CEL EXnumdoc& Ig=EN&n
umdoc=32003R0304& model =quichett

Regulation (EC) No. 304/2003 implements the Rotterdam Convention. It appliesto chemicals
from the 88 different entries listed in Annex | Parts1, 2and 3 to the Regulation. These
chemicals qualify for annual export notifica tion, PIC notification, the PIC procedure and/or
explicit consent.

The GHS may trigger some legal obligations of very limited scope: A limited effect may be
due to the introduction of the GHS Regulation as such because then the export notifications
have potentially to be repeated. Another effect will be due to lower concentration limits for
the classification and labelling of certain mixtures which contain chemicals from Annex | :

In case the lower cut -off concentrations trigger a change of labelling of th e mixture, it will
become subject to the provisions of the Regulation. However, since mixtures containing
chemicals from eight entries of Annex | only would potentially be affected by this mechanism
any effect will be very minor.

An option to decouple the requirement of export natification from the labelling of a mixture
could be to introduce fixed concentration limits for the chemicals tabled in Annex | to the
Regulation. However, it may be discussed if thisisnecessary and appropriate.

[11.3.1. Abstract of the legisation

Regulation (EC) No. 304/2003 implements the Rotterdam Convention on the Prior Informed
Consent Procedure for Certain Hazardous Chemicals and Pesticides in International Trade at
Community level. It is based upon Article 175(1) of the T reaty. The objectives of the
Regulation are to promote shared responsibility and cooperative effortsin the international
movement of hazardous chemicals, in order to protect human health and the environment
from potential harm aswell asto contribute to their environmentally sound use. These
objectives are to be achieved by facilitating exchange of information relating to the hazardous
properties and precautionary measures related to such chemicals and pesticides. To this end,
the Regulation defines a dec ision-making process within the Community on their import and
export. Moreover, it regulates how decisions are to be disseminated to Parties and other
countries.

In general, chemicals which are classified as dangerous and which areintended for export
shall be subject to the measures on packaging and labelling according to Directives
67/548/EEC, 1999/45/EC, 91/414/EEC and 1998/8/EC or any other specific Community
legidation. The corregponding provisionsin Article 16 apply without prejudice to any specifi ¢
requirements of the importing Party or other country, taking into account rel evant

international standards (in future: GHS).

The chemicals covered by the provisions of the Regulation relating to export notification, PIC
natification, the PIC procedure or explicit consent shall be aslisted in Annex | which has
three parts:
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Part 1 liststhe chemicals or chemical groups that are subject to annual export notification.
It comprises the chemicals that are banned or severely restricted within the EU in at least
one of the use subcategories (plant protection products/other pesticides/industrial
chemicals for professional use/industrial chemicals for use by the general public). It also
includes the chemicals that qualify for PIC notification and the chemicals subj ect to the
PIC procedure.

s Part 2 liststhe chemicals that qualify for PIC natification because they are banned or
severely restricted within the Community in a Convention use category (i.e. pesticide or
industrial chemical).

§ Part 3 liststhe chemicals or chemical groups that are subject to the PIC procedure (being
listed in Annex I11 to the Convention), except those POP chemicals that are completely
prohibited in the EU and are banned for export by Article 14.2 of this Regulation (listing
in Annex V).

I n addition to export notification, the export of chemicalslisted in Part 2 and Part 3 also
requires the explicit consent of the importing country (cf. Article 13).

Any chemical that is completely banned for export islisted in Annex V.

Itshould be underlined that for the purposes of the export notification obligations of Article 7
and the explicit consent requirements of Article 13.6, mixtures are not always affected: They

fall within the scope of these provisions only to the extent that the presence of (an) A nnex |

listed chemical (s) triggers compulsory labelling under Community legislation irrespective of

the presence of any other substances.

[11.3.2. Analysisof thelinksto classification and labelling provisionsand ant icipation of
the potential effectsof the GHS

In general, chemicals which are classified as dangerous and which areintended for export
shall be subject to the measures on packaging and labelling according to Directives
67/548/EEC, 1999/45/EC, 91/414/EEC and 1998/8/EC or any o ther specific Community
legislation. The corregponding provisonsin Article 16 apply without prejudice to any specific
requirements of the importing Party or other country, taking into account rel evant
international standards (in future: GHS).

The Regulation is working on the basis of lists of chemicals, with currently only 88 different
entriesin Part 1, 2 and 3 of Annex | to the Regulation. These chemicals have been severely
restricted or banned by other Community legislation or are subject to the intern ational PIC
procedure and subsequently been subject to annual export natification, the obligation to
obtain explicit consent or the PIC procedure, cf. above. Since the applicability of the
Regulation is not triggered by classification as such, but depends on the outcome of
evaluation and restriction under other EU legidation or inclusion of the chemical in Annex I11
of the Convention, the GHS will have no direct effectswhich aredueto (re)classification.

1. One effect could be based on a provision in Artic le 7.3 of Regulation ( EC) No. 304/2003:
Accordingly, annual export notifications for the chemicalslisted in Annex | Part 1 will
have to be repeated if Community legislation with regard to labelling of those chemicals
changes. This provision will consequen tly apply when the GHS enters into force.
However, that would be a one -off exercise. Moreover, Article 7.5 provides for
various escape clauses: Export notification is no longer required if
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the chemical has become a chemical subject to the PIC procedure (3 0 chemicals listed
in Part 1), and

the importing country being a party to the Convention has provided a response
whether to consent or not to consent to import of the chemical, or if

the appropriate authority of the importing party or other country haswai ved the
requirement to be notified before the export of the chemical.

At least for those 50 chemicals, i.e. substances and mixtures accor ding to the
definition in Article 3.2, which do not qualify for PIC notification or the PIC
procedurethe annual export notifications may have to berepeated when the GHS
entersinto for ce. Considering the low number of entriescon cerned, this effect will be
limited.

2. A similar effect could be based on a second provision in Article 7.3: Accordingly, annual
export notifications may have to be repeated whenever the composition of a mixture
changes so that the labelling of that mixture is altered. Thiswould also include
preparations (GHS terminology: mixtures) which will change labelling due to lower
ingredient concentration limits under GHS for particular hazards. The hazard
classifications which could be affected are reproductive toxicity, skin corrosion / irritation
and serious eye damage/ eye irritation :

Table 111.3.2.1: Health hazard-rdated concentrations limits for the classification of mixtures

EU classification GHS classification Change of concentration limit

Reproductive toxicity, Reproductive toxicity, from 0.5% EU t0 0.3% GHS

cat. 1 or 2, R60 or R61 category 1

Reproductive toxicity, Reproductive toxicity, from 5% EU to 3% GHS

cat. 1 or 2, R62 or R63 category 2

Corrosive C, R34 Skin corrosion, category from 10% EU to 5% GHS
1B and 1C

Corrosive C, R35 Skin corrosion, category 1A | from 5% EU to 3% GHS

Irritant Xi, R38 Skin irritant, category 2 from 20% EU to 10% GHS

Irritant Xi, R36 Eye irritation, category 2A from 20% EU to 10% GHS

Irritant Xi, R41 Serious eye damage, from 10% EU to 3% GHS
category 1

In other words: additional mixtures containing chemicalslisted in Annex | in the
concentration interval betw een the EU and the GHS concentration limits would carry a
labelling — these mixtures would consequently be subject to the provisions of Regulation (EC)
No. 304/2003, i.e. to annual export notification, explicit consent or the PIC procedure. In this
connection, an evaluation of the classifications of the Annex | entries suggests that mixtures
containing 2,4,5-T, Binapacryl, Dinoseb, its acetate and Dinoseb salts, Dinoter b, Ferbam,
various M er cury compounds, Nonylphenol, Octabromodiphenylet her and
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Triorganost annic compounds in the range between the EU and the GHS concentration limit
are potential candidates for arepetition of the annual export notification, cf. Table111.3.2.2:

Tablelll.3.2.2:

Candidate substances which may qualify additional mixtures for an nual

export notification or PIC natification / the Pl C procedure due to lower concentration limits
under GHS. The classifications are provided by the EDEXIM database at ECB (June 2005) .

Annex | entry

Current EU classfication

GHS hazard triggering the
labelling of a mixture at the
minimum concentration
limit

245-T Xn; R22 — Xi; R36/37/38 — N; R50/53 | Skin irritant,
category 2 a 10%
Binapacryl Repr. cat. 2; R61 — Xn; R21/22 — Reproductive toxicity,

N; R50/53

category 1 at 0.3%

Dinoseb, its acetate and

Repr. cat. 2; R61 — Repr. cat. 3; R62 —

Reproductive toxicity,

Dinoseb sdts Xi; R36 — T; R24/25 — N; R50/53 — caegory 1 a 0.3%
R44
Dinoterb Repr. cat. 2; R61 — T+; R28 —N;; Reproductive toxicity,
R50/53 — R44 caegory 1 a 0.3%
Ferbam Xi; R36/37/38 — N; R50/53 Skin irritant, category 2

at 10%

various Mercury compounds

eg. T; R48/24/25 - C; R34 —N;
R50/53

Skin corrosion, category
1B or 1C at 5%

Nonylphenol

Repr. cat. 3; R62/63 — Xn; R22 —
C; R34 — N; R50/53

Skin corrosion, category
1B or 1C at 5%

Octabromodiphenyl ether

Repr. cat. 2; R61 — Repr. cat. 3; R62

Reproductive toxicity,
category 1 at 0.3%

various Triorganostannic
compounds

T; R48/23/25 — Xn; R21 — Xi; R36/38
—N; R50/53

Skin irritant,
category 2 a 10%

These eight chemicals represent 9% of the 88 entries only so that any potential effect would
be very limited. However, apart from Ferbam, the same chemicals and their mixtures also
qualify for PIC notification or the PIC procedure. Accordingly, the annual export notification
isno longer required, cf. above. Nevertheless, new explicit consent might be necessary.
However, whether new explicit consent is actually needed will depend on the nature and
scope of the consent already provided. For example, if an importing country has given

consent to the chemical in whatever form and concentration, no new consent would be needed
(implicit from Article 13.6).
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Concluding, any potential effect of the GHS dueto lower concentration limits will be
very limited. With regard to mixtures containing chemicalsfrom Annex | Part 1, only
mixtures containing Ferbam in concentrations 10 -20% could be subject to a repetition
of the annual export notification. Mixturesof seven further chemicals,i.e. 2,4,5 -T,
Binapacryl, Dinoseb, its acetate and Dinoseb salts, Dinoterb, various Mercury
compounds, Nonylphenal, Octabr omodiphenylet her and Trior ganostannic compounds,
which qualify for PIC notification or the PIC procedure could potentially be subject to
new explicit consent.

At this stageit cannot be predicted i f the GHS criteriaand cal cul ation methods which have to
be applied to classify mixtures for hazardous to the aquatic environment could drive a
classfication at concentrations which are even lower than the above -mentioned trigger
concentration limitsin c olumn 3 of Table I11. 3.2.2. In this connection it is sometimes stated
that the introduction of M -factors in the GHS summation method w ould imply that highly
toxic substances could drive an environmental classification at concentrations even bel ow
0.25 %. I f the trigger concentration limit were caused by the environmental classification,
further mixtures would become potential candidates for arepetition of the annual export
notification or explicit consent. In this case, both mixtures containing the chemica Is
mentioned above and mixtures containing other substances from Annex | would potentially be
affected.

[11.3.3. Suggestions how to minim ise potential effects of the GHS

It isrecommended to verify if individual mixtures containing chemicalsfrom Annex| to
Regulation (EC) No. 304/2003 could qualify for annual export notification or explicit consent.

An option to decouple the requirement of export natifi cation from the labelling of a mixture
would be to introduce fixed concentration limits for the chemicalstabled in Annex | to the
Regulation. This means that for any chemical included in Annex | athreshold is given for the
necessary notification procedure which iscompletely independent of the labelling of the
chemical. In general, therearetwo alternat ivesfor the determination of these thresholds:
Either, one fixed value could be proposed for all such chemicals (e.g. 0.1% as in Canada) or
values related to exposure, i.e. to the use of the chemical, could be considered. The latter
could be difficult to establish. Theformer option has the merit of simplicity. However, it
could set an arbitrary threshold that would not necessarily achieve the ends sought, i.e. the
need to focus on those mixtures that present areal risk and to avoid capturing so many othe rs
that the system becomes unmanageable and those of concern become | ost.

On the other hand, export natifications have to be provided only once per year for a given
chemica or mixture with a given labelling per importing country. Explicit consent, if nee ded
at all, has to be obtained only once to remain vaid for several years. Considering that the
number of concerned chemicals listed in Annex | i s limited, the effects of the GHS on
Regulation (EC) No. 304/2003 are expected to be limited.

Basi ¢ documents used for the analysis:

Regulation (EC) No. 304/2003 and Technical Notes for Guidance for Designated National
Authorities
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[11.4. Control of volatile organic compounds

s Council Directive 1999/13/EC of 11 March 1999 on the limitation of emissions of

volatil e organic compounds due to the use of organic solventsin certain activitiesand

ingallations and
s Directive 2004/42/EC of the Eur opean Parliament and of the Council of 21 April

2004 on the limitation of emissions of volatile organic compounds due to the use of

or ganic solventsin decor ative paints and var nishes and vehicle refinishing product s

and amending Directive 1999/13/EC

http://europa.eu.int/eurlex/lex/LexUriServ/LexUriServ.do2uri=CEL EX:31999L 0013:EN:HTML

http://europa.eu.int/eur-lex/pri/en/oj/dat/2004/1 143/ 14320040430en00870096.pdf

With regard to the control of volatile organic compounds, two Directives were analysed:
Council Directive 1999/13/EC (“VOC-Directive”) isto prevent or reduce the direct and
indirect effects of emissions of volatile organic compounds (VOCs) on the environment
and human health. The VOC -Directive covers emissions of organic solvents from
stationary commercial and industrial sources. It provides measures and procedures to be
implemented for industr ial activities defined in Annex | if these activities are operated
above the solvent consumption thresholdslisted in Annex I1A. Furthermore, it sets
emission limitsfor VOCs. It requests that s ubstances or mixtures which, because of their
content of VOCs classified as carcinogens, mutagens, or toxic to reproduction under
Directive 67/548/EEC, are assgned or need to carry the risk phrases R45, R46, R49,
R60, R61, shall be replaced, as far as possible by less harmful substances or mixtures
within the shortest possible time. Also, stricter emission values are specified for these
substances and mixtures. Where arisk assessment is carried out in accordance with EU
legislation of any of the substances causing the labelling R40, R60 or R61 which are
controlled under this Directive, the Commission shall consider the conclusions of the
risk assessment and shall take the necessary measures as appropriate.

A potential effect of the GHS could be that some additional mixtures would have to be
classfied for reprotoxicity when they contain areprotoxic organic solvent in the
concentration range between 0.5% and 0.3%. However, industrial activities covered by
the VOC-Directive apparently use organic solventsin concentrations which signifi cantly
exceed even the current concentration limit which is 0.5%. Consequently, any potential
effect pertaining to an increase in rep rotoxic mixtures under GHS s likely to be of no
relevance.

Directive 2004/42/EC does not contain specific legal provisions which are based on the
legislation on classification and labelling. Itisto complement Community provisions on
the labelling of chemical substances and preparations as laid down in Directives
67/548/EEC and 1999/45/EC , cf. Recital 12. In this sense, the GHS will not have a
direct effect on Directive 2004/42/EC.
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[11.4.1. Abstract of the legidation

Council Directive 1999/13/EC

Council Directive 1999/13/EC (“VOC -Directive”) which is based on Article 130(r) of the
Treaty isatool to avoid pollution due to the formation of tropospheric 0 zone. It isto prevent
or reduce the direct and indirect effects of emissions of volatile organic compounds (VOCs)
on the environment and human health. It covers emissions of organic solvents from stationary
commercial and industrial sources.

The VOC-Directive provides measures and procedures to be implemented for industrial
activities defined in Annex | if these activities are operated above the solvent
consumption thresholdslisted in Annex 11A. Also, it sets emission limitsfor VOCs.

Member States must take the necessary measures to ensure that all new installations
comply with the provisions of the Directive (cf. Article 3.1). Moreover, al new
installations not already covered by Directive 96/61/EC concerning integrated pollution
prevention and control must be registered or authorised before being put into service (cf.
Article 3.2). Existing installations must be registered or their activities authorised if they
have not yet been authorised under Council Directive 96/61/EC (cf. Article 4.2). They
must comply with the same requirements as for new installations no later than 30
October 2007 (cf. Article 4.1). Where part of an exigting installation undergoes a
substantial change, it must comply with the requirements applicable to new installations
(cf. Article 4.4).

The industrial operators concerned can conform with the specified emisson limitsin
either of the following ways:

by installing equipment to reduce emissions to comply w ith the emission limit values and
the fugitive emission values, or total emission limit values (cf. Article5.2(a) and 5.4) ;

by introducing areduction scheme to arrive at an equivalent emission level, in particular
by replacing conventional products whic h are high in solvents with low -solvent or
solvent-free products (cf. Article 5.2(b)) .

Substances or mixtures which, because of their content of VOCs classified as
carcinogens, mutagens, or toxic to reproduction under Directive 67/548/EEC, are
assigned or need to carry therisk phrases R45, R46, R49, R60, R61, shall be replaced, as
far as possible and by taking into account the guidance elaborated by the Commission,

by less harmful substances or mixtures within the shortest possible time (cf. Article 5.6
and 7.1). Stricter emission values are specified for these substances (cf. Article5.7).
Where arisk assessment is carried out in accordance with EU legidlation of any of the
substances causing the labelling R40, R60 or R61 which are controlled under this
Directive, the Commission shall congder the conclusions of the risk assessment and

shall take the necessary measures as appropriate (cf. Article 5.13).

Member States may define and implement national plans for reducing emissions from
the activities and ind ustrial installations covered by Article 1 (excluding activities 4 and
11 of Annex I1A). The plans must result in areduction of the annual emissions of VOCs
by at least the same amount and within the same time -frame aswould have been
achieved by applying the emission limits under the Directive (cf. Article 5.2, 5.3 and
6.1). Thenational plan must include:

alist of the measures (to be) taken and binding interim reduction targets against which
progress towards the aim can be measured (cf. Article 6.2) ;
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afull description of the range of instruments through which its requirements will be
achieved, evidence that these instruments will be enforceable and details of the means by
which compliance with the plan will be demonstrated (cf. Article6.2).

The Commi ssion must consider the potential effects of organic substances on human
health in general and occupational exposure in particular. Potential effects on the
environment and the economic consequences will also be examined with a view to
providing guidance on the use of techniques which have the least potential effects on
air, water, soil, ecosystems and human health. The Commission must publish
recommendations for each activity (cf. Article 7.1).

Operators are requested to demongtrate compliance with the emi ssion-limit values
tabled in Annex 1A, with the requirements of the reduction scheme under Annex 11B
and with the provisions of Article 5.3 (cf. Article 9.1). The Member States are requested
to provide for emission -monitoring and to safeguard compliance w ith the VOC-
Directive. In case of non -compliance, further operation of the activity concerned may be
suspended (cf. Article 10).

The Member States must take the necessary measures to ensure that the public has
access to information concerning authorisation s and decisions by the competent
authorities, to general binding rules applicable to installations and to the results of
emission-monitoring (cf. Article 12). Every three years, Member States must submit a
report to the Commission on the implementation of the VOC-Directive (cf. Article 11).

Dir ective 2004/42/EC

Directive 2004/42/EC which is ba sed on Article 95 of the Treaty complementsthe
provisions of Directive 1999/13/EC. It aims at preventing the negative environmental
effects of emissions of VOCs from decorative paints and vehiclerefinishing products.

Directive 2004/42/EC lays down maximum limits for the VOC content of these products. The
subcategories of the relevant productsare listed in Annex | to the Directive. Product
categories falling within the scope of the Directive can be marketed in the EU only if they
comply with the specificationsin Annex Il. Such products must carry a specific label,
indicating

(a) the subcategory of the product and the relevant VOC limit valuesin g/l asreferred toin
Annex Il to the Directive;

b) the maximum content of VOC in g/l of the product in aread y to use condition.

This means that Directive 2004/42/EC complements Community provisionson the labelling
of chemical substances and preparations as laid down in Directives 67/548/EEC and
1999/45/EC.

Member States shall develop a market surveillance syste m to verify the VOC content of the
products covered by this Directive. They shall designate a competent authority to be
responsible for ensuring conformity with the provisions of the Directive. A system of
effective, proportionate and dissuasive penalties should be established for infringements.
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[11.4.2. Analysis of thelinksto classification and labelling provisions and ant icipation of

the potential effects of the GHS

Council Directive 1999/13/EC

Directive 1999/13/EC derivesth e following legal obligations f rom classification:

s  Substances or preparations (GHS terminology: mixtures) which, because of their
content of VOCs classified as carcinogens, mutagens, or toxic to reproduction under
Directive 67/548/EEC, are assigned or need to carry t herisk phrases R45, R46, R49,
R60, R61, shall bereplaced, as far as possible and by taking into account the
guidance elaborated by the Commission, by less harmful substances or preparations
within the shortest possible time (cf. Article 5.6 and 7.1). Str icter emission values
are specified for these substances (cf. Article 5.7).

§  Wherearisk assessment is carried out in accordance with EU |egislation of any of
the substances causing the labelling R40, R60 or R61 which are controlled under this
Directive, the Commission shall consider the conclusions of the risk assessment and
shall take the necessary measures as appropriate (cf. Article 5.13).

The EU classifications and the risk phrases referred to in this Directive will have to be
converted to the most ¢l osely corresponding classifications of the GHS, cf. Table11.4.2.1
bel ow.

Tablel11.4.2.1: GHS classifications/ statements and EU risk phrases for CMR hazards

EU Classifications GHS Classifications
Carcinogen Category 3 (Xn), R40 Carcinogen category 2
Carcinogen Category 1 (T), R45 Carcinogen, category 1A or 1B

Carcinogen Category 2 (T), R45

Mutagen Category 1 (T), R46 Mutagen, category 1A or 1B
Mutagen Category 2 (T), R46

Carcinogen Category 1 (T), R49 Carcinogen, category 1A or 1B
Carcinogen Category 2 (T), R49

Reprotoxic Category 1 (T), R60 Reproductive toxicity, category 1A or 1B
Reprotoxic Category 2 (T), R60

Reprotoxic Category (T), R61 Reproductive toxicant, category 1A or 1B
Reprotoxic Category (T), R61

With regard to CMR, th e criteria for substance classification are the same for both the EU
system and the GHS, cf. also Annex | to this study. This means that the kind and number of
classfied substances will not change compared to the current situation. The same statement
can be made for mi xtures which are classified for carcinogenicity or mutagenicity.
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The only potential effect of the GHS would be due to the lowering of the concentration  limits
from 0.5% to 0.3% for the classification of preparations (GHSterminology: mixtures) which
contain reprotoxic ingredi ents: In theory, additional preparations would have to be classified
for reprotoxicity when they contain a reprotoxic organic solvent in the aforementioned
concentration range. However, for reasons of confidentiality it is not known how many
reprotoxic organic solvents are used in mixtures which arerelevant for the industrial activities
mentioned in Annex | to the VOC -Directive. Beyond, industrial activities covered by the
VOC-Directive apparently use organic solventsin concentrations which significantly exceed
even the current 0.5% threshold for mixture classification. Thisisno surprise: Organic
solvents normally constitute the major part of a mixture where they are present in high
concentrations. Thisimpliesthat potentia effects due to atheoretical increasein classified
reprotoxic mixtures under GHS will be of norelevance. An exampleis given by the industrial
activity “ Coating of new buses’ , cf. Table 111.4.2.2 below. This activity isan itemin thetable
of Annex IIA, Il, The Vehicle Coating Industry (Directive 1999/13/EC) . The organic solvents
referred to in the table are not necessarily classified as reprotoxic.

Material (wt-%) Specific material consumption
(g varnish/m?)

Cataphoric dip coating, water -based material, 3-4% organic 120-135

solvents

Seam sedling and underbody protection ( water-based, manual No data available

application)

Filler (solvent-based: 45% organic solvents, manud application) 18-22

Filler (water -based: 8% organic solvents, manual application) 22-26
1-coat topcoat (solvent-based: 45% organic solvents, manual 10-40
application)

Base coat (solvent-based: 75% organic solvents, manua 90-100
application)

Base coat (water-based: 13% organic solvents, manual application) | 100-110

Clear coat (solvent-based: 45% organic solvents, manual 50-65
application)

Tablel11.4.2.2: Consumption of raw materials for the coating of buses. Specific material
consumptions for different layers.  [57, O. Rentz et al., 1999
Source: European Commission, Directorate-General Joint Research Center: Integrated Pollution

Prevention and Control, Draft Reference Document on Best Available Techniques on Surface Treatment
Using Organic Solvents, May 2004

4 Normally asurface of about 200m 2 per bus is coated.
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Dir ective 2004/42/EC

Directive 2004/42/EC does not co ntain specific legal provisionswhich are derived fr om
classfication and labelling. It isto complement Community provisions on thelabelling
of chemical substances and preparations as laid down in Directives 67/548/EEC and
1999/45/EC, cf. Recital 12. This meansthat the GHS will have no direct effect on
Directive 2004/42/EC.

[11.4.3. Suggegtions how to minimise potential effects of the GHS

In the context of Directives 1999/13/EC and 2004/42/EC, the GHS will probably not
have an effect. In order to minimise any potential effects due to additional mixtures
classfied for reproductive toxicity, it is proposed to exempt those mixtures from the
scope of Directive 1999/13/EC which contain areproductive toxicant in a concentration
< 0.5%, cf. Table VI.2 of Part | of this study ( Solution 2).

With regard to the reclassification of current entriesin Annex | to Directive 67/5 48/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis

of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.

Non-harmonised, but classified CMRs can easily bereclassif ied by using the conversion table

in Annex VII.

Basi ¢ documents used for the analysis:

European Commission, DG ENTR G1: Comparison between EU and GHS Criteria
Human Health and Environment

European Commission, Directorate -General Joint Research Centre: Integrated Pollution

Prevention and Control, Draft Reference Document on Best Available Techniques on
Surface Treatment Using Organic Solvents, May 2004
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[11.5. Council Directive 96/62/EC of 27 September 1996 on ambient air quality
assessment and manageme nt

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi! celexapi!prod! CEL EXnumdoc& Ig=EN&n
umdoc=31996L 0062& model=qui chett

Council Directive 1996/62/EC isa Framework Directive. It establishes the basic principles of
a common strategy to define and set objectivesfor ambient air quality. Theaimisto avoid,
prevent or reduce harmful effects on human health and the environment, assess ambient air
quality in the Member States, inform the public, notably by means of alert thresholds, and
improve air quality where it is unsatisfactory. The European Parliament and the Council must
lay down limit values and alert thresholds for various well-known pollutants. Considerations
of risk and exposure of humans and the environ ment form the basis when limit values and
alert thresholds for further pollutants are proposed by the Commission. T he pertinent danger
criteria established under Directive 67/548/EEC and its successive adaptations must only be
taken into account in the selection of these pollutants for further assessment.

As considerations on risk and exposure are prevailing, the GHS will have minim al effects
only, even when changing vario us classification criteriafor substances and mixtures.

[11.5.1. Abstract of the legidation

Directive 1996/62/EC which is based on Article 130s of the Treaty is a Framework
Directive®. It establishes the basic principles of a common strategy to define a nd set
objectives for ambient air quality. Theaimisto avoid, prevent or reduce harmful effects
on human health and the environment, assess ambient air quality in the Member States,
inform the public, notably by means of alert thresholds, and improve air quality whereit
is unsatisfactory.

In order to maintain and improve air quality within the Community, this Directive
defines basic principles which make it possible to

establish quality objectives for ambient air (outdoor air in the troposphere);
draw up common methods and criteria for assessing air quality;
obtain and disseminate information on air quality.

The Member States are responsible for implementing the Directive. The European
Parliament and the Council must lay down limit values and alert thr esholds for the
pollutants sulphur dioxide, nitrogen dioxide and oxides of nitrogen, particul ate matter
and lead, benzene and carbon monoxide, ozone, polycyclic aromatic hydrocarbons
(PAH), cadmium, arsenic, nickel and mercury (cf. Daughter Directives). Fo r other
pollutants, the Commission shall submit to the Council proposals for fixing limit values
and, as appropriate, alert thresholds. When selecting other pollutants, the following
criteria have to be applied, cf. Annex I11:

® Thefollowing abstract is based on the current legislation. The Commission is working on aproposal for an
amended Directive. It is expected that the coming legislation will not change therole of classification and
labelling so that the conclusions derived in this analysis will also be valid for the future Directive.
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1. Possibility, severity and frequency of effects; with regard to human health and the
environment as awhole, the irreversible effects must be of special concern ;

2. Ubiquity and high concentration of the pollutant in the atmosphere;

3. Environmental transformations or metabolic alte rations, as these aterations may lead to
the production of chemicals with greater toxicity;

4. Persistencein the environment, particularly if the pollutant is not biodegradable and can
accumulate in humans, the environment or food chains;

5. Impact of the pollutant: size of exposed population, living resources or ecosystems,
existence of particularly sensitiv e targets in the zone concerned;

6. Results of risk assessment methods.

The pertinent danger criteria establishe d under Directive 67/548/EEC and its successive
adaptations must be taken into account in the selection of the pollutants.

Ambient air quality must be monitored throughout the territory of the Member States.
Different methods may be used for this: measuring, mathematical modelling, a
combination of the two, or estimates. Assessment of thistype is mandatory in built -up
areas with more than 250 000 inhabitants, or in areas where concentrations are close to
the limit values.

If the limit values are exceeded Member States must devise a programme  for attaining
them within a set deadline. The programme which must be made available to the public
must contain at least the following information: the location where the pollution is

excessive, the nature and an assessment of the pollution and the origin  of the pollution.

Member States are required to draw up alist of the areas and conurbations where
pollution levels exceed the limit values. Where the aert thresholds are crossed, Member
States must inform the inhabitants and send the Commission any rele vant information
(recorded pollution level, duration of the alert, etc.). Where certain geographical areas
and conurbations have pallution levels below the limit values, the Member States must
maintain those levels below the said values.

The Directive cont ains further provisions on the forwarding of information and on
reports on pollution levels and the areas concerned.

[11.5.2. Analysis of thelinksto classification and labelling provisionsand ant icipation of
the potential effects of GHS

InitsAnnex 111, the Ambient Air Quality Directive makes reference to the Dangerous
Substances Directive: it uses the classification s from Directive 67/548/EEC as criteria
for choosing air pollutants:

ANNEX 11
GUIDELINES FOR SELECTING AIR POLLUTANTS FOR CONSIDERATION

1. Passibility, severity and frequency of effects; with regard to human heealth and the environment as awhole, the
irreversible effects must be of special concern.

2. Ubiquity and high concentration of the pollutant in the atmosphere.

3. Environmental transformations or metabolic alterations, as these alterations may lead to the production of
chemicals with greater toxicity.
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4. Persistence in the environment, particularly if the pollutant is not biodegradable and can accumulatein
humans, the environment or food chains.

5. Impact of the pollutant:

- size of exposed population, living resources or ecosystems,

- existence of particularly sensitive targets in the zone concerned.
6. Risk-assessment methods may also be used.

The pertinent danger criteria established under Directive 67/548/EEC (1) and its successive adaptations must be
taken into account in the selection of the pollutants.

However, as can be seen from the same quotation, any conclusions are derived from
congderations of risk and exp osur e of humans and the environment to the pollutant of
concern. This means that classification as such is not the decisive factor. The GHS
which islikely to classify addit ional chemicals will have minim al effectsonly in so
far asadditional air pollutan ts could be selected for further consideration.

[11.5.3. Suggestions how to minim ise potential effects of the GHS

The GHS will have minim a effects only. In order to minimise potential effects related to
additional classification under GHS, it is propose d to exempt from the reference to classified
substances and preparations those hazard classifications (classes and categories/ types/
divisions) which are newly introduced by the GHS , in accordance with Solution 1, cf. Part |
of this study. Therespectiv e classifications arelisted in Table V1.1 of Part |. Such an
exemption would enable Member Statesto focus their resources on the most relevant risks.
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I11.6. Water Framework Directive

Directive 2000/60/EC of the European Parliament and of the Council o f 23 October
2000 establishing a framework for Community action in the field of water policy

Decison No 2455/2001/EC of the Eur opean Parliament and of the Council of 20
November 2001 establishing thelist of priority substances

http://europa.eu.int/eur -lex/lex/LexUri Serv/LexUriServ.do?2uri=CEL EX:32000L0060:EN:HTM L

http://europa.eu.int/eur -lex/pri/en/oj/dat/2001/1 331/ 33120011215en00010005.pdf

Directive 2000/60/EC (, Water Framework Directive") is based on Article 175(1) of the
Treaty. It establishes a Community framework for the protection of inland surface waters,
transitional waters, coastal waters and groundwater. It aims at preventing and reducing
pollution, promoting sustainable water use, protecting the aquatic environment, improving the
status of aquatic ecosystems and mitigating the effects of floods and droughts.

The Water Framework Directive refers to hazardous properties and hazardous substances at
numerous placesin the legislation . In particular, Decision 2455/2001/EC sets up alist of
priority hazardous substances in accordance with Article 16 of the Water Framework
Directive. However, the prevailing approach for defining priority hazardous substancesis
based on risk, and not on hazard — hazardous properties may only serve as basisfor selecting
defined pollutantsfor further assessment. Accordingly, any legislation on classification and
labelling, be it the current system or the GHS, will only have minim al effects on the legal
obligations stipulated in the Water Framework Directive.

[11.6.1. Abstract of the legidation

Directive 2000/60/EC (, Water Framework Directive") is based on Article 175(1) of the
Treaty. It establishes a Community framework for the protection of inland surface
waters, transitional waters, coastal waters and groundwater. It aims at preventing and
reducing pollution, promoting sustainable water use, protecting the aquatic environment,
improving the status of aquatic ecosystems and mitigating the effects of floods and
droughts.

Under the Water Framework Directive, Member States have to identify all the river
basins lying within their national territory and assign them to individual river basin
districts. River basins covering the territory of more than one Member State will be
assigned to an international river basin district. By 22 December 2003 at the latest, a
competent authority will be designated for each of the river basin districts.

Four years after the date of entry into force of thisdirective, Member States must
complete an analysis of the characteristics of each river basin didtrict, areview of the
impact of human activitiy on the water, an economic analysis of water use and aregister
of areasrequiring special protection. All bodies of water used for the abstraction of
water intended for human consumption providing more than 10 m3 aday as an average
or serving more than 50 persons must be identified.
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Nine years after the date of entry into force of the Directive, a management plan and
programme of measures must be produced for each river basin district, taking account of the
results of the analyses and studies pr ovided for in point 2.

The measures provided for in the river basin management plan seek to:

prevent deterioration, enhance and restore bodies of surface water, achieve good chemical
and ecological status of such water and reduce pallution from discharges and emissions of
hazardous substances;

protect, enhance and restore all bodies of groundwater, prevent the pollution and
deterioration of groundwater, and ensure a balance between astraction and recharge of
groundwater;

preserve protected areas.

The abovementioned objectives have to be achieved at the latest fifteen years after the date of
entry into force of the Directive, but this deadline may be extended or relaxed, albeit under
the conditions laid down by the Directive.

The Member States will encour age the active involvement of all interested partiesin the
implementation of this Directive, in particular asregards theriver basin management plans.

Temporary deterioration of bodies of water isnot in breach of the requirements of this
Directiveif it istheresult of circumstances which are exceptional or could not reasonably
have been foreseen and which are due to an accident, natural cause or  force majeure.

By 2010, Member States must ensure that water pricing policies provide adequate incentives
for usersto use water resources efficiently and that the various economic sectors contribute to
the recovery of the costs of water services including those relating to the environment and
resources.

The Commission submitted a list of priority substances sel ected amongst those which present
asignificant risk to or via the aquatic environment. Measures to control such substances, as
well as quality standards applicable to concentrations thereof, will also be proposed. The aim
of such measuresisto reduce, st op or eliminate discharges, emissions and losses of priority
substances. Thislist forms Annex X to the present Directive.

Two years after the entry into force of this Directive, the Commission will publish a proposal
with specific measures to prevent and control the pollution of groundwater .

At the latest twelve years after the date of entry into force of this Directive and every six years
thereafter, the Commission will publish areport on the implementation of the Directive. The
Commission will convene when appropriate a conference of interested parties on Community
water policy which will involve Member States, representatives from the competent
authorities, the European Parliament, NGO s, the social and economic partners, consumer
bodies, academics and other experts.

The Directive lays down that Member States will determine penalties applicable to breaches
of the provisions adopted which are effective, proportionate and dissuasive.

Seven years after the entry into force of the Directive, the following legislation will be
repealed: Directive 75/440/EEC, Decision 77/795/EEC and Directive 79/869/EEC.
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[11.6.2. Analysis of thelinksto classification and labelling provisions and ant icipation of
the potential effects of the GHS

The Water Framework Directive refers to hazardous properties and hazardous substances at
numerous placesin the legislation, inter aia

Article 2, Definitions:

29. "Hazardous substances' means substances or groups of substancesthat aretoxic, persistent and liable to bio-
accumulate, and other substances or groups of substances which giverise to an equivalent level of concern.

30. "Priority substances" means substancesidentified in accordance with Article 16(2) and listed in Annex X.
Among these substances there are "priority hazardous substances" which means substancesidentified in accord-
ance with Article 16(3) and (6) for which measures have to be taken in accordance with Article 16(1) and (8).
31. "Pallutant" means any substance liable to cause pallution, in particular those listed in Annex V1I1.

Annex [1.1., Surface Waters, 1.3, Estimation of pressures:

Member States shall collect and maintain information on the type and magnitude of the significant anthropogenic
pressures to which the surface water bodies in each river basin district are liable to be subject, in particular the
following.

Estimation and identification of significant point source pollution, in particular by substances listed in Annex
VIII, from urban, industrial, agricultural and other installations and activities, based, inter alia, on information
gathered under:

(i) Articles 15 and 17 of Directive 91/271/EEC;

(ii) Articles9 and 15 of Directive 96/61/EC(1);

and for the purpases of the initial river basin management plan:

(iii) Article 11 of Directive 76/464/EEC; and

(iv) Directives 75/440/EC, 76/160/EEC(2), 78/659/EEC and 79/923/EEC(3).

Estimation and identification of significant diffuse source pallution, in particular by substances listed in Annex
VIII, from urban, industrial, agricultural and other installations and activities; based, inter dia, on information
gathered under:

(i) Articles 3, 5 and 6 of Directive 91/676/EEC(4);

(ii) Articles 7 and 17 of Directive 91/414/EEC,;

(iii) Directive 98/8/EC; ...

Annex VIII, Indicative list of main pollutants:

4. Substances and preparations, or the breakdown products of such, which have been proved to possess
carcinogenic or mutagenic properties or properties which may affect steroidogenic, thyroid, reproduction or
other endocrine-related functionsin or via the aquatic environment.

As can be seen from this first set of quotations, the definition of the term ,hazardous® aswell
asof the properties “toxic” and “ carcinogenic or mutagenic” is not explicitly based on the
criteriaset out Directive 67/548/EEC. However, even if we assumed that the underlying
criteriaare based on Directive 67/548/EEC, any shift to the GHS criteriawould not have an
effect for the hazards “ carcinogenic” and “mutagenic” s ince the hazard criteriawill not
change under GHS. With regard to toxic properties, it isnot clear which kind of toxicity is
referred to. However, whatever the underlying criteriamay be: the attribute “toxic” will only
serve as basis for selecting defin ed pollutants for further assessment.

Article 16, Strategies against pollution of water:

1. The European Parliament and the Council shall adopt specific measures against pollution of water by
individual pollutants or groups of pollutants presenting a significant risk to or via the aguatic environment,
including such risksto waters used for the abstraction of drinking water. For those pollutants measures shall be
aimed at the progressive reduction and, for priority hazardous substances, as defined in Article 2(30), at the
cessation or phasing-out of discharges, emissions and losses. Such measures shall be adopted acting on the
proposals presented by the Commission in accordance with the procedures laid down in the Treaty.
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2. The Commission shall submit a proposal setting out a list of priority substances selected amongst those which
present a significant risk to or via the aquatic environment. Substances shall be prioritised for action on the basis
of risk to or via the aguatic environment, identified by:

(@) risk assessment carried out under Council Regulation (EEC) No 793/93(22), Council Directive
91/414/EEC(23), and Directive 98/8/EC of the European Parliament and of the Council(24), or

(b) targeted risk-based assessment (following the methodol ogy of Regulation (EEC) No 793/93) focusing solely
on aguatic ecotoxicity and on human toxicity via the aguatic environment.

When necessary in order to meet the timetable laid down in paragraph 4, substances shall be prioritised for
action on the basis of risk to, or via the aquatic environment, identified by a simplified risk-based assessment
procedure based on scientific principles taking particular account of:

- evidence regarding the intrinsic hazard of the substance concerned, and in particular its aguatic ecotoxicity and
human toxicity via aguatic exposure routes, and

- evidence from monitoring of widespread environmental contamination, and

- other proven factors which may indicate the possibility of widespread environmental contamination, such as
production or use volume of the substance concerned, and use patterns.

3. The Commission's proposal shall also identify the priority hazardous substances. In doing so, the Commission
shall take into account the selection of substances of concern undertaken in the relevant Community legislation
regarding hazardous substances or relevant international agreements.

4. The Commission shall review the adopted list of priority substances at the latest four years after the date of
entry into force of this Directive and at least every four years thereafter, and come forward with proposals as
appropriate.

5. In preparing its propasal, the Commission shall take account of recommendations from the Scientific
Committee on Toxicity, Ecotoxicity and the Environment, Member States, the European Parliament, the
European Environment Agency, Community research programmes, international organisations to which the
Community is a party, European business organisations including those representing small and medium-sized
enterprises, European environmental organisations, and of other relevant information which comestoits
attention.

6. For thepriority substances, the Commission shall submit proposals of controls for:

- the progressive reduction of discharges, emissions and losses of the substances concerned, and, in particular

- the cessation or phasing-out of discharges, emissions and losses of the substances as identified in accordance
with paragraph 3, including an appropriate timetable for doing so. The timetable shall not exceed 20 years after
the adoption of these proposals by the European Parliament and the Council in accordance with the provisions of
this Article.

In doing so it shall identify the appropriate cost-effective and proportionate level and combination of product and
process controls for both point and diffuse sources and take account of Community-wide uniform emission limit
values for process controls. Where appropriate, action at Community level for process controls may be
established on a sector-by-sector basis. Where product controls include areview of the relevant authorisations
issued under Directive 91/414/EEC and Directive 98/8/EC, such reviews shall be carried out in accordance with
the provisions of those Directives. Each proposd for controls shal specify arrangementsfor their review,
updating and for assessment of their effectiveness.

7. The Commission shall submit proposals for quality standards applicable to the concentrations of the priority
substances in surface water, sediments or biota.

8. The Commission shall submit proposals, in accordance with paragraphs 6 and 7, and at least for emission
controls for point sources and environmental quality standards within two years of the inclusion of the substance
concerned on the list of priority substances. For substances included in thefirst list of priority substances, in the
absence of agreement at Community level six years after the date of entry into force of this Directive, Member
States shall establish environmental quality standards for these substances for all surface waters affected by
discharges of those substances, and controls on the principal sources of such discharges, based, inter alia, on
consideration of all technical reduction options. For substances subsequently included in the list of priority
substances, in the absence of agreement at Community level, Member States shall take such action five years
after the date of inclusion in the list.

9. The Commission may prepare strategies against pollution of water by any other pollutants or groups of
pallutants, including any pollution which occurs as a result of accidents.

10. In preparing its proposals under paragraphs 6 and 7, the Commission shall also review all the Directives
listed in Annex IX. It shall propose, by the deadline in paragraph 8, arevision of the controls in Annex 1X for all
those substances which areincluded in the list of priority substances and shall propose the appropriate measures
including the possible repeal of the controls under Annex IX for al other substances.

All the controls in Annex IX for which revisions are proposed shall be repealed by the date of entry into force of
those revisions.
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11. Thelist of priority substances of substances mentioned in paragraphs 2 and 3 proposed by the Commission
shall, on its adoption by the European Parliament and the Council, become Annex X tothis Directive. Its
revision mentioned in paragraph 4 shall follow the same procedure.

Annex VII.A, River basin management plans:

7.7. asummary of the measures taken in accordance with Article 16 on priority substances; ...

With regard to the priority substances, Article 16 deserves particular attention: It setsout a
"Strategy against pollution of water" , comprising the establishment of a first list of priority
substances to become Annex X to the Directive asafirst step. Thislist was set up by Decision
2455/2001/EC which was adopted on 20 November 2001.

Thelist identifies 33 substances or group of substances, which have been shown to be of
major concern for European Waters , cf. Table 111.6.2.1 below . Within thislist, 11 substances
have been identified as priority hazardous substances which are of particular concern for the
inland, transitional, coastal and territorial waters. These substances will be subject to
cessation or phasing out of discharges, emissions and |osses within an appropriate timetable
that shall not exceed 20 years. A further 14 substancesareident ified as being subject fo
review for identification as possible "priority hazardous substances'.

No. CAS number EU number Name of priority Identified as

substance priority
hazardous
substance

1) 15972-60-8 240-110-8 Alachlor

%) 120-12-7 204-371-1 Anthracene (X)**=*

3) 1912-24-9 217-617-8 Atrazine (X)**=*

4) 71-43-2 200-753-7 Benzene

(5) n.a n.a Brominated diphenylethers XHHx®
**)

(6) 7440-43-9 231-152-8 Cadmium and its X
compounds

(7) 85535-84-8 287-476-5 Cio-13-chloroalkanes (**) X

(8) 470-90-6 207-432-0 Chlorfenvinphos

9) 2921-88-2 220-864-4 Chlorpyrifos (X)**=*

(10) 107-06-2 203-458-1 1,2-Dichloroethane

1) 75-09-2 200-838-9 Dichloromethane

12 117-81-7 204-211-0 Di(2-ethylhexyl)phthalate (X)**=*
(DEHP)

(13) 330-54-1 206-354-4 Diuron (X)x=**
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(14

(15
(16)
17
(18)

(19)
(20)

(21)

(22)
(23)

(24

(25

(26)

@7)
(29)

(29)

(30)

115-29-7

959-98-8

206-44-0

118-74-1

87-68-3

608-73-1

58-89-9

34123-59-6

7439-92-1

7439-97-6

91-20-3

7440-02-0

25154-52-3

104-40-5

1806-26-4

140-66-9

608-93-5

87-86-5

n.a

50-32-8

205-99-2

191-24-2

207-08-9

193-39-5

122-34-9

688-73-3

36643-28-4

204-079-4

n.a

205-912-4

204-273-9

201-765-5

210-158-9

200-401-2

251-835-4

231-100-4

231-106-7

202-049-5

231-111-4

246-672-0

203-199-4

217-302-5

n.a

210-172-5

201-778-6

n.a

200-028-5

205-911-9

205-883-8

205-916-6

205-893-2

204-535-2

211-704-4

n.a

Endosulfan
(alpha-endosulfan)
Fluoranthene (*****)
Hexachlorobenzene
Hexachlorobutadiene
Hexachlorocyclohexane
(gamma-isomer, Lindane)
|soproturon

Lead and its compounds

Mercury and its
compounds

Naphthaene

Nickel and its compounds
Nonylphenols
(4-(para)-nonylphenal)
Octylphenols
(para-tert-octyl phenol)
Pentachlorobenzene
Pentachl orophenol
Polyaromatic hydrocarbons
(Benzo(a)pyrene),
(Benzo(b)fluoroanthene),
(Benzo(g,h,i)perylene),
(Benzo(k)fluoroanthene),
(Indeno(1,2,3-cd)pyrene)
Simazine

Tributyltin compounds

(Tributyltin-cation)

(x)***

(x)***
(x)***

X

(x)***

(x)***

X

(x)***

X

(x)***

X
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31 12002-48-1 234-413-4 Trichlorobenzenes (X)*=**

120-82-1 204-428-0 (1,2,4-Trichlorobenzene)
32 67-66-3 200-663-8 Trichloromethane
(Chloroform)
33 1582-09-8 216-428-8 Triflurdin (X)**=*

Table111.6.2.1: List of priority substancesin thefield of w ater policy (*)

* Where groups of substances have been selected, typical individual representatives are listed as indicative
parameters (in brackets and without number). The establishment of controls will be targeted to these
individual substances, without prejudicing the inclusion of other individual representatives, where

appropriate.

. These groups of substances normally include a considerable number of individual compounds. At present,
appropriate indicative parameters cannot be given.

A This priority substance is subject to areview for identification as possible "priority hazardous substance'The

Commission will make a proposal to the European Parliament and Council for its final classification not later
than 12 months after adoption of thislist. The timetable laid down in Article 16 of Directive 2000/60/EC for
the Commission's proposals of controlsis not affected by this review.

. Only Pentabromobiphenylether (CAS number 32534-81-9)

P Fluorantheneis on thelist as an indicator of other, more dangerous Polyaromatic Hydrocarbons

As can be seen from the table, the listincludes selected existing chemicals, plant protection
products, biocides, metals and other groups like Polyaromatic Hydrocarbons (PAH) that are
mainly incineration by -products and Polybrominated Biphenylethers (PBDE) tha t are used as
flame retardants. In identifying priority hazardous substances, account was taken of the
precautionary principle, relying in particular on the determination of any potentially adverse
effects of the product and on a scientific assessment of therisk, cf. Recital 44 of Directive
2000/60/EC. This means that in setting up the list, the hazard of a substance was of
subordinate relevance —therisk of a substance was determining the status as priority
hazardous substance.

In general, the findings above suggest that any legislation on classification and labelling,
beit thecurrent system or the GHS, will have no effect on the legal obligations
stipulated in the Water Framework Directive. The prevailing approach for defining
priority hazardous substancesisbased on risk, and not on hazard — hazar dous
properties may only serve as basisfor selecting defined pollutantsfor further
assessment.

[11.6.3. Suggegtions how to m inimise potential effects of the GHS

The GHS will have no effect.
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V. Occupational Health and Safety

IV.1. Council Directive 1998/24/EC of 7 April 1998 on the protection of the health and
safety of workersfrom therisksrelated to chemical agents at work

http://europa.eu.int/eur -lex/pri/en/oj/dat/1998/I_131/I_13119980505en00110023. pdf

Council Directive 1998/24 /EC (“Chemical Agents Directive") lays down minimum
requirementsfor the prote ction of workers from risksto their safety and health arising from

the effects of chemical agents that are present at the workplace . The requirements apply where
hazardous chemical agents are present or may be present at the workplace. A hazardous
chemical agent normally is a substance or a mixture which meets the criteriafor classification
as dangerous according to Directive 67/548/EEC or 1999/45/EC.

The Chemical Agents Directive imposes various legal obligations on the employe r. The
obligation to replace a dangerous chemical agent by a |less hazardous chemical as well as
protection and prevention measures are derived from the request to eliminate or reduce risk.
Hazard classification is thetrigger for risk assessments to be carried out.

Due to new hazard classifications and to differences between the EU and GHS classification
criteria, additional chemical agents are likely to be classified compared to the current
situation. In order to minimise effects related to additional classification under GHS, it is
proposed to exempt from the reference to classified substances and mixture s those hazard
classfications (classes and categories/ types/ divisions) which are newly introduced by the
GHS.

IV.1.1. Abstract of the legidation

Council Directive 1998/24/EC (“Chemical Agents Directive’) isbased on Article 137 of the
Treaty. It lays down minimum requireme ntsfor the protection of workers from risksto their
safety and heglth arising, or likely to arise, from the effects of chemical agents that are present
at the workplace or as aresult of any work activity involving chemical agents. The
requirements of this Directive apply where hazardous chemical agentsare present at the
wor kplace. A hazardous chemical agent is a substance or a mixture which meets the criteria
for classification as dangerous according to Directive 67/548/EEC or 1999/45/EC. Any
substance or mixture that only meets the criteria for classification as dangerous for the
environment is excluded from the scope of Directive 1998/24/EC. Other hazardous chemical
agents are defined, namely those which present arisk to the safety and health of worke rseven
if they do not meet the classification criteria.

The Chemical Agents Directive requests the European Commission to evaluate the
relationship between the health effects of hazardous chemical agents and the level of
occupational exposure. The Commission isthen to establish indicative or binding
occupational exposure limit values (OELV) aswell as (binding) biological limit values.
Based on the Community level value, Member States will have to set an indicative or binding
national occupational exposure limit value or a (binding) biological limit value, respectively.
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With regard to the protection of health and safety of workers from therisks related to
chemical agents at work , the Chemical Agents Directive implements the principles
substitution, prevention, protection and control. It imposes various legal obligations on the
employer. The scope of obligations depends on the evaluation of the risks arising from the
presence of hazardous chemicals at the workplace:

A general obligation is that t he employer shall ensurethat therisk from a hazardous
chemical agent to the safety and health of workersat work is eli minated or reduced to a
minimum,;

Substitution of dangerous substances shall by preference be undertaken: the employer
shall avoid the use of a hazardous chemical agent by replacing it with achemical agent or
process which, under its condition of use, is not hazardous or less hazardous to workers
safety and health;

The evaluation reveals a slight risk to the safety and health of workers: In this case, the
provisions of Articles 6 (“ Specific protection and prevention measures’), 7
(“Arrangements to deal with accidents, incidents and emergencies’) and 10 (“Health
surveillance™) don't apply;

The evaluation reveals a significant risk to the safety and health of workers: In this case,
the specific protection, prevention and monitoring measures laid down in Articles 6, 7 and
10 apply;
In case occupational exposure limit values or biological limit values have been set, additional
obligations may apply:

Measurements of hazardous chemicals agents at the workplace may demongtrate that an
occupational exposure limit value effectively established on the territory of a Member
State has been exceeded. In this case, the employer shall immediately take steps, takin g
into account the nature of that limit, to remedy the situation by carrying out preventive
and protective measures;

Where a binding biological limit value has been set (cf. Annex Il to Directive
1998/24/EC), health surveillanceis acompulsory requirement for work with the
hazardous chemical agent in question. Workers shall be informed of this requirement
before being assigned to the task involving risk of exposure to the hazardous chemical
agent.

Other obligations relate to information and training of wor kersaswell as to consultation and
participation of workers.
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Employer Hazardous chemical agents
The employer shall present at the workplace
ensure that the risk

from a hazardous Risk assessment
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safety and health of - particular activities

workers at work is - multiple exposure

eliminated or reduced

to a minimum. o
General principles for the
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- emergency arrangements
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Specific protection and
prevention measures

Figure 6: Overview of
the obligations for
employers
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Further provisionsrelate to precautions and arrangements to deal with accidents, incidents

and emergencies (cf. Article 7). To prevent the exposure of workersto health risks from
certain chemical agents and/or certain activities involving chemical agents, the production,
manufacture or use at work of the chemical agents and the activities set out in Annex |11 shall
be prohibited to the extent specified therein (cf. Article 9.1). The Council, in accordance with
the procedure laid down in Article 138 of the Treaty, may amend the list of prohibitions to
include further chemical agents or activities. Derogations for the activities listed in Annex 111
are possible under particular condition s, Member States may provide a system of individual
authorisations (cf. Article 9.2).

Adjustments of a strictly technical nature to the Annexes shall be adopted in comitol ogy, cf.
the procedure laid down Article 17 of Directive 89/391/EEC (cf. Article12.1 ). The
Commission has, after consultation of the Advisory Committee on Safety, Hygiene and

Health Protection at Work, drawn up practical guidelines of anon -binding nature. These
guidelines address the topics referred to in Articles 3, 4, 5, 6 and Annex Il , section |. They are
available as “Practical guidelines of anon -binding nature on the protection of the health and
safety of workersfrom the risksrelated to chemical agentsat work” (Dok. 2261 -00-00-EN
final). In the context of the application of this Directive, Member States shdll take account as
far as possible of these guidelines in drawing up their national palicies for the protection of

the health and safety of workers (cf. Article 12.2).

IV.1.2. Analysis of the linksto classification and labelli ng provisions and anticipation of
the potential effects of the GHS

Thelegal obligations of the Chemical Agents Directive are based both on hazard /
classfication and on risk / exposure.

A. Risk reduction by substitution of hazardous chemical agents

In general, the Directive requests to ensure that the risk from a hazardous chemical agent to
the safety and health of workers at work is eliminated or reduced to a minimum. First of all,
substitution should be considered. Thisisrevealedin Article 6:

1. The employer shall ensure that the risk from a hazardous chemica agent to the safety and health of workers at
work iseliminated or reduced to a minimum.

2. In applying paragraph 1, substitution shall by preference be undertaken, whereby the employer shall avoid
the use of ahazardous chemical agent by replacing it with achemica agent or process which, under its condition
of use, isnot hazardous or less hazardous to workers' safety and health, asthe case may be.

Where the nature of the activity does not permit risk to be eliminated by substitution, having regard to the
activity and risk assessment referred toin Article 4, the employer shall ensure that the risk isreduced to a
minimum by application of protection and prevention measures, consistent with the assessment of the risk made
pursuant to Article 4. ...

Due to new hazard classifications and to differences between the EU and GHS classification
criteria, additional chemical agentsare likely to be classified compared to the current
situation, cf. Table V.3 of Part | and Annex | to this study . For explosives, also the materials
classfied will change. Anincreasein classification impliesthat Article 6 of the Chemical
Agents Directive will apply to further hazardous chemical agents compared to the current
situation: it will have to be checked for further chemicalsif thereisarisk that needsto be
eliminated by substitution.
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B. Risk reduction — protection and prevention measures

The Chemical Agents Directiveis exposure-based and risk-driven: risk assessments
related toworkers exposur e to the hazar dous chemicals present at the workplace form
the precondition for general risk reduction and specific protection and prevention
measur es, cf. the Figure above and the Practical Guidelines.

Accordingly, Article 4 —“ Determination and assessment of risk of hazardous chemical
agents” defines the performance of arisk assessment as acrucial obligation for each
employer. The risk assessment shall take account of

- the hazardous properties of the chemi cal agents present at the workplace,

- information on safety and health from the supplier,

- thelevd, type and duration of exposure,

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

- OELYV or biological limit values established on thet erritory of a Member State,

- where available, the conclusionsto be drawn from any health surveillance aready
undertaken.

Under GHS, additional chemical agents arelikely to be classified compared to the current
situation, due to new hazard classifications and to differences between the EU and GHS
classfication criteria, cf. Table V.3 of Part | of this study. This implies that more substances
and mixtures would trigger the obligations o f Council Directive 1998/24/EC in so far asthey
would trigger further assessments of exposure and risk. With regard to risk reduction and
prevention, however, further action which goes beyond the currently applied measures may
not be necessary.

Concluding, therisk-based approach impliesthat the classification of achemical agent
as such isnot the decisive factor for the measur esto betaken. Accordingl y, the GHSwill
only have minimal effects on the obligations of the Chemical Agents Directive.

I'V.1.3. Suggestions how to minim ise potential effects of the GHS

The shift of reference to the GHS in the Chemical Agents Directive will resultin the need
for a consequential amendment of the G uidelines to Directive 1998/24/EC (Dok. 2261-00-
00-EN final) in the specific section that mentions chemical risk phrases.

In order to minimise effectsrelated to potential additional classfication under GHS, it is
proposed to exempt from the referenceto classified substances and mixture s those hazard
classifications (classes and categories/ types/ divisions) which are newly introduced by
the GHS, in accordance with Solution 1, cf. Part | of this sudy. Therespective
classifications arelisted in Table V1.1 of Part | . Such an exemption would enable the
employer to focus his resources on the most relevant risks.

With regard to the reclassi fication of current entriesin Annex | to Directive 67/548/EEC,
the GHS Regulation will provide for conversions for CMR and respiratory sensitisers on
the basis of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS
Regulation. Non-harmonised, but classified CMRs can easily be reclassified by using the
conversion tablein Annex VI1.
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Basi ¢ documents used for the analysis

Practical Guidelines of anon -binding nature on the protection of the health and safety of
workers from the ri sksrelated to chemical agents at work (Articles 3, 4, 5 and 6; Annex |1,
section 1 of Directive 1998/24/EC). Dok. 2261 -00-00-EN final.
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I'V.2. Directive 2004/37/EC of the Eur opean Parliament and of the Council of 29 April
2004 on the protection of workers from therisksrelated to exposur e to carcinogens or
mutagens at work

http://europa.eu.int/eur -lex/pri/en/oj/d/2004/1_158/|_15820040430en00500076.pdf

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi! celexapi! prod! CEL EXnumdoc& Ig=EN&n
umdoc=31990L 0394& model =quichett

Directive 2004/37/EC (“Carcinogens Directive”) derives legal obligations from the presence
of substances and mixtures at the workplace which meet the criteria for classification as
carcinogenic or mutagenic category 1 or 2 according to Directives 67/548/EEC and
1999/45/EC. Dueto amainly risk -based approach and equivalent hazard criteriain the current
classfication system and in the GHS, it can be expected that the GHS Regulation will have no
effect on thelegal obligations of the Carcinogens Directive. Consequentia | changesto
Directive 2004/37/EC are not deemed necessary.

IV.2.1. Abstract of the legislation

Directive 2004/37/EC (“Carcinogens Directive”) is based on Article 137 (2) of the Treaty. It
lays down minimum requirements to protect workers against risks ar isng specifically from
exposure to car cinogens and mutagens, to lessen exposure with a view to reducing health
risks, to establish exposure limit values and to take preventive measures. Carcinogens and
mutagens are defined as substances or preparations (GHS: mixtures) which meet the
classfication criteria for categories 1 and 2 as set out in Directives 67/548/EEC and
1999/45/EC. Beyond, carcinogens are defined as substances, preparations or processes
referred to in Annex | to the Carcinogens Directive as well as substances or preparations
released by a process referred to in that Annex.

The nature, degree and duration of workers exposure to carcinogens or mutagens must
be regularly determined in order to assess any health risk and decide the measuresto be
taken. Account must be taken of all routes of exposure, including absorption into and/o r
through the skin.

The employer must reduce the use of and exposure to carcinogens or mutagens at work,
in particular by replacing them, in so far asis technically possible, by a substance,
preparation or process which is not dangerous or isless danger ous. Wherethisis not
possible, exposure must be prevented or reduced to aslow alevel asistechnically
possible, preferably by manufacture / use in a closed system. Various preventive
measures have to be applied by the employer when use of a carcinogen or mutagen
cannot be circumvented or when situations of exceptional high exposure occur, e.g.
maintenance or emergency. These measures pertain to working processes and
procedures, technical facilities and engineering control measures, individual and
collective protection measures, measurement of exposure, emergency plans and storage
and waste disposal. Also, information and training of workersaswell as regular health
surveillance are foreseen. On request of the competent authority, information on the
reasons for using carcinogens and/or mutagens, on preventive measures taken and the
number of workers exposed to carcinogens and/or mutagens is to be made available by
the employer. Workers have to be consulted in matters covered by this Directive.
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Member States must make suitable arrangements for monitoring the health of exposed
workers, with a view to implementing the necessary corrective measures and
determining the protective or preventive measures to be taken in respect of individual
workers. Practical recommendations are given in Annex I1. All cases of cancer identified
asresulting from occupational exposure must be notified to the competent authority. The
up-to-date list of exposed workers, which the employer is required to keep, and
individual medica records, areto be kept for at least 40 years following the end of
exposure.

The Council lays down limit values for occupational exposurein separate Directives
with respect to all those carcinogens and mutagens for which it is possible and, where
necessary, other directly related provisions. Currently, limit valuesfor benzene, vinly
chloride monomer and hardwood dusts have been set.

Annexes| and 111 may be amended only by the Council (Article 138 of the Treaty),
whilst technical adjustmentsto Annex |l a re adopted by the Commission, asssted by the
designated committee.

IV.2.2. Analysis of the linksto classification and labelling provisions and anticipation of
the potential effects of the GHS

Thelegal obligations of the Carcinogens Directi ve are based both on hazard / classification
and on risk / exposure. The main reason for a substance or a mixture to be subject to the
provisions of this Directive is meeting the criteriafor classification as carcinogen or mutagen
category 1 or 2, based on the criteria set out in Directives 67/548/EEC and 1999/45/EC. This
isrevealed in Article 2:

For the purposes of this Directive,

a) "carcinogen” means:
i) a substance which meets the criteria for classification asa category 1 or 2 carcinogen set out in Annex
V1 to Directive 67/548/EEC,
ii) a preparation composed of one or more substances referred to in point (i) where the concentration of
one or more of the individual substances meets the requirements for concentration limits for the
classification of apreparation as a category 1 or 2 carcinogen set out either:
-in Annex | to Directive 67/548/EEC; or
- in Part B of Annex Il to Directive 1999/45/EC where the substance or substances do not
appear in Annex | to Directive 67/548/EEC or appear in it without concentration limits;
iii) a substance, preparation or process referred to in Annex | to this Directive aswell as a substance or
preparation released by a process referred to in that Annex;
b) "mutagen" means:
i) a substance which meets the criteria for classification asa category 1 or 2 mutagen set out in Annex
V1 to Directive 67/548/EEC,
ii) a preparation composed of one or more substances referred to in point (i) where the concentration of
one or more of the individual substances meets the reguirements for concentration limits for the
classification of apreparation as a category 1 or 2 mutagen set out in either:
- Annex | to Directive 67/548/EEC; or
- Part B of Annex |l to Directive 1999/45/EC where the substance or substances do not appear
in Annex | to Directive 67/548/EEC or appeer in it without concentration limits; ...
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Therequirement to substitute CM R, where technically possible, istriggered by the
carcinogenic or mutagenic hazard of a chemical agent alone. Thisisrevealed in Article 4:

1. The employer shall reduce the use of a carcinogen or mutagen at the place of work, in particular by replacing
it, in so far as istechnically possible, by a substance, preparation or process which, under its conditions of usg, is
not dangerous or is less dangerous to workers' health or safety, asthe case may be.

2. The employer shall, upon request, submit the findings of his investigations to the relevant authorities.

Further prevention measures are based on risk. Thisisrevealed in Article 5:

1. Where the results of the assessment referred to in Article 3(2) reveal arisk to workers' health or safety,
workers' exposure must be prevented.

2. Where it is not technically possible to replace the carcinogen or mutagen by a substance, preparation or
process which, under its conditions of use, is not dangerous or is less dangerous to health or safety, the employer
shall ensure that the carcinogen or mutagen is, in so far asistechnically possible, manufactured and used in a
closed system.

3. Where a closed system is not technically possible, the employer shall ensure that the level of exposure of
workersis reduced to as low alevel asis technically possible.

4. Exposure shall not exceed the limit value of a carcinogen as set out in Annex I11.

5. Wherever a carcinogen or mutagen is used, the employer shall apply all the following measures:

a) limitation of the quantities of a carcinogen or mutagen at the place of work;

b) keeping as low as passible the number of workers exposed or likely to be exposed;

¢) design of work processes and engineering control measures so asto avoid or minimise the release of
carcinogens or mutagens into the place of work;

d) evacuation of carcinogens or mutagens at source, local extraction system or general ventilation, all such
methods to be appropriate and compatible with the need to protect public health and the environment;

€) use of existing appropriate procedures for the measurement of carcinogens or mutagens, in particular for the
early detection of abnormal exposures resulting from an unforeseeable event or an accident;

f) application of suitable working procedures and methods,

0) collective protection measures and/or, where exposure cannot be avoided by other means, individual
protection measures,

h) hygiene measures, in particular regular cleaning of floors, walls and other surfaces;

i) information for workers;

j) demarcation of risk areas and use of adequate warning and safety signsincluding "no smoking" signsin areas
where workers are exposed or likely to be exposed to carcinogens or mutagens;

k) drawing up plans to deal with emergencies likely to result in abnormally high exposure;

1) means for safe storage, handling and transportation, in particular by using sealed and clearly and visibly
labelled containers;

m) means for safe collection, storage and disposal of waste by workers, including the use of sealed and clearly
and visibly labelled containers.

The EU CMR hazard classifications translate into the respective GHS classifications 1:1 as
follows:

EU Classification GHS Classification
Carcinogen category 1 Carcinogen category 1A
Carcinogen category 2 Carcinogen category 1B
Mutagen category 1 Mutagen category 1A
Mutagen category 2 M utagen category 1B
TablelV.2.2.1: Conversion of EU carcinogen and mutagen classificatio nsinto the

corresponding GHS classifications
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EU

Criteria

GHS

Criteria

Figure 7: Mutagenicity Criteria as defined in Council Directive 67/548/EC and in the GHS

Category 1 T R46 Category 2 T R46

Category 3 Xn R68

Substances known to be mutagenic to man.

Sufficient evidence to establish a causal association
between human exposure to a substance and heritable

genetic damage.

Substances which should be regarded asif they are mutagenic
to man.

Thereis sufficient evidence to provide a strong presumption that
human exposure to the substance may result in the devel opment
of heritable genetic damage, generally on the basis of :

- appropriate animal studies,

- other relevant information.

Substances which cause concern for man owing to
possible mutagenic effects.

Substances which cause concern for man owing to possible
mutagenic effects. There is evidence from appropriate
mutagenicity studies, but thisisinsufficient to place the
substance in Category 2.

Category 1A

Category 1

Category 1B

Category 2

Chemicals known to induce heritable mutationsin
germ cells of humans.

Pasitive evidence from human epidemiological studies.

Chemicals which should be regarded as if they induce
heritable mutationsin germ cells of humans.

- Positive result(s) from in vivo heritable germ cell
mutagenicity testsin mammals; or

- Positive result(s) from in vivo somatic cell mutagenicity
testsin mammals, in combination with some evidence that
the substance has potential to cause mutations to germ
cells. This supporting evidence may, for example, be
derived from mutagenicity/genotoxicity testsin germ cells
invivo, or by demonstrating the ability of the substance or
its metabolite(s) to interact with the genetic material of
germcels; or

- Positive results from tests showing mutagenic effectsin
the germ cells of humans, without demonstration of
transmission to progeny; for example, anincreasein the
frequency of aneuploidy in sperm cells of exposed people.

Chemicals which cause concern for man owing to the
possibility that they may induce heritable mutationsin
germ cells of humans

Pasitive evidence obtained from experiments in mam mals
and/or in some cases from in vitro experiments, obtained
from:

- Somatic cell mutagenicity tests in vivo, in mammals;
or

- Other in vivo somatic cell genotoxicity tests which are
supported by positive results from invitro
mutagenicity assays.

Note:

- Chemicals which are positivein in vitro mammalian
mutagenicity assays, and which aso show chemica
structure activity relationship to known germ cell
mutagens, should be considered for classification as
Category 2 mutagens.
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Figure 8: Carcinogenicity Criteria as defined in Council Directive 67/548/EC and in the GHS

EU Category 1 T R45 & T R49 Category 3 Xn R40
Criteria Substances known to be car cinogenic to man. Substances which should be regarded as if they are Substances which cause concern for man owing to
car cinogenic to man. possible car cinogenic effects.
Sufficient evidence to establish a causal association Thereis sufficient evidence to provide a strong presumption Substances which cause concern for man owing to possible
between human exposure to a substance and the that human exposure to a substance may result in the carcinogenic effects but in respect of whi ch the available
development of cancer. development of cancer, generally onthe basis of: information is not adequate for making a satisfactory
assessment. There is some evidence from appropriate
- appropriate long-term animal studies, animal studies, but thisisinsufficient to place the substance
- other relevant information. in Category 2.
GHS
Category 2
Category 1A
Criteria Chemicals known to have car cinogenic potential for Chemicals presumed to have car cinogenic potential for Suspected human car cinogens

humans.; the placing of a chemical islargely b ased on
human evidence

humans; the placing of achemical islargely based on animal
evidence

Based on strength of evidence together with additional

cons derations, such evidence may be derived from human
studies that establish a causal relationship between human
exposure to a chemical and the devel opment of cancer (known
human carcinogen). Alternatively, evidence may be derived
from animal experiments for which there is sufficient evidence
to demonstrate animal carcinogenicity (presumed human
carcinogen). In addition, on a case by case bass, scientific
judgement may warrant a decision of presumed human
carcinogenicity derived from studies showing limited evidence
of carcinogenicity in humans togeth er with limited evidence of
carcinogenicity in experimental animals.

The placing of achemical in Category 2 is done on the basis
of evidence obtained from human and/or animal studies, but
which is nat sufficiently convincing to place the chemical in
Category 1. Based on strength of evidence together with
additional consider ations, such evidence may be from either
limited evidence of carcinogenicity in human studies or
from limited evidence of carcinogenicity in animal studies.
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Carcinogenicity : The GHS classification criteriaare identical to those applied by
Directive 67/548/EEC, cf. Annex | to this study. Guidance on how to interpret the datafo r
potentially carcinogenic substances and derive a particular classification is still under
development at UN level. The overall conclusion to be drawn is that the same kind and
number of substances and preparations (GHS terminology: mixtures) will be clas sified
under the GHS Regulation as are currently classified.

M utagenicity: The GHS classification criteria areidentical to those applied by Directive
67/548/EEC, cf. Annex | to this study. The same kind and number of substances and
preparations (GHS term inology: mixtures) will be classified under the GHS Regulation as
are currently classified.

Concluding, the GHS will have no effect on the kind and number of carcinogenic and
mutagenic substances and mixturesregulated by Directive 2004/37/EC. Thismeans that
the GHS-Regulation will have no effect on the obligations of the latter Directive.

IV.2.3. Suggestions how to minim ise potential effects of the GHS

The GHS will have no effect.

With regard to the reclassification of current entriesin Annex | to Di rective 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.
Non-harmonised, but classified CMRs can easily bereclassified by using the conversion table
in Annex VII.

Basi ¢ documents used for the analysis

UN Document ST/SG/AC.10/C.4/2005/2 (OECD)

DG ENTR, Comparison between EU and GHS Criteria, Hu man Health and Environment,
June 2005
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IV.3. Council Directive 1994/33/EC of 22 June 1994 on t he protection of young people
at work

http://europa.eu.int/smartapi/cgi/sga_doc?s martapi! celexapi! prod! CEL EXnumdoc& Ig=EN&n
umdoc=31994L 0033& model =quichett

Council Directive 1994/33 /EC (“Y oung WorkersDirective’) requires Member States to
ensure that young people are protected from any specific risksto their safety, health and
development. To thisend, Member States shall prohibit the employment of young people for
certain work, such as work involving harmful exposure to agents which aretoxic,
carcinogenic, cause heritable genetic damage or harm to the unborn child or which in any
other way chronically affect human health. The Y oung Workers Directive also requires
Member States to ensure that employers adopt measures necessary to protect the safety and
health of young peopl e taking into account the specific risk to young people. Theem ployers
shall implement the protective measures on the basis of an assessment of the hazards to young
people and, in that context, pay particular attention to the nature, degree and duration of
exposure to chemical agents.

The Y oung Workers Directive furth er lays down that work which islikely to entail specific
risks to young people includes work involving harmful exposure to the physical, biol ogical
and chemical agentsreferred toin the Annex to the Directive. The chemical agents comprise
substances and preparations which are classified according to selected criteriaas defined in
Council Directive 67/548/EEC and Directive 1999/45/EC. The legal obligationsin the
Directive are in principle based on exposure and risk rather than on the particular
classfication of chemicals as such. For thisreason, the GHS is deemed to have limited effects
only — additional assessments of risk and exposure may have to be performed whereas the
results and conclusions of those assessments may not necessitate further action.

V.3.1. Abstract of the legislation

Council Directive 1994/33/EC (“Y oung WorkersDi rective’) isbased on Article 11 8a of the
Treaty establishing the European Community. It appliesto all young people below 18 years
who have an employment contract or an employment relationship defined by the law in force
inaMember State and/or subject to the law in force in a Member State.

One of the main objectives of the Directiveisto establish minimum requirements to guarantee
the health and safety of young worker s. It requires the Member Statesto prohibit the
employment of adolescents in defined cases, i.a. when the work involves harmful exposure to
agents which aretoxic, carcinogenic, cause heritable genetic damage or harm to the unborn
child or which in any ot her way chronically affect human health, cf. Article 7.2(b).
Furthermore, the Member States shall ensure that the employment of adolescentsis strictly
controlled and protected under the conditions provided for in the Directive. However, they
may stipulate that the Directive shall not be applicable to occasional work or work carried out
for alimited period in volving domegtic service in a private household or to work whichis
regarded as not being harmful, damaging or dangerousto young people in afamily
undertaking.
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In general, the Directive requires Member States to ensure that young people are protected
from any specific risksto their safety, health and development which are a consequence of
their lack of experience, of absence of awareness of existing or potential risks or of the fact
that young people have not yet fully matured. It also stipulatesthat the employer has the
general obligation to protect the health and safety of young people, to assess therisksto
young peopl e associated with their wor Kk, to assess and monitor the health of young people

and to inform the young workers and the children's legal representative s on the potential risks

to the health and safety . Work which islikely to entail specific risks for young people
includes work invol ving harmful exposure to the physical, biological and chemical agents
referred toin point | (“Agents’) of the Annex, inter alia:

I. 3. Chemical agents

(a) Substances and preparations classified according to Council Directive 67/548/EEC of 27 June
1967 on the approximation of laws, regulations and administrative provisionsrelating to the
classification, packaging and labelling of dangerous substances (2) with amendments and Council
Directive 88/379/EEC® of 7 June 1988 on the approximation of thelaws, regulations and
administrative provisions of the Member States relating to the classification, packaging and
labelling of dangerous preparations (3) astoxic (T), very toxic (T+), corrosive (C) or explosive
(B);

(b) Substances and preparations classified according to Directives 67/548/EEC and 88/379/EEC’
as harmful (Xn) and with one or more of the following risk phrases:

- danger of very serious irreversible effects (R39),

- possiblerisk of irreversible effects (R40),

- may cause sensitization by inhalation (R42),

- may cause sensitization by skin contact (R43),

- may cause cancer (R45),

- may cause heritable genetic damage (R46),

- danger of serious damage to health by prolonged exposure (R48),
- may impair fertility (R60),

- may cause harm to the unborn child (R61);

(c) Substances and preparations classified according to Directives 67/548/EEC and 88/379/EEC
asirritant (Xi) and with one or more of the following risk phrases:

- highly flammable (R12);
- may cause sensitization by inhalation (R42),
- may cause sensitization by skin contact (R43),

(d) Substances and preparations referred to in Article 2(a)(iii) of Directive 2004/37/EC;
(e) Lead and compounds thereof, inasmuch as the agents in question are absorbabl e by the human

organism;
(f) Asbestos

and
I1. 6. Work with vats, tanks, reservoirs or carboys containing chemical agents referredtoin 1.3.

Where therisk assessment performed by the employer showsthat thereisarisk to the
safety, the physical or mental health or devel opment of young p eople, an appropriate
free assessment and monitoring of their health shall be provided at regular intervals
without prejudice to Directive 89/391/EEC. |If work involves harmful exposure to agents
which aretoxic, carcinogenic, cause heritable genetic damage , or harm to the unborn
child or which in any other way chronically affect human health, Member States shall
prohibit the employment of young people.

¢ Replaced by Directive 1999/45/EC
" ¢f. above
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IV.3.2. Analysisof the linksto classification and labelling provisions and
anticipation of the potential effects of the GHS

With regard to health and safety of young workers, the Young Worker sDirectiveis
exposure-based and risk-driven. Legal obligations, e.g. protection and prevention
measur es, health surveillance and the prohibition of employment for certain work are in
principle derived from an assessment of risk and har mful exposure, and not only from
classification as such.

The exposure-based and risk -driven structure of the Directive follows from the texts of Article
6 and 7 of the Directive. Article 6 stipulates that the employer shall adopt measures to protect
young people against specific risksreferred to in Article 7. The protective measures shall be
implemented on the basis of an assessment of hazards . In this connection, particular attention
shall be paid to inter alia the nature, degree and duration of exposure to chemical agents.

Article 7 providesinter dia
Article 7
Vulnerability of young people - Prohibition of work

1. Member States shall ensure that young people are protected from any specific risksto their safety, health and
development which are a consequence of their lack of experience, of absence of awareness of existing or
potential risks or of the fact that young people have not yet fully matured.

2. Without prejudice to Article 4 (1), Member States shall to this end prohibit the employment of young people
for:

... (b) work involving harmful exposure to agents which aretoxic, carcinogenic, cause heritable genetic damage,
or harm to the unborn child or which in any other way chronically affect human health; ...

Work which is likely to entail specific risks for young people within the meaning of paragraph 1 includes:

- work involving harmful expaosure to the physical, biological and chemical agentsreferred toin point | of the
Annex, and

- processes and work referred to in point |1 of the Annex.

As mentioned above, t hese chemical agents comprise substances and mixtures which are
classfied according to Direc tives 67/548/EEC and 1999/45/EC . With regard to harmful
exposure to CMR and chronically toxic agents, the Directive requ ires that Member States
shall prohibit the employment of young people for work involving harmful exposureto the
corresponding agents, cf. Article 7.2(b) above.

Dueto differencesin the classificat ion criteria, additional substances and mixturesare
likely to be classified under GHS compar ed to the current situation . An overview of the
potentially affected hazards including those which are referred to in the Annex of the Y oung
Workers Directive isgiven in Table V.3 of Part | and Annex | to this study . The hazards
where additional classification might occur comprise also chronic effects , i.e. reproductive
toxicity (possibly additional mixtures) and STOT, repeated exposure (additional substances/
mixtures).

Generally, the chemical agentswhich could be classified in addition to the current scope
would consequently be the reason for further assessments of exposure and risk.  With regard to
risk reduction and prevention, however, further action which go es beyond the currently
applied measures may not be necessary.

On the whole, the exposure -based approach of the Y oung Workers Directive implies that the
GHS will have only limited effects on the Y oung Worker s Directive.
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I'V.3.3. Suggestions how to minim ise potential effectsof the GHS

In order to minimise potential effects related to additional classification under GHS, it is
proposed to adapt the range of certain hazardsreferred tointhe Young Workers Directive in
accordance with Solution 2, cf. Table V1.2 of Part | of this study. Thiswould imply to refer to
the GHS classification criteria while at the same time extending or limiting the respect ive
reference to the current cut-off limits or concentration thresholds.

With regard to the reclassification of current entriesin Annex | to Directive 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitiz erson the basis
of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.
Non-harmonised, but classified CMRs can easily be reclassified by using the conversion table
in Annex VII.

Basic documents used for the analysis;

UN Document ST/SG/AC.10/C.4/2005/2 (OECD)

DG ENTR, Comparison between EU and GHS Criteria, Hu man Health and Environment,
June 2005

Genevieve Hilgers, Comparison of criteriafor the classification of substances between the
Global Harmonisation and EU systems, August 25, 1999

Genevieve Hilgers, Impact of GH S standardized approach of skin/eye irritation/corrosion
on AlISE products, March 2001

Contributions from industry and Commission experts
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IV.4. Council Directive 1992/85/EEC of 19 October 1992 on the introduction of
measur esto encour age impr ovements in the safety and health at work of pregnant
wor kers and worker swho haver ecently given birth or are breastfeeding

(Tenth individual Directive within the meaning of Article 16(1) of Directive 89/391/EEC)

http://europa.eu.int/eur -lex/lex/LexUriServ/LexUriServ.do?2uri=CEL EX:31992L.0085:EN:HTM L

Council Directive 1992/85/EC (“Pregnant Workers Directive”) covers work of pregnant
workers and workers who have recently given birth or are breastfeeding. The employer
isrequired to assess the exposure to certain chemical agentsand to decide what
measures should be taken in order to protect the exposed workers against any risks to
their safety or health and any possible effect on the pregnancy or breastfeeding. The
chemical agents at issue include carcinogenic and mutagenic substances labelled R40,
R45, R46 or R47 (no longer applicable) under Directive 67/548/EEC. Due to the risk-
based approach and equivalent hazard criteria, it can be expected that the GHS
Regulation will have no effect on the legal obligations of the Pregnant Workers
Directive.

IV.4.1. Abstract of the legi slation

This Directive is based on Article 137(2) of the Treaty. Its purpose isto implement measures
to encourage improvements in the safety and health at work of pregnant workers and workers
who have recently given birth or who are breastfeeding. The provisions of Directive
89/391/EEC, except for Article 2 (2) thereof, shall apply in full without prejudice to any more
stringent and/or specific provisions contained in Council Directive 1992/85/EEC.

For all activities liable to involve a specific risk of ex posure to agents, processes or
working conditions of which alist is given in Annex |, the employer shall assess the
nature, degree and duration of exposure, either directly or by way of the protective and
preventive servicesreferred to in Article 7 of Di rective 89/391/EEC. This shall be done
in order to assess any risks to the safety or health and any possible effect on the
pregnancy or breastfeeding, and to decide what measures should be taken. The
Commission shall draw up guidelines on the assessment of the chemical, physical and
biol ogical agents and industrial processes considered dangerous for the health and safety
of the relevant workers.

Substances listed on Annex | include (a) substances |abelled R40, R45 , R46 and R47°
under Directive 67/548/EEC i n so far asthey do not appear on Annex 11, (b) chemical
agentsin Annex | to Directive 90/394/EEC (2004/37/EC) and (f) chemical agents of
known and dangerous percutaneous absorption.

If theresults of the risk assessment reveal arisk to the safety or he alth or an effect on the
pregnancy or breastfeeding of a worker, the employer shall avoid that risk by
provisionally adjusting the working conditions or the working hours for this worker.
Where such adjustment is not technically and/or objectively feasible , or cannot
reasonably be required on duly substantiated grounds, the employer shall take the
necessary measures to move the worker concerned to another job. Where transfer to

8 In theinitial version of Directive 1992/85/EEC, reference was made also to risk phrase R47. This risk phraseis
not applicable any more and could be replaced by R60 and R61.
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another activity is not feasible, the workersin question must be granted leave for the
whole of the period considered necessary to protect their safety and health.

In addition to the general provisionsreferring to the protection of workers, in particular
those relating to the limit values for occupational exposure, cases in which ex posureis
prohibited are listed in Annex |1: Pregnant workers may under no circumstances be
obliged to perform duties for which the assessment has revealed arisk of exposure to the
agents and working conditions listed in Annex 11, Section A, and, in the c ase of workers
who are breastfeeding, to the agents and working conditions listed in Annex I,

Section B.

Various other provisions are made, pertaining to the prohibition of night work and
dismissal during pregnancy and maternity leave, to insuranceand payment during
maternity |eave as well as to the defense of rights.

Technical adjustmentsto Annex | shall be adopted in accordance with the procedure
laid down in Article 17 of Directive 89/391/EEC. Annex |l may be amended only in
accordance with Article 138 of the Treaty.

IV.4.2. Analysisof the linksto classification and labelling provis ions and anticipation of
the potential effects of the GHS

For the purposes of this analysis, the chemical agents mentioned in Annex |, A.3(a) are
relevant:

3. Chemical agents

The following chemical agentsin so far asit is known that they endanger the health of pregnant women
and the unborn child and in so far as they do not yet appear in Annex I1:

(a) substances |abelled R40, R45, R46, and R47 under Directive 67/548/EEC (?) in so far asthey do not yet
appear in Annex |1;

(b) chemica agentsin Annex | to Directive 90/394/EEC (3);

(c) mercury and mercury derivatives;

(d) antimitotic drugs;

(e) carbon monoxide;

(f) chemical agents of known and dangerous percutaneous absorption

With regard to health and safety of pregnant/breastfeeding workers, Directive 1992/85/EEC
is exposure-based and risk-driven. Specific legal obligationsrelated to pregnant /
breastfeeding wor kers are derived from risk assessment, and not from classification as
such. Thisisbest revealed in Article 4.1 wherethe Directive requests the employer to assess
any risks from the agentsreferred toin Annex | to the safety or health on the pregnancy or
breastfeeding, and to decide what measures should be taken . These chemical agents comprise
substances labelled R40, R45, R46 and R4 7° under Directive 67/548/EEC in so far as they do
not appear on Annex |1 .

Therisk-based approach of the Pregnant Workers Directive implies that the classification of a
chemical agent isnot decisive . Moreover, the kind and number of classified chemicals isnot
likely to change compared to the current situation, due to equivalent classification criteria
under the EU legislation and the GHS, cf. TableV.3. of Part | Annex | to this study.
Concluding, the GHS will have no effect.

% cf. Footnote 1
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IV.4.3. Suggestions how to minimise potential effects of the GHS

The GHS Regulation will have no effect.

The shift of reference to the GHS in Directive 1992/85/EEC  will result in a need for a
consequential amendment of the G uidelines to Directive 1992/85/EEC (COM (2000)466) in
the specific section that mentions chemical risk phrases.

With regard to the reclassification of current entriesin Annex | to Directive 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.
Non-harmonised, but classified CMRs can easily be reclassified by using the conversion table
in Annex VII.

Basi ¢ documents used for the analysis

DG ENTR, Comparison between EU and GHS Criteria, Human Health and Environment,
June 2005

Genevieve Hilgers, Comparison of criteriafor the classification of substances between the
Global Harmonisation and EU systems, August 25, 1999

Contributions from industry and Commission experts
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IVV.5. Council Directive 1992/58/EEC of 24 June 1992 on the minimum requirementsfor
the provisions of safety and/or health signs at work

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi! cel exapi! prod! CEL EXnumdoc& Ig=DE&n
umdoc=31992L 0058& model =gui chett

Council Directive 1992/58/EEC stipulates that employers must provide health and/or safety
signs where hazards cannot be avoided or adequately reduced by preventive measures. The
Directive specifiesin its Annexes both the general requirements and particular features
pertaining to the differ ent types of signs. It refers to dangerous substances and preparations
classfied and labelled according to the provisions as set out in  Directives 67/548/EEC and
1999/45/EC only in so far asthe visibility of the labelling is concerned. Consequently, t he
GHS-implementing Regulation will have no effect.

IV.5.1. Abstract of the legisation

Council Directive 1992/58/EEC is based on Article 138 of the EC Treaty and isan
individual Directive within the meaning of Article 16 of Directive 89/391/EEC. It
requests employersto provide safety and/or health signs as laid down in this Directive
where hazards cannot be avoided or risks cannot be adequately reduced by techniques
for collective protection or measures, methods or procedures used in th e organization of
work, or ensure that such signsarein place. In thisconnection, the employer shall take
into account any risk evaluation made in accordance with Article 6(3)(a) of Directive
89/391/EEC. Wherever appropriate, signs used for road, rail, i nland waterway, sea and
air transport must be installed inside undertakings .

The Directive defines health and/or safety signs as signs providing information or
instructions about health and/or safety at work by means of a signboard, a colour, an
illuminated sign or accoustic signal, a hand signal or a verbal communication.
Accordingly, it defines the terms “prohibition sign”, “warning sign”, “mandatory sign”,
“emergency escape or first -aid sign”, “information sign”, “signboard”, “supplementary
signboard”, “safety colour”, “symbol or pictogram”, “illuminated sign”, “accougtic

signa”, “verbal communication” and “hand signal”.

The Directive does not apply to signs for the placing on the market of dangerous
substances and preparations, products and/or equipmen t, nor to signs used for regulating
traffic.

In the Annexes to the Directive, general requirements as well as particular features
pertaining to the different types of signs are specified:

Annex | sets out the general minimum requirements (types of signs, interchanging and
combining signs);

Annex |1 defines the requirements concerning signboards (intrinsic features, conditions of
use, list of signboards to be used);

Annex |11 concerns signs on containers and pipes (labelling and colouring);

Annex IV concernstheidentification and location of fire - fighting equi pment;

Annex V sets out the minimum requirements governing signs used for obstacles and
dangerous locations and for marking traffic routes;
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Annex V1 deals with illuminated signs (intrinsic featur es and specific rules governing
use);

Annex VIl dealswith accougtic signs (intrinsic features and codes to be used);

Annex VIl deals with direct and indirect communication (intrinsic features and specific
rules governing use);

Annex IX dealswith hand signals (list of coded signals to be used).

Technical adaptations to the Annexes will be adopted by the Commission, assisted by an
advisory committee. Member States may specify certain exemptions from the
requirements within certain precise limits.

Workers must be informed of the measures to be taken and must be given appropriate
training (precise instructions). Furthermore, they have to be consulted on the matters
covered by the Directive.

Member States are required to report to the Commission every five years on the practical
implementation of the Directive. The Commission isrequired to report periodically to

the European Parliament, the Council and the Economic and Social Committee on the
implementation of the Directive.

IV.5.2. Analysisof the links to classification and labelling provisions and anticipation of
the effects of GHS

Directive 1992/58/EEC makes reference to the EU legislation on classification and labelling
inits Annexes:

Annex |, General minimum reguirements concerning safety and/or hea Ith signs at work

12. Areas, rooms or enclosures used for the storage of significant quantities of dangerous
substances or preparations must be indicated by a suitable warning sign taken from section 3.2. of
Annex |1, or marked as provided in section 1 of Annex |11, unless the labelling of the individual
packages or containers is adequate for this purpose.

Annex I11, Minimum requirements governing signs on containers and pipes

1. Containers used at work for dangerous substances or preparations defined in Directives
67/548/EEC (%) and 88/379/EEC (?) and containers used for the storage of such dangerous
substances or preparations, together with the visible pipes containing or transporting dangerous
substances and preparations, must be labelled (pictogram or symbal againgt a coloured
background) in accordance with those Directives.

Paragraph 1 does not apply to containers used at work for brief periods nor to containers whose
contents change frequently, provided that alternative adequate measures are taken, in particular
for information and/or training, which guarantee the same level of protection.

Thelabels referred to in paragraph 1 may be:

- replaced by warning signs as provided for in Annex |1, using the same pictograms or symbols,

- supplemented by additional information, such as the name and/or formula of the dangerous
substance or preparation and details of the hazard,

- for the transporting of containers at the place of work, supplemented or replaced by signs
gpplicable throughout the Community for the transport of dangerous substances or preparations.

4. Without prejudice to sections 1, 2 and 3, the labels used on pipes must be positioned visibly in
the vicinity of the most dangerous points, such as valves and joint, and at reasonable intervals.

175



5. Areas, rooms or enclosures used for the storage of significant quantities of dangerous
substances or preparations must be indicated by a suitable warning sign taken from section 3.2 of
Annex |1, or marked as provided in section 1 of Annex |11, unless the labelling of the individual
packages or containers is adequate for this purpose, taking into account Annex I, point 1.5 with
regard to dimensions.

Stores of a number of dangerous substances or preparations may be indicated by the warning sign
for general danger.

Thesignsor labels referred to above must be positioned, as appropriate, near the storage area or
on the door leading into the storage room.

As can be seen from the quotations, any reference to the EU legidation on classification and
labelling is confined to labelling: It refersto dangerous substances and preparations classified
and labelled according to the provisions as set out in  Directives 67/548/EEC and 1999/45/EC
only in so far as the visibility of the labelling is concerned. Classifi cation as such is not
decisive for the obligations stipulated in Directive 1992/58/EEC. Consequently, the GHS will
have no effect.

I'V.5.3. Suggestions how to minim ise potential effects of the GHS

The GHS will have no effect. The GHS labelling elementsare listed in Annexes il -V to the
GHS draft Regulation.
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V. Waste and End-of-L ife Products

V.1. Legidation on Hazardous Waste

Council Directive 91/689/EEC of 12 December 1991 on hazar dous waste
Council Directive 75/442/EEC of 15 July 1975 on waste

Commission Decision 2000/532/EC of 3 May 2000 replacing Decision 1994/3/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 hazar dous waste
pursuant to Article 1(4) of Council Directive 91/689/EEC on hazardous waste

(as last amended by Decision 2001/573/EC)

http://europe.eu.int/eur -lex/en/cond eg/pdf/1975/en 19751 0442 do 00 1.pdf
http://europe.eu.int/eur -lex/en/cond eg/pdf/1991/en 19911 0689 do 001.pdf

http://europa.eu.int/eur -
lex/lex/LexUriServ/LexUriServ.do?uri=CEL EX:32000D0532:EN:HTML

Council Directive 91/689/EEC is concerned with the management, recovery and adequate
disposal of hazardous wastes which are featuring on the so -called European Waste List.
“Hazardous waste” means waste displaying one or more of the properties (H-characteristics)
listed in Annex |11 to Directive 91/689/EEC. These properties as well as the concentration
thresholds for hazardous waste ingredients are furth er defined in Article 2 of Decision
2000/532/EC, as last amended by Decision 2001/573/EC. Most of the properties underlying
the H-characteristics as well asthe concentration limits for the respective dangerous
substances contained in waste are based on Di rectives 67/548/EEC and 1999/45/EC.

When thereferenceis shifted to the most closely corresponding classifications of the GHS
Regulation, a different number of substances (additional / fewer) will be covered by those
GHS classifications which correspond most closely to EU Very Toxic and Toxic. Thiswould
imply that currently non -hazardous wastes become hazardous waste under GHS , and vice
versa. In order to minimise effectsrelated to additional classification under GHS, it is
proposed to adapt the hazard criteriafor substances referred to in the Hazardous Waste
Directive as well asin Decision 2000/532/EC. Thiswould imply to make use of the GHS
criteriawhile at the same time extending or limiting the range of the respective hazardsto the
current cut-off limits or concentration thresholds. With regard to generic concentration limits,
it is proposed to retain them as they are currently. Thisimplies that any referenceto
concentration limitsas provided in footnote 7 being related to Article 2 of Decision
2000/532/EC, as last amended by Decision 2001/573/EC, should be repealed.

Any amendment of the Hazardous Waste Directive should also take account of most recent
devel opments at UN level: It is sought to align the H -characteristics of the Basle Convention
with the GHS criteria.
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V.1.1. Abstract of the legislation

Council Directive 91/689/EEC (“Hazardous Waste Directive") isbased on Article 175(1) of
the Treaty. It is concerned with the management, recovery and adequate disposal of hazardous
waste. Hazardou's waste means

- wastes featuring on alist to be drawn up in accordance with the procedure laid down in
Article 18 of Directive 75/442/EEC onthe b asis of Annexes| and Il to thelatter Directive,
not later than six months before the date of implementatio n of this Directive, cf. Article 1.4.
of Directive 91/689/EEC . These wastes must have one or more of the properties listed in
Annex |11 to Directive 91/689/EEC . Thelist shall take into account the origin and
composition of the waste and, where necessary, limit values of concentration. Thisligt shall
be periodically reviewed and if necessary by the same procedure;

- any other waste which is considered by a Member State to display any of the properties
listed in Annex I11. Such cases shall be notified to th e Commission and reviewed in
accordance with the procedure laid down in Article 18 of Directive 75/442/EEC with aview
to adaptation of thelist.

The harmonised list mentioned in the first indent (European Waste List) as well as more
precise criteriafor the classfication of hazardous waste were set up by Commission Decision
2000/532/EC™°, as last amended by Decision 2001/573/EC : Article 2 states that wastes which
are considered “hazardous’ display one or more of the propertieslisted in Annex 111 to
Directive 91/689/EEC and, asregards H3 to H8, H10 and H11 of that Annex, meet one or
more of the following requirements:

- flash point « 55 °C,

- one or more substances classified as very toxic at atota concentration ¢ 0,1 %,

- one or more substances classified astoxic at atotal concentration « 3 %,

- one or more substances classified as harmful at atotal concentration « 25 %,

- one or more corrosive substances classified as R35 at atotal concentration ¢ 1 %,

- one or more corrosive substances classified as R34 at atotal concentration « 5 %,

- one or more irritant substances classified as R41 at atotal concentration ¢ 10 %,

- one or more irritant substances classified as R36, R37, R38 at atotal concentration « 20 %,

- one or more substances known to be carcinogenic of category 1 or 2 at atotal concentration ¢ 0,1 %,

- one or more substances toxic for reproduction of category 1 or 2 classified as R60, R61 at atotal concentration
* 0,5%,

- one or more substances toxic for reproduction of category 3 classified as R62, R63 at atotal concentration « 5
%,

- one or more mutagenic substances of category 1 or 2 classified as R46 at atotal concentration ¢ 0,1 %,

- one or more mutagenic substances of category 3 classified as R40 at atotal concentration ¢ 1 %.

The classification aswell as the R -phrases refer to Council Directive 67/548/EEC and its
subsequent amendments, cf. footnote 7. The concentration limitsrefer to those laid down in

Council Directive 1999/45/EC which had repealed Council Directive 88/379/EEC and its
subsequent amendments .

Article 3 providesthat Member States may decide, in exceptional cases, that a specific waste
indicated in the list as being hazardous does not display any of the properties which render
them hazardous.

In point 6 of the i ntroduction to the Annex to Commission Decision 2000/532/EC, it is stated:

6. If awaste isidentified as hazardous by a specific or general reference to dangerous substances, the wasteis
hazardous only if the concentrations of those substances are such (i.e. percentage by weight) that the waste

10 For reasons of readability, we will abstain from adding the phrase “as last amended by decision 2001/573/EEC
in the following text.
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presents one or more of the properties listed in Annex |11 to Council Directive 91/689/EEC. As regards H3 to
H8, H10 and H11, Article 2 of this Decision applies. For the characteristics H1, H2, H9 and H12 to H14 Article
2 of the present Decision does not provide specifications at present.

For the characteristics H1, H2, H9, H12, H13 and H14, however, various Member States have
devel oped threshold concentrations which are based on Directive 1999/45/EC, cf. for examp le
p. 15-16 of the UK guidelines on hazardous waste:

Threshold concentrations for the hazardous properties not covered by Article 2 (H1, H2, H3-A (second to fifth
indents), H9, H12, H13 and H14 (with the exception of H9: Infectious), have been devel oped based on the
classification and risk phrases from the CHIP3 which implement Directive 88/379/EEC™. ... Risk phrase N:

R50, 53 is appropriate to hazardous property H14 “ Ecotoxic”. The threshold concentration for N: R50, 53
chemicalsis 0.25%. Thisthreshold is exceeded and the waste should be classified as H14 “ Ecotoxic ”.

The EWL (European Waste List) which was established by Commission Decision
2000/532/EC consists of three types of entries:

1. Mirror Entries: Some wastes have the potential to be either hazardou s or not,
depending on whether they contain “dangerous substances’ at or above certain
thresholds. These wastes which constitute about 33% of all entries are covered by
linked (usually paired) entries, collectively called “mirror entries’ that comprise; a
hazardous waste entry marked with an asterisk (*) and a non-hazardous waste entry
(or entries) not marked with an asterisk, e.g.

17 05 05* Dredging spoil containing dangerous substances
1705 06 Dredging spoail other than those mentioned in 17 05

2. Absolute Hazardous Entries: A number of wastes marked with an asterisk (*) are
deemed in ordinary cases to be consisting of hazardous substances, or containing or
contaminated with hazardous substances, e.g.:

07 07 03* Organic halogenated solvents, washing liquids and mother liquors
05

3. Non-Hazardous Entries: Where awaste is not listed in the EWL with an asterisk, then
it is not hazardous.

010409 Waste sand and clays

Waste holders have a dut have a duty to determineif a“ mirror entry” waste is hazardous, cf.
Article 4.2. Thisimpliesthe assessment whether the hazardous or non -hazardous waste entry
is applicable. Where there are any reasonsto indicate that the waste may be hazardous, such
astest results, knowledge of the production pr ocess or the raw material s used, and/or the
composition of awaste is not known, cannot be determined or is insufficient to allow
classfication using the ASL or other sources, t he waste needs to be tested to determineif it
possesses any hazardous properties. The Hazardous Waste Directive identifies the test
methods in Annex V of Directive 67/548/EEC as the methods to be used to test for hazardous
properties, cf. the paragraph “Test Methods” in Annex |11 to Directive 91/689/EEC .

The Hazardous Waste Directive sets up manifold oblig ationsif waste turns out to be
hazardous:

Member States are requested to take the necessary measures to require that on every site
where tipping (discharge) of hazardous waste takes place the waste is recorded and
identified, cf. Article 2. Moreover and i n genera, they shall take the necessary measures
to require that establishments and undertakings which dispose of, recover, collect or
transport hazardous waste do not mix different categories of hazardous waste or mix

1 Repealed by Council Directive 1999/45/EC
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hazardous waste with non hazardous w aste. If mixing takes place, this operation is subject
to the permit requirement as set out in Directive 75/442/EEC;

If an establishment is subject to the permit requirement for reasons set out in Directive
75/442/EE, a Member State may waive the permit re quirement for undertakings which
recover hazardous waste if thereis no danger for human health or the environment or if
the Member State has set up general rulesrelated to the recovery, cf. Article 3;

Producers of hazardous waste are subject to regular ¢ ontrols by the competent authorities,
cf. Article 4.1;

Producers and transporters of hazardous waste have to set up an inventory where details
on the handling of hazardous waste are stated; this information has to be submitted to the
competent authorities, cf. Article 4.2;

The competent authorities shall draw up plansfor the management of waste and shall
make these plans public, cf. Article 6.1. The Commission shall compare these plansand
make this information available to the competent authorities of the Member States, cf.
Article6.2;

In cases of emergency or grave danger, Member States shall take all necessary stepsto
ensure that hazardous waste is so dealt with asnot to constitute a threat to the population
or the environment, including temporary der ogations form this Directive, cf. Article 7;

The amendments necessary for adapting the Annexes to this Directive to scientific and
technical progress and for revising thelist of wastes referred to in Article 1(4) shall be
adopted in accordance with the pr ocedure laid down in Article 18 of Directive 75/442/EEC
(comitol ogy procedure).

Further legal obligations derived from the classification as hazardous waste are set out in
Council Directive 1999/31/EC of 26 April 1999 on the landfill of waste.

V.1.2. Analysis of thelinksto classification and labelling provisons and anticipation of
the potential effects of the GHS

Characterisation of hazardous properties

At first sight, the Hazardous Waste Directive defines its own set of criteria for the
classfication of hazardous waste, i.e. the H -characteristics H1-H14. With regard to the health
hazards underlying the criter ia H4-H8 and H10-H11, it is clearly stated in paragraph 1 and 2
of the Notes of Annex 111 to Directive 91/689/EEC that the H -characteristics areto reflect the
classfications Very Toxic, Toxic, Harmful, Corrosive, Irritant and CMR according to
Directive 67/548/EEC and its amendments. Although asimilar provision is not explicitly

made for the physico-chemical hazards (H1, H2, H3A, H3B, H12) and for the environmental
hazard (H14), the test methods to define these properties shall be those as described in Annex
V to Directive 67/548/EEC and its adaptations to technical progress, cf. the paragraph “ Test
Methods’ in Annex |11 to Directive 91/689/EEC :

The test methods serve to give specific meaning to the definitions given in Annex I11.

The methods to be used are those described in Annex V to Directive 67/548/EEC, in the version as
amended by Commission Directive 84/449/EEC (2), or by subsequent Commission Directives adapting
Directive 67/548/EEC to technica progress. These methods are themsel ves based on the work and
recommendations of the competent internationa bodies, in particular the OECD.
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This suggests that the classification criteriaaslaid down in Directive 67/548/EEC are also
used for the physico-chemical hazards underlying H1 ( Explosive), H2 (Oxidising), H3A and
H3B (Extremely Flammable, Highly Flammable, Flammable ) and H12 (R29, R31, R32).

Annex V of Directive 67/548/EEC will be repealed as a consequence of the REACH
Regulation. The deletion of this Annex will apply 12 months from the entry into forc e of the
REACH Regulation; the testing methods will then be specified on the basis of Article 12 of
the REACH Regulation in a further Commission Regulation or by recognition of other
international test methods by the Commission or the Agency.

With regard to H9 (infectious) and H13 (yielding of another substance), test s and criteria are
derived from other sources because the underlying properties are not subject to classification.
With regard to H14 (ecotoxic), the test methods and criteriato be used areno t harmonised;
they are arepeated topic of discussion in the Member States. At least some Member States
would characterise waste as hazardous (H14) if it contains a substance which is classified as
N/R50-53, in accordance with the criteria defined in Direc tive 67/548/EEC, e.g. the UK
Guidelines.

Thereferenceto the EU classification system for the health hazardsis made more explicit in
Decision 2000/532/EC which refersto actual classifications and R -phrases, i.e. to Very Toxic,
Toxic, Harmful, C/R35, C/R 34, Xi/R41, Xi/R36, Xi/R37, Xi/R38, Carcinogen Cat. 1 and 2,
Toxic to Reproduction Cat. 1 and 2 (R60 and R61), Toxic to Reproduction Cat. 3 (R62 and
R63), Mutagen Cat. 1 and 2 (R46) and Mutagen Cat. 3 (R40) , cf. the previous chapter. From
thelegidationitisnot clear if therisk phrases R39 and R48 (all routes of uptake) are also
included in the general reference .

When the GHS criteriaare applied, adifferent number of substances (additional / fewer) will
be covered by those GHS classifications which co rrespond most closely to EU Very Toxic and
Toxic. Thiswould be due to different LD 50- or L Cso-cut-off values related to the individual
categories, cf. column 3 of Table V.3 and Annex | to thisstudy. Thisimpliesthat non-
hazardousentriesin the EWL , being part of amirror entry or not, could become

“hazar dous waste” if thereferencesin Decision 2000/532/EC would be shifted to the most
closely corresponding GHS classifications only . In this case, the corresponding provisions of
Directive 91/689/EEC will have to be complied with, cf. above. Vice versa, waste that is
currently considered “hazardous’ could become declassified under GHS.

Potential effects related to additional classification under GHS may be prevented by adapting
thereferences to the various GHS categories of the hazard class acute toxicity, in accordance
with Solution 2, cf. Table VI.2 of Part | of this study . Thiswould imply to make use of the
GHS classification criteria while at the same time extending or lim iting the scope of the
respective reference to the current cut-off limits. If Article 2 of Decision 2000/532/EC
includes also the reference to the risk phrases R39 and R48 (all routes of uptake), the same
kind of adaptations could be applied to the corresponding GHS classificationswhi ch are
STOT (single/ repeated exposure ), in accordance with Table V1.2 of Part | of this study.

Generic concentration limits

With regard to minim um concentrations, Decision 2000/532/EC makes use of generic
concentration limits which areto reflect the low est thresholds as defined in the Tablesin Part
B of Annex Il to Directive 1999/45/EC, cf. the footnote 7 being related to Article 2 of
Decision 2000/532/EC. Specific concentration limits, however, as defined in Annex | to
Directive 67/548/EEC, are not exp licitly referred to.
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With regard to generic concentration limits, the GHS Regulation will lower the concentration
limits for the following health hazards:

Table V.1.1: Hedlth hazard-related concentration limits for the classification of mixtures

EU category of danger, | EU concentration | Most closely corresponding GHS concentration
R-phrase limit GHS hazard classification limit
Corrosive C, R34 10% Skin corrosion, cat. 1B and 1C 5%
Corrosive C, R35 5% Skin corrosion, cat. 1A 3%
Irritant Xi, R38 and R36 20% Skin irritation, cat. 2 10%
Irritant Xi, R36 20% Eye irritation, cat. 2A 10%
Irritant Xi, R41 10% Serious eye damage, cat. 1 3%
Reproductive toxicity, 0.5% Reproductive toxicity, cat. 1 0.3%
R60 or R61

Reproductive toxicity, 5% Reproductive toxicity, cat. 2 3%
R62 or R63

If referencesto the GHS generic concentration limitswere installed in Decison
2000/532/EC, waste would become “hazardous’ at lower concentrations of a danger ous
substance than currently. Asa consequence, the corresponding non-hazardous mirror
entries containing ingredients classified for the above -mentioned hazards could become
hazardous waste and subject to the corresponding provisions of Directive 91/689/EEC.

To prevent effectswhich would be due to lower ingredient concentrat ion limits as
defined in the GHS, the current limitsshould be retained. In thiscase, any reference to
concentration limits as provided in footnote 7 being related to Article 2 of Decision
2000/532/EC should be repeal ed.

Additivity of hazards

With regard to concentration limits, it isnot obvious from Decision 2000/532/EC if the
summing procedures as set up in Annex |1 (and I11) to Directive 1999/45/EC should be
followed in classifying hazardous waste which contains severa substances of different
classfication below the respective concentration limit (generic and/or specific). Accordingly,
different interpretations are derived in different Member States: Whereas the Danish

Guidelines for classifying hazardous waste are based on the procedures laid down in  Directive

1999/45/EC, the UK Guidelines do not require concentrations related to different
classfications to be added, cf. the column “Comments” of Table 3.1 of the UK Guidelines .
Thisimplies that those wastes are not regulated by the Hazardous Waste Di rective which
contain constituents of differing classification below the respective concentration limits, e.g.
wastes displaying toxic and harmful, corrosive and irritant properties.
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The GHS will make wide use of the additivity of hazards, eg. when mixtu reshaveto be
classfied for acutetoxicity (Chapter 3.1 GHS), skinirritation/ corrosion (Chapter 3.2 GHS)
serious eye damage / eyeirritation (Chapter 3.3 GHS) or hazardous to the aquatic
environment (Chapter 4.1 GHS). Without prejudice to potential re ference to the GHS
classfication criteria, it should be examined if the additivity of hazards should be built into
the legidlation on hazardous waste at all:

Taking account of hazard additivity would be afinal stepto considering wastes as
mixtures. On theother hand, ignoring the additivity of hazardswould imply that some
wasteswould not be regulated by the Hazar dous Waste Directive.

In this connection, it is often assumed that differences between the classification and labelling
system and the Hazardo us Waste Directive as explained above may have implications for
workers' protection. However, the definitions set out in the Article 2 (“ Definitions”) of
Directive 1998/24/EC reveal that waste invol ving hazardous chemical agentsis covered by

the provisions of that Directive.

For the purpose of this Directive, the terms used shall have the following meanings:

(a) 'Chemical agent™ means any chemical element or compound, on its own or admixed, as it occurs in the
natural state or as produced, used or released, including release as waste, by any work activity, whether or not
produced intentionally and whether or not placed on the market;

(b) 'Hazardous chemical agent™ means:

(i) any chemical agent which meets the criteria for classification as a dangerous substance according to the
criteriain Annex VI to Directive 67/548/EEC, whether or not that substance is classified under that Directive,
other than those substances which only meet the criteria for classification as dangerous for the environment;

(if) any chemical agent which meets the criteria for classification as a dangerous preparation within the
meaning of Directive 88/379/EEC, whether or not that preparation is classified under that Directive, other
than those preparations which only meet the criteria for classfication as dangerous for the environment; ...

and that

(c) 'Activity involving chemical agents’ means any work in which chemical agents are used, or are intended to
be usead, in any process, including production, handling, storage, transport or disposal and treatment, or which
result from such work;

Thismeans that any chemical agent, be it an ingredient of a product or of waste, is subject

to the provisions of the Chemical Agents Directive. Theattribute “hazardous’ clearly refers
to Council Directive 67/548/EEC and 1999/45/EC, and not to the H -characteristics. In other
words: the classification of products containing dangerous substances as hazardous waste is
not relevant in the context of occupational health and safety — the H-characteristics are only
relevant with regard to the applicability of the provisions of the legislation on hazardous
waste.

V.1.3. Suggestionshow to minimise potential effects of the GHS

It is proposed to shift reference to the corresponding GHS classification criteriaas| isted in the
Part | (“reference table”) of Annex V111 to the GHS draft Regulation. In order to minimise
effects related to additional classification under GHS, it is proposed to adapt the referencesto
the various GHS categories of the hazard class acute toxicity, in accordance with Solution 2,
cf. Table V1.2 of Part | of thisstudy . Thiswould imply to refer to the GHS classification
criteriawhile at the same time extending or limiting the respective reference to the current
cut-off limits.
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If Article 2 of Decision 2000/532/EC includes also the reference to therisk phrases R39 and
R48 (all routes of uptake), adaptations in accordance with Solution 2 are equivocally
proposed for the corresponding GHS classifications ( STOT single / repeated exposure ).

With regard to generic concentration limits, it is proposed to retain them as they are currently.
Thisimplies that any reference to concentration limits as provided in footnote 7 being related
to Article 2 of Decision 2000/532/EC should be repeal ed.

Any amendment of the Hazardous Waste Directive with regard to the link to classfication
and labelling legidlation should take account of recent developmentsat UN level: The UN
Subcommittee of Experts on GHS (UN SCE GHS) set up a correspondence group for
cooperati on with the Basle Convention in 2005, in order to explore possible links between the
work undertaken on hazardous waste characteristics and the GHS classification and labelling
elements (biennium 2005 -2006), cf. UN/SCEGHS/8/INF.11.

With regard to the recl assification of current entriesin Annex | to Directive 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.
Non-harmonised, but classified CMRs can easily be reclassified by using the conversion table
in Annex VII.

In view of the discussions reflected in the previous chapter, it is recommended to check
potential implications of the change of the classification system for related acts such as
Council Directive 1999/31/EC of 26 April 1999 on the landfill of waste or national waste
legislation.

Basi ¢ documents used for the analysis:

European Commission, | mplementation of the European Waste List from the Perspective
of the Commission (Presentation DG ENV/G4, Berlin, November 2005)

UK Environment Agency : Hazardous Waste: Interpretat ion of the definition of the
classification of hazardous waste (2nd edition)

OVAM, LowW — Implementation in Flanders, problems and solutions, future evolution
(Presentation, Berlin, November 2005)

European Commission: Comparison of criteriafor the classifi cation of substances
between the Global Harmonisation and EU systems, June 2005

Contributions from experts from the Member States and from Industry
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V.2. Legidation on End -of-Life Products

V.2.1. Directive 2000/53/EC of the Eur opean Parliament and of the Council of
18 September 2000 on end -of -life vehicles

http://europa.eu.int/eur -
lex/lex/LexUriServ/LexUriServ.do?uri=CEL EX:32000L 0053:EN:HTM L

Directive 2000/53/EC (“ELV Directive’) aims at waste prevention. Its provisions apply
to vehicles and end-of-life vehicles, including their components and materials. V' ehicle
manufacturers, in liaison with material and equipment manufacturers, shall be
encouraged to to limit the use of hazardous substancesin vehicles and to reduce them as
far as possi ble from the conception of the vehicle onwards. Member States shall take the
necessary measures to ensure that hazardous materials and components are removed
from end-of-life vehicles before their final treatment and segregated in a selective way .
With regard to dismantling information, Member States shall ensure that producers
provide information on the different components and materials of a vehicle aswell ason
thelocation of all hazardous substances in the vehicle.

In view of these legal obligations, it could be of relevance that additional substances are
expected to be classified under GHS, compared to the current situation. It is proposed to
exempt from the reference to classified substances those hazard classifications which are
newly introduced by the GHS.

V.2.1.1. Abstract of the legidation

Directive 2000/53/EC (“ELV Directive”)is based on Article 175(1) of the Treaty. Its
provisions apply to vehicles and end -of-life vehicles, including their components and
materials. It defines an end -of -life vehicle asany type of vehicle that is waste within the
meaning of Directive 75/442/EEC. The Directive coversin general:

any end-of-life vehicle designated as category M1 or N1 (as defined in section A of
Annex |1 to Directive 70/156/EEC);

two- or three-wheel motor vehicles and their components.

Waste prevention isthe priority objective of the Directive. To thisend, it stipul ates that
vehicle manufacturers and material and eq uipment manufacturers must:

endeavour to reduce the use of hazardous substances when designing vehicles;

design and produce vehicles which facilitate the dismantling, re -use, recovery and
recycling of end-of-life vehicles,

increase the use of recycled materialsin vehicle manufacture;

ensure that components of vehicles placed on the market after 1 July 2003 do not contain
mercury, hexavalent chromium, cadmium or lead, except in the applicationslisted in

Annex |1. The Commission shall amend Annex Il on aregular basis according to scientific
and technical progressin order to establish maximum concentration values up to which

the existence of mercury, hexavalent chromium, cadmium or lead in specific materials and
components of vehicles shall be tolerated, to exempt certain materials and components of
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vehicles from the heavy metal ban if the use of these substances is unavoidable, delete
materials and components of vehicles from Annex |1 if the use of these substancesis
avoidable, and designate those mater ials and components of vehicles that can be stripped
before further treatment.

The Directive also introduces provisions on the collection of all end -of-life vehicles
(Article 5). Member States must set up collection systemsfor end -of-life vehicles and
for waste used parts. They must also ensure that all vehicles are transferred to authorised
treatment facilities, and must set up a system of deregistration upon presentation of a
certificate of destruction. Such certificates are to be issued when the vehicl eis
transferred, free of charge, to atreatment facility.

Thelagt holder of an end -of-life vehicle will be able to dispose it free of charge ("free
take-back" principle). Producers must meet all, or a significant part of, the cost of
applying this measur e.

The storage and treatment of end -of-life vehiclesis also subject to strict control, in
accordance with the requirements of Directive 75/442/EEC and those of Annex | to the
ELV Directive. Establishments or undertakings carrying out treatment operations must
strip end-of-life vehicles before treatment and recover all environmentally hazardou s
components. Priority must be given to there -use and recycling of vehicle components,
i.e. batteries, tyres, ail.

At the moment, at least 75% of end-of-life vehicles arerecycled (metal content). The
aim of this Directive isto increase the rate of re -use and recovery to 85% by average
weight per vehicle and year by 2006, and to 95% by 2015, and to increase therate of re -
use and recycling over the same period to at least 80% and 85% respectively by average
weight per vehicle and year. Less stringent obje ctives may be set for vehicles produced
before 1980.

Member States must ensure that producers use material coding standards which allow
identification of the various materials during dismantling. The Commission must
establish European standards on material coding and identification. *2

Economic operators must provide prospective purchasers of vehicles with information
on the recovery and recycling of vehicle components, the treatment of end -of-life
vehicles and progress with regard to re -use, recycling and recovery. On the basis of this
information, Member States must report to the Commission every three years on the
implementation of the Directive. The Commission must then publish areport on the
implementation of the Directive.

Member States may transpose ce rtain of the Directive's provisions by means of
agreements with the economic sectors concerned.

Amending acts are Directive 2002/525/EC (first technical adaptation of Annex I1) ,
Decision 2005/438/EC (exemption for spare parts for old vehicles from the heav y metal
ban) and Decision 2005/673/EC (second technical adaptation of Annex 1) .

2 For details see Commission Decision 2003/138/EC of 27 February 2003 establishing component and

material coding standards for vehicles pursuant to Directive 2000/53/EC, OJ L 53, 28.2.2003, p. 58.
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V.2.1.2. Analysisof the linksto classification and labelling provisions and

anticipation of the potential effectsof the GHS
With regard to classification and labelling provisions, the following links could be identified:
Article 2, Definitions:

11. "hazardous substance" means any substance which is considered to be dangerous under Directive
67/548/EEC; ...

Article 4, Prevention:

1. In order to promote the prevention of waste Member States shall encourage, in particular:

(@) vehicle manufacturers, in liaison with material and equipment manufacturers, to limit the use of hazardous
substances in vehicles and to reduce them as far as possible from the conception of the vehicle onwards, so as
in particular to prevent their release into the environment, make recycling easier, and avoid the need to
dispose of hazardous waste;

Article 6, Treatment:

3. Member States shall take the necessary measures to ensure that any establishment or undertaking carrying
out treatment operations fulfils at least the following obligations in accordance with Annex I: ...

(b) hazardous materials and components shall be removed and segregated in a selective way so as not to
contaminate subsequent shredder waste from end-of-life vehicles;

Article 8, Coding standards/ dismantling information:

3. Member States shall take the necessary measures to ensure that producers provide dismantling information
for each type of new vehicle put on the market within six months after the vehicle is put on the market. This
information shall identify, as far asit is needed by treatment facilities in order to comply with the provisions
of this Directive, the different vehicle components and materials, and the location of all hazardous substances
in the vehicles, in particular with aview to the achievement of the objectives laid down in Article 7.

As can be seen from available documents, legislative work related to the ELV Directive in the
last years in terms of hazardous substances focussed on the adaptations of Annex Il to
technical and scientific progress. In this context, the need to prolong or remove exemptions
from this Annex were analysed in the study “Heavy metalsin vehicles” (Okopol, July 2001).
There were two adaptations of Annex Il so far, and the third one is scheduled for the years
2007 and 2008. In addition, legidative work on thereview of 2015 targets isin progress, and
the type-approval directive has recently been amended . O

On the other hand, it can be seen from the quotations above that Directive 2000/53/EC derives
some limited obligations from the classification of substances as dangerous according to the
criteriaof Council Directive 67/548/EEC. In view of these legal obligations, it could be of
relevance that additional substances are expected to be classified under GHS, compared to the
current situation, cf. Table V.3 of Part | and Annex | to this study .

V.2.1.3. Suggestions how to minimise potential effectsof the GHS

In order to minimise potential effects related to additional classification under GHS, it is
proposed to exempt from the reference to classified substances those hazard classifications
(classes and categories/ types/ divisions) which are newly introduced by the GHS , in
accordance with Solution 1, cf. Part | of this study. Therespective classifications are listed in
TableVI.1of Part .
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With regard to the reclassification of current en triesin Annex | to Directive 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex V1 to the GHS Regulation.

Non-harmonised, but classified CMRs can easily be reclassified by using the conversion table
in Annex VII.
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V.2.2. Legidation on electrical and electr onic equipment

Directive 2002/96/EC of the Eur opean Parliament and of the Council of 27 January
2003 on waste electrical and electronic equipment

Directive 2002/95/EC of the European Parliament and the Council of 27 J anuary
2003 on therestriction of the use of certain hazar dous substancesin electrical and
electr onic equipment

http://europa.eu.int/eur -lex/lex/LexUri Serv/L exUriServ.do?uri=CEL EX:32002L0096:EN:HTM L
http://europa.eu.int/eur -lex/pri/en/oj/dat/2003/I_037/| 03720030213en00190023.pdf

Directive 2002/96/EC (“WE EE-Directive’) aims at preventing the generation of
electrical and electronic waste and to promote reuse, recycling and other forms of
recovery in order to reduce the quantity of such waste to be eliminated. Its
provisions apply to numerous categories of e lectrical and electronic equipment
(EEE). The only provision relating to classification and labelling legislation is
given in Article 11 where it is stated that producers should provide information
on the location of dangerous substances and preparationsi n EEE to treatment
facilities.

In view of these legal obligations, it could be of relevance that additional
substances are expected to be classified under GHS, compared to the current
situation. It is proposed to exempt from the reference to class fied substances and
mixtures those hazard classifications which are newly introduced by the GHS.

V.2.2.1. Abstract of the legidation

Directive 2002/96/EC (“WEEE-Directive’) is based on Article 175(1) of the Treaty. It aimsto
prevent the generation of electrical and electronic waste and to promote reuse, recycling and
other forms of recovery in order to reduce the quantity of such waste to be eliminated, whilst
also improving the environmental performance of economic operatorsinvolved in its
management.

This Directive applies to the following categories of electrical and electronic
equipment:

large and small household appliances;
IT and tel ecommunications equipment;
consumer equipment;

lighting equipment;

electrical and electronic tools (with the exception of large -scale stationary industrial
toals);

toys, leisure and sports equi pment;
medical devices (with the exception of implanted and infected products);
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monitoring and control instruments;
automatic dispensers.
Member States are to encourage the design and production of electrical and electronic

equipment which take into account and facili tate dismantling and recovery, in particular the

reuse and recycling of waste electrical and electronic equipment. They are to minimise the
disposal of waste dectrical and electronic equipment (WEEE) as unsorted municipal waste

and areto set up separate collection systems for WEEE. In the case of electrical and electronic
waste, Member States are to ensure that, as from 13 August 2005 , the return of contaminated
waste presenting arisk to the health and safety of personnel may berefused. Other provisions

relate to take-back systems and to charges for the return of such waste.

Producers must make provision for the collection of waste that is not from private
households. Member States must ensure that all waste electrical and electronic
equipment is transp orted to authorised treatment facilities.

By 31 December 2006 at the latest, arate of separate collection of at least 4 kg on average per
inhabitant per year of waste electrical and electronic equipment from private households must
be achieved. A new targ et rate to be set at a later date isto be achieved by 31 December 2008.

Treatment and recovery

Producers of electrical and electronic equipment must apply the best available treatment,
recovery and recycling techniques. Such treatment is to include there moval of fluids
and selective treatment in accordance with Annex |1 to the Directive. Waste treatment
and storage must be in conformity with Annex 111 to the Directive.

Establishments responsible for treatment operations must obtain a permit from the
competent authorities. They are encouraged to participate in the Community eco-
management and audit scheme (EMAS). With a view to minimising the disposal of
WEEE as unsorted municipal waste an d to facilitating its separate collection, Member
States shall ensure that producers appropriately mark electrical and electronic equipment
put on the market after 13 August 2005 with the symbol shown in Annex 1V to the
WEEE-Directive.

Treatment operations may also be undertaken outside the Member State concerned, or
even outs de the Community, subject to compliance with Council Regulation (EEC) No
259/93.

Producers must set up systems for the recovery of waste electrical and electronic
equipment collected separately. Defined rates of recovery by an average weight per
appliance are set by the WEEE- Directive, to be met by 31 December 2006.

By 13 August 2005, producers must provide for the financing of the collection,
treatment, recovery and environmentally sound disposal of waste electrical and
electronic equipment. In the case of products plac ed on the market later than 13 August
2005, each producer isresponsible for providing financing in respect of his own
products.

Information

Users of electrical and electronic equipment in private households must have access to
the necessary information on the requirement not to mix thistype of waste with unsorted
municipal waste and to ensure separate collection, collection and take -back systems,
their role in therecovery of waste, the effects of such waste on the environment and
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health, and the meanin g of the symbol which must appear on the packaging of such
equipment (a crossed -out wheeled bin).

For each new type of electrical or electronic equipment, producers must provide, within
one year after it is placed on the market, information on itsreusea nd treatment. Such
information is to identify the components and materials present in the equipment and the
location of dangerous substances and preparations. Such information must be
communicated to reuse centres and treatment and recycling facilities. Pr oducers of
electrical and electronic equipment placed on the market as from 13 August 2005 will be
identifiable by a mark on each appliance.

Reporting and penalties

Member States are to draw up aregister of producers and keep information on the
quantities and categories of eectrical and electronic equipment placed on the market,
collected, recycled and recovered in their territory. Every three years, they must also
send a report to the Commission on the implementation of this Directive. The first such
report will cover the 2004 -2006 period. The Commission isthen to publish areport on
the same subject within nine months after receiving the reports from the Member States.

Member States are to determine the penalties applicable to breaches of thisDirectiv e.

Dir ective 2002/95/EC

The use of hazardous substances in thistype of equipment isfurth er regulated by
Directive 2002/95/EC on the use of certain hazardous substances in electri cal and
electronic equipment. It covers the same scope as the WEEE -Directive on waste
electrical and electronic equipment (except for medical devices and monitoring and
control instruments). It also appliesto electric light bulbs and luminairesin househo Ids.

From 1 July 2006, lead, mercury, cadmium, hexavalent chromium, polybrominated
biphenyls (PBBs) and pol ybrominated diphenyl ethers (PBDEsS) in electrical and
electronic equipment must be replaced by other substances. However, asit is not always
possibl e to completel y abandon these substances, the Commission provides for a
tolerance level of 0.1% for lead, mercury, hexavalent chromium, polybrominated
biphenyls (PBBs) and pol ybrominated diphenyl ethers (PBDESs), and a tolerance level of
0.01% for cadmium. In addition, certain uses specified in the Annex to the Directive are
tolerated.

On 6 June 2005 the Commission proposed reviewing the provisions of the Directive, in
order to adapt the list of exempt uses so as to take account of technical progress.

V.2.2.2. Analysisof the linksto classification and labelling provisions and anticipation of
the potential effectsof the GHS

With regard to classification and labelling provisions, the following links could be identified:

Directive 2002/96/EC, Article 3, Definitions:

(1) "dangerous substance or preparation” means any substance or preparation which hasto be cons dered dangerous
under Council Directive 67/548/EEC(13) or Directive 1999/45/EC of the European Parliament and of the Council .;

Directive 2002/96/EC, Article 11, Information for treatment facilities:
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1. In order to facilitate the reuse and the correct and environmentally sound trestment of WEEE, including
maintenance, upgrade, refurbishment and recycling, M ember States shall take the ne cessary measuresto ensure
that producers provide reuse and treatment i nformation for each type of new EEE put on the market within one
year after the equipment is put on the market. Thisinformation shall identify, asfar asit is needed by reuse
centres, treatment and recycling facilitiesin order to comply with the provisions of this Directive, the different
EEE components and materials, aswell as the location of dangerous substances and preparations in EEE. It
shall be made avail able to reuse centres, treatment and recycling facilities by producers of EEE in the form of
manual s or by means of eectronic media (e.g. CD -ROM, online services).

Annex || to Directive 2002/96/EC, Selective treatment for materials and components of
waste eectrical and electro nic equipment in accordance with Article 6.1

1. Asaminimum the following substances, preparations and components have to be removed from any
separately collected WEEE:
- components containing refractory ceramic fibres as described in Commission Directive 97/69/EC of 5
December 1997 adapting to technical progress Council Directive 67/548/EEC relating to the classification,
packaging and labelling of dangerous substances(2), ...

In Directive 2002/95/EC, no further reference to classification and labelling pro visonsis
made. Ingtead, it isreferred to defined substances, cf. Article 4, Prevention:

1. Member States shal ensure that, from 1 July 2006, new electrical and electronic equipment put on the market
does not contain lead, mercury, cadmium, hexavalent chromium, polybrominated biphenyls (PBB) or
polybrominated diphenyl ethers (PBDE). National measures restricting or prohibiting the use of these substances
in electrical and eectronic equipment which were adopted in line with Community legislation before the
adoption of this Directive may be maintained until 1 July 2006.

As can be seen from the quotationsabove, itisonly Article 11.1 of Directive 2002/96/EC to
derive legal obligations from the classification of substances as dangerous according to the
criteria of Council Directive 67/548/EEC. In this connection, it could be of relevance that
additional substances and mixtures are expected to be classified under GHS, compared to the
current situation, cf. TableV.3 of Part | and Annex | to this study.

V.2.2.3. Suggestions how to minimise potential effects of the GHS

In order to minimise potential effects related to additional classification under GHS, it is
proposed to exempt from the reference to classified substances and preparations (GHS
terminology: “mi xtures’) those hazard classifications (classes and categories/ types/
divisions) which are newly introduced by the GHS , in accordance with Solution 1, cf. Part |
of this study. Therespective classifications arelisted in Ta ble V1.1 of Part I.

With regar d to the reclassification of current entriesin Annex | to Directive 67/548/EEC, the
GHS Regulation will provide for conversions for CMR and respiratory sensitisers on the basis
of equivalent criteria. It is planned to carry them over to Annex VI tothe GH S Regulation.
Non-harmonised, but classified CMRs can easily be reclassified by using the conversion table
in Annex VII.
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V.2.3. Legidation on Batteriesand Accumulators

Council Directive 91/157/EEC of 18 March 1991 on batteries and accumulators
containing certain danger ous substances

Proposal for a Directive of the Eur opean Parliament and the Council on batteries
and accumulator s and spent batteries and accumulators, 2002/0282 COD
http://europa.eu.int/eur -
lex/lex/LexUriServ/LexUriServ.do?u ri=CELEX:31991L 0157:EN:HTML

http://europa.eu.int/eur -lex/en/com/pdf/2003/com2003 0723en01.pdf

The legislation on batteries and accumulators was examined because the wordin g of the title
Council Directive 91/157/EEC contains the term “ dangerous substances’. However, the
legislation does not reveal alink to classification and labelling provisions. Therefore, the GHS
will have no effect, either.

V.2.3.1. Abstract of the legi dation

Council Directive 91/157/EEC is based on Article 95 of the Treaty. It prohibits, with
effect from 1 January 1993, the placing on the market of:

manganese alkaline batteries designed for prolonged use in extreme conditions and
containing more than 0.05% by weight of mercury;

any other alkaline battery with a mercury content of more tha n 0.025% by weight.

Directive 98/101/EC tightened up these standards sharply as of 1 Jan uary 2000, the date
on which Member States prohibited the marketing of batteries and accumulators
containing more than 0.0005% of mercury by weight. The same applies to appliances
incorporating such batteries and accumulators.

Button cells and batteries co mposed of button cells with amercury content of no more
than 2 % by weight shall be exempted from this prohibition. Member States must draw
up programmes aimed primarily at reducing the heavy -metal content of batteries and
accumul ators.

Under these programmes, Member States must encourage the separate collection of
batteries and accumulators with a view to their recovery or ultimate disposal. The
batteries and accumulators, or the appliances in which they are incorporated, must be
marked in such away ast o indicate separate collection and recycling requirements and
heavy-metal content.

In July 2006, the Conciliation Committee approved ajoint text for anew Directive which
would repeal the current legislation on batteries and accumulators, i.e. Directives
91/157/EEC, 1993/86/EEC and 98/101/EC.
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V.2.3.2. Analysisof the linksto classification and labelling provisions and anticipation of
the potential effectsof the GHS

Neither Council Directive 91/157/EEC and subsequent amendments nor the joint text for the
new Directive as approved by the Conciliation Committee in July 2006 reveal alink to
classfication and labelling provisions according to Directive 67/548/EEC . Theissues raised
pertain mainly to the content of heavy metals such as mercur y, lead and cadmium in batteries
and accumulators.

Since no reference is made to classification criteria in thelegidlation, the GHS have no effect,
either.

V.2.3.3. Suggestions how to minim ise potential effects of the GHS

None.
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Annex | - Studies & Statements on GHS Hazar d Classifications

|. Physical Hazards

Basic information related to physical hazards is provided by the documents ECB1/75/01 -Part
A.rev.1 and ECB1/75/01 -Part C2.

I.1. Explosives (Chapter 2.1 GHYS)

1. TheEU system covers substances, wher easthe GHS covers substances as packaged and
pyrotechnic articles. The GHS classification comprising 6 divisions corresponds to class 1
of UN/ADR.

2. TheEU system examines the ease of initiation by mechanical and thermal stimuli whereas
the GHS is primarily concerned with the effects of initiation.

3. TheEU classfies on the basis of (some of) the intringc properties of the material whereas
the GHS finally classfies as affected by the containment (package).

4. The GHS has more tests and identifies more properti es than the EU system. The GHS has
detonation and deflagration tests.

5. EU risk phrase R3 covers classified unstable substances whereas the GHS does not
classify them within Divisions 1.1 to 1.6, but as unstable explosive.

6. The GHS system gives precedenceto aclassification as Organic Peroxide or Self-
Reactive Substance or M ixture, explosive properties being consdered a secondary hazard,
whereas the EU will always give pre cedence to explosive properties, cf. Table 1.1 below.

7. Further referencesto the EU test series A.14 isnecessary, in order to maintain the current
scope of substances which are classified under Directive 67/548/EEC.

8. Inthe GHS, probably most unintentional explosives (i.e. those that give a positivein a
Series 2 test, but not in a Series 6 t est) may not be classified, although they could have
explosive properties (unpackaged) in some use settings (e.g. workplace). Thisissue was
recognised at UN level, cf. UN documents ST/SG/AC.10/C.3/2005/36 and
ST/SG/AC.10/C.4/2005/5: Explosive properties are considered so important that they
should always have priority even if the substances or mixtures are assigned to other
classes. For thisreason atest series for explosive properties should be implemented in the
GHSfor all substances which might presen t an explosive hazar d, i.e. test series A.14
according to Dir 67/548/EEC.
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Explosive (E) Oxidising (O)
EU R2, R3 R7
I dentification by Teging Chemical Structure
Explosives
GHS . .
Organic Peroxides
Type A, TypeB
Self-Reactive Substances and
Mixtur es
Type A, TypeB
Class 1 — Explosives
RTDG . . .
(Transport) Class 5 — Oxidising Substances and Or ganic Per oxides

Division 5.2 — Or ganic Per oxides

Type A, TypeB

Self-Reactive Substances and
Mixtures
Type A, TypeB

Table|.1: Explosive properties: Converson from EU Explosive and Oxidising R7 to the GHS
hazard classes Explosives, Organic Peroxides and Self-Reactive Substances and Mixtures

Further reading

A.K. Brown, GHS - EU Explosives Comparison, July 2005

[.2. Flammable Gases (Chapter 2.2 GH )

The EU system hastest A .11 and classifies into a single hazard level (F+; R12) whereasthe
GHS classifies into two hazard categories.

[.3. Flammable Aerosals (Chapter 2. 3GHYS)

1. The GHS dassifiesinto two hazard categories.

2. Twotypes of aerosol are characterised: spray aerosols and foam aerosols.
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[.4. Oxidising Gases (Chapter 2.4 GHYS)

The EU system and the GHS are approximately equivalent in coverage.

[.5. Gases under Pressure (Chapter 2.5 GHYS)

1. Thishazard classification has not existed in the EU legi dation. It isbased on hazards
related to physical state, and not to the intrinsic properties.

2. Corrosive gases are not covered; criteria are needed.

|.6. Flammable Liquids (Chapter 2. 6 GHYS)

1. TheGHSclassifiesinto four hazard categories. GHS category 1 -3 cover the EU categories
of danger Extremely Flammable (F+; R12), Highly Flammable (F; R11) and Flammable
(R10), cf. Table 1.2 below. GHS hazard category 1 covers effectively the same substances
asthe EU category Extremely Flammable (F+) .

EU Classification; EU Criteria Flammable Liquids | GHSCriteria
R-phrase — Subcategory

Extremely Flammable | Ty < 0<C and category 1 Ty < 23«C and
F+, R12 Tb,i e 35:C Tb,i o 35:C
Highly Flammable Tn < 21C category 2 Tn < 23+C and

F, R11 Tb,i > 35.C
Flammable 21«C+ Ty * 55C category 3 23:C e+ Ty * 60-C
R10

None None category 4 60°C < Tg * 93-C

Table1.2: Flammable Liquids — Comparison of Categories;
Tq = flash point, Tp,; = initia boiling point

2. Thereare some small differencesin the limiting valuesfor f lash points between the EU
categories of danger and the GHS hazard categories. Differencesin the flash point
limiting values arelikely to have very little effect; they can probably not be distinguished
from measurement errors.

3. For GHS hazard category 3, the escape clause in Note 2 which is based on combustibility
is different to that in 2.2.5 of Annex V1 of Directive 67/548/EEC.

4. The GHS hasa further escape clause for viscous liquidsin Note 3 that is contained in the
EU land transport regulations. Some mixtures which are classified with EU R10 will
probably become declassified.
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[.7. Flammable Solids (Chapter 2.7 GHYS)
1. TheEU system hasatest A10 and class fiesinto asingle hazard level , whereas the GHS
has a very similar test and classifiesinto two hazard categories.

2. Therange of intrinsic properties and substances covered by the two systems are very
similar.

|.8. Self-Reactive Substances and Mixtures (Chapter 2. 8 GHS)
1. The GHS hazard class covers thermally unstable substances and mixtures, capable of
exothermic decompoasition, such asinitiators and blowing agents.

2. The GHSalso covers explosive properties: Any self -reactive substance or mixture that
possesses explosive properties will be defined as  Self-Reactive Type A or Type B
substance or mixture.

3. TheEU system classifies GHS Type A and Type B substances and mixturesas Explosive
(E) by tegting.

1.9 Pyrophoric Liquids (Chapter 2. 9 GHS)

1. TheEU system subsumes pyrophoric liquids under the category of danger Highly
Flammable (F) and attributes to them risk phrase R17, cf. Table .3 and 1.4 below.

2. TheEU system and the GHS have the sametests and criteria.

[.10. Pyrophoric Solids (Chapter 2.10 GHS)

1. TheEU system subsumes pyrophoric solids under the category of danger Highly
Flammable (F) and attributes to them risk phrase R17, cf. Table 1.3 and |.4 below.

2. TheEU system and the GHS have the same tests and criteria
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Highly Flammable (F)
EU R17

Self-ignition time 5min hours or days

Pyrophoric Solids ///%/5%%///%

RTDG Class 4, Division 4.2 ////}/ﬁ%%%%

(Transport Packaging Group | %////////////////////é///

A1)

Tablel.3: Pyrophoric and self-heating properties: Conversion from E U Highly
Flammable (F) to the GHS hazard classes Pyrophoric Liquids, Pyrophoric
Solids and Self-Heating Substances and Mixtures (correspondence not clear)

[.11. Self-Heating Substances and Mixtures (Chapter 2.11 GHS)

1. ThisGHShazard class (2 subcategories ) isnot covered by the current system of
classification and labelling. It is sometimes stated that EU risk phrase R17 might be
applicable to oxidative Self-Heating Substances and M ixtures, cf. Table 1.3 above and
Table 1.4 below.

2. Ingenera, thishazard class has particular relevance for storage of substances classified as
self-heating, particularly in bulk phase. It covers many substances, such as ingredients of
washing powders, charcoal, coal, fine particles of Iron(ll)oxide etc.

1.12. Substances and Mi xtur es which, in Contact with Water, Emit Flammable Gases
(Chapter 2.12 GHS)

1. TheEU system and the GHS are the same, but the GHS classifies into three  subcategories

and the EU only hasa single hazard level, namely Highly Flammable (F), with risk phrase
R15, cf. Table 1.4 below.

199



Highly Flammable
(F)

Highly Flammable
(F)

Highly Flammable
(F)

Highly Flammable
(F)

R11 R11 R15 R17
EU “Highly “Highly “Contact with water liberates “ Spontaneoudy flammablein air”
flammable’ flammable” extremely flammable gases’
Liquids Solids

Pyrophoric Liquids
GHS | Flammable Liquids | Flammable Solids | Substancesand mixtureswhich, in
(Cat. 2) contact with water, emit flammable
. gases

Pyrophoric Solids

Table 1.4: Conversion from EU Highly Flammabl e (F) to various GHS hazard classes (GHS Self-Reactives not included)

.13. Oxidising Liquids (Chapter 2.13 GHS)

1. GHSclassifiesinto three subcategories which will cover substances and mixtures classifiedin the current EU system as Oxidising (O), RS,
cf. Table 1.5 below.

2. GHS category 1 corresponds also to EU risk phrase RO.
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EU Oxidising (O) Oxidising (O) Oxidising (O)
R9 R8 R8
Explosion Spontaneous ignition Mean pressurerise
time less than or equal
tor eference mixture
Reference none none 50% perchloric acid 40% aqueous sodium 65% aqueous nitric
mixture and cellulose chlorate solution and acid and cellulose
(1) cellulose
GHS Category 1 Category 1 Category 1 Category 2 Category 3
Hazard Statement Spontaneous ignition Mean pressurerise Mean pressurerise Mean pressurerise
assumes explosion el SEETE time lessthan timelessthan or equal | timelessthan or equal
el iE refer ence mixtur e tor eference mixture to reference mixture
Table l.5: Liquid substances and mixtures. Conversion from EU Oxidising (O) to GHS hazard class Oxidising Liquids on the basis of testing

criteria. The mean pressure rise time is the mean of the measured times for a mixture under test to produce a pressure rise from
690 kPa to 2070 kPa above atmospheric. The sample-to-cellulose ratio is awaysl:1 (by mass)

I.14. Oxidising Solids (Chapter 2.14 GHYS)

1. The GHS will permit differentiation between 3 subcategories, whereas the EU system has one criterion and two risk phrases (R8, R9) with no
criteriato permit differentiation.

2. The GHS may classify more substances.
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[.15. Organic Peroxides (Chapter 2.15 GHS)

1. The EU classifies such substances and mixtures as Oxidising (O) or Explosive (E), cf. Table |.1 above. The classification as EU Oxidising (O)
is based upon chemical structure.
2. The GHSclassification is based upon chemical structure and on tests and criteria.

3. GHS hazard class Organic Peroxides al so covers expl osive properties. An organic peroxide that possesses expl osive properties will be
classified as Organic Peroxide Type A or Type B substance or mixture.

4. Incontrast, the EU system classifies GHS Type A and Type B substances and mixtures as Explosive (E) (by testing) and, in the case of
organic peroxides (chemical structure deciding), as Oxidising (O).

5. Both the EU system and the GHS have escape clauses for the classification which is based on the percentage of available oxygen (dlightly
different figures). The GHS will cover slightly less due to the available oxygen clause. However, this effect is considered to be negligible as
most substances in commerce significantly exceed the figures.

NB: Organic peroxides are not oxidisers, but energetically unstable substances.
|.16. Corrosiveto Metals (Chapter 2.16 GHS)

1. Thiswould be a new classification —the EU has no equivalent criteria.
2. There arealimited number of substances concerned.
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1. Health Hazards

Basic information related to health hazards is provided by the documents
European Commission: Technical Assistance to the European Commission on the | mplementation of the GHS (Okopol, 2004)

http://europa.eu.int/comm/enterprise/reach/ghs en.htm

DG ENTR, Comparison between EU and GHS Criteria, Human Health and Environment, June 2005

http://europa.eu.int/comm/enter prise/reach/docs/ghs/ghs _comparison_classificati ons. pdf

I1.1. Acute Toxicity (Chapter 3.1 GHYS)
1. Boththe EU system and the GHS take account of different routes of uptake, i.e. oral, dermal and inhalation.

2. Inthe GHS, the LDs, / LCs ranges of the individual categories do not always coincide with the ranges of the corresponding EU categories of
danger, cf. Table 11.1 below (oral and dermal route of uptake). For example, the current EU category Very Toxic (T+) for the oral route of
uptake rangesfromQ e LDsye 25 mg/kg, while GHS category 1 rangesfromO e« LDsg e 5 mg/kg and category 2 from5 e LDsp e 50 mg/kg.
The EU category Toxic (T) rangesfrom 25+ LDsp » 200 mg/kg for the oral route while GHS category 3 ranges from 50 ¢ LDsp ¢ 300 mg/kg.

1. AcuteToxicity - Oral

T R28 T R25

EU
LDso (*) £5 5-25 25-50 50-200 200-300 300-2000 2000-5000
GHS Cat. 1 Category 2 Category 3
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2. Acute Toxicity - Dermal

EU T" R27

L Dso £50 50-200 200-400 400-1000 1000-2000 2000-5000

GHS Category 1 Category 2 Category 3

Tablell.1: Category ranges for acute oral and dermal toxicity under EU legidation and the GHS

3. The number of substances classified in a defined category is more or less proportional to the respectivel Ds / LCso range. For the example of
the oral route of uptake, this means that GHS category 1 and 2 will comprise more classified substances than EU Very Toxic, and GHS
category 3 (or 2 and 3) will comprise more substances than EU Toxic.

4. For the evaluation of the toxicity of a mixture, the GHS provides for two different methods: the GHS / ATE method and the GHS / L Dsy
method. In general, it will be the decision of sectors which method they will favour: The GHS/ ATE method will presumably be simpler and
least expensive. For this reason, it will probably be used most commonly. However, each enterprise will need to consider inter aliathe
availability of datafor the ingredients of their mixtures, the cost of testing which will generally be higher for mixtures with many
components, whether use of animals should be avoided for business / palitical reasons and whether the result given by the least costly GHS/
ATE method predicts the classification with sufficient precision.

5. The application of the GHS/ ATE method and the GHS / L Dsp method may lead to different classification results for the same mixture, asis
shown in detail for one-component mixtures in the Férster / Wiertulla study. Unfortunately, it cannot be predicted if the classification of a
multi-ingredient mixture as derived by one of the GHS calcul ation approaches will deviate from the most closely corresponding classification
as derived from the EU conventional calculation method, cf. Annex I1, Part A of Directive 1999/45/EC— available sudies provide conclusive
answers for one-component mixtures only. At least from atheoretical point of view, it is quite probable that migration of individual multi-
ingredient mixtures to lower or upper toxicity ranges may occur under GHS. Thisis confirmed by the Monte-Carlo simulation performed in
the context of the RPA impact assessment (May 2006).
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6. The GHSusesformula3.1.3.6.2.3 for the calculation of the classification of a mixturein
case thereis insufficient knowledge about the classifications of itsingredients  (Cunknown >
10%). Thisformulawill classify the more severe the less the classifications of the
ingredients are known .

7. Apart from the classification of a substance or mixture, the conversion of the reference to
aparticular EU category to a (a) defined GHS category (ies) in a particular downstream act
iscrucial. For the example of the oral route of uptake, it will then be of relevance if the
referenceto EU Very Toxic is shifted to GHS category 1 or to GHS category 1 and 2 in
future. In the former case, less substances and mi xtures will probably be caught compared
to the current situation, cf. above. In the latter case, the opposite could occur in theory. A
related situation may arise for Toxic: Will thereferenceto Toxic be replaced by GHS
category 3 or by GHS category 2 and 3 ? Inthe former case, awider LD 5 rangeis
covered, due to the upper limit being LD s, = 300 mg/kg body weight. In the latter case,
thistrend is even more pronounced because the lower LD 5 limit would be lowered from
25to 5 mg/kg bw. As a consequence of both cases, more substances and mixtures could
potentially be caught. The situation and the underlying reasoning for the other routes of
uptake are similar, though not completely the same as for the oral pathway.

8. In December 2005, the German delegation reported on recent work related to the
application of the additivity formulafor the calculation of the toxicity of gas mixtures at
the UN SCE GHS mesting. Starting point of the analysisis that the additivity formulais
said not to be applicable to gas mi xtures. Indeed, classification only begins at gas
concentrations which are far above human fata intoxications: Use of the GHS additivity
formulawill only lead to safe values for gas mixturesin casetherat LC 5o is morethan one
order of magnitude lower than the human intoxication concentration which is very
seldomly the case. This suggests, however, that the formulaitself does not fail, but that
the cut-off concentrations are too low which have been set for the classification of gaseous
substances. In so far, a solution to the problem would be to use higher cut -off
concentrations for gas substance classification under GHS, cf. the UN document below.

Further reading
ECB documents CAL-TASK1-2/015, CAL-TASK1-2/029, CAL -TASK1-2/030

R.-U. Forster, M. Wiertull a, Classification of substances and preparations — comparison of
the EU and the Globally Harmonised System. November 2005

Genevieve Hilgers, Comparison of criteriafor the classification of substances between the
Global Harmonisation and EU systems, August 25, 1999

G.H. Holland, Verification of a Mathematical Method for the Estimation of the Acute
Ingestion Hazard of Detergent Preparations, Toxic. In Vitro Vol. 8, No. 6, 1994

ENV/IM/HCL (2006)3/REV 1: Draft |ssue Paper On Toxic Gas Mixtures

[1.2. Skin Corrosion / Irritation (Chapter 3.2 GHS)

1. For skinirritation, it was stated that the EU and the GHS criteria are equivalent. However,
it has been stated in another source that more substances might be classified under GHS
compared to the current situation. Thiswould be due to higher mean values for
erythema/eschar or oedema.: Whereasthe EU legislation requiresa mean value of « 2 for
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the classification with R38, the GHS will require a mean value between 2.3 and 4 for the
classification as skin irritant / category 2.

For skin corrosion / irritation, more mixtures will probably be classified under GHS
compared to the current legislation. Thiswill partly be due to lower concentrations limits
under GHS, resulting in a bigger interval for ingredient concentration to be considered for
the classification of the mixture, cf. Table11.2 below:

EU category of EU concentration Corresponding GHS GHS concentration
danger limit hazard classification limit
Corrosive (C), R35 5% Skin corrosion, category 1A 3%
Corrosive (C), R34 10% Skin corrosion, cat. 1B and 1C 5%
Irritant (Xi), R38 20% Skin irritation, category 2 10%

Tablell.2: Concentration limits for the classification of mixtures containing
skin corrosive or skin irritant substances

3. Another potential driver for the classification of additional mixtures for the hazards skin
corrosion / irritation and serious eye dama ge/ eyeirritation is the calculation method
used under GHS. This effect was demonstrated by Eeckhout et a. who applied the EU
CCM and the GHS standardised approach to the following formulations: 100, 38, 20 and
40 for laundry powder detergents, laundry liquid detergents, al purpose cleaner/acid
liquid cleaner and hand dishwashing liquids respectively. The outcome wasfirstly that the
EU CCM better reflected real testing results and secondly that numerous additional
detergents were classified under GHS o r saw a more severe classification, respectively.
For example, for skin irritation category 2 (R 38) the average number of detergents
subject to classification was shown to rise by 42%, cf. Table 1.3 below. Of course, there
are also other examples, e.g. t he average number of detergents subject to serious eye
damage/ eyeirritation category 2 (=R36) would fall by 11% under GHS. However, the
feature of down-classification has obviously minor weight than up -classification.

In the formulations considered, on ly surfactant ingredients have been taken into account.
This means that the cal culations may underestimate the effect of the GHS on detergent
products.
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% of products L aundry powder Laundry liquid All purpose cleaner / Dishwashing liquid Average
classified detergent deter gent acid liquid cleaner
Classification Based on EU GHS Based on EU GHS Based on EU GHS Based on EU GHS Based on EU GHS
CCM CCM CcC™M CCM CCM
1.1 sincorrosion, Cat. 0% 5% 0% 13% 0% 0% 0% 0% 0% 45%
1A (= R35, R34)
- Skin corrosion, Cat. 22% 94 % 84 % 87 % 15% 95 % 87,5% 100 % 52 % 94 %
1B and IC (=R38)
2. - Irreversible effects 85 % 100 % 97 % 100 % 40 % 100 % 97,5% 100 % 80 % 100 %
on the eye (=R41)
. Irritant to eyes, 15% 0% 3% 0% 25% 0% 25% 0% 11% 0%
Ca. 2A (=R36)
- lrritant to eyes, 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
Cat. 2B (=R36)

Further reading

Table 11.3: Comparison of the EU and the GHS classification for 198 detergent products

Genevieve Hilgers, Comparison of criteriafor the classification of substances between the Global Harmonisation and EU systems, August

25, 1999

Genevieve Hilgers, Impact of GHS standardized approach of skin/eye irritation/corrosion on Al SE products, March 2001
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[1.3. Serious Eye Damage/ E ye Irritation (Chapter 3.3 GHS)

1. For serious eye damage/ eyeirritation , it was stated that the EU and the GHS criteriaare
equivalent. However, it has been stated in another source that several additional and more
conservative criteria (factor 2 or 3) could be thereason for an increased number of
classified substances compared to the current situation:

- Serious eye damage/ eye irritation category 1 presents several additional and more
conservative criteriavs. the Xi, R41 criteria: in case three animals are tested, iritis
scores higher than 1.5 will trigger a classification in the GHS while only a score equal
to 2 would trigger a classification in the EU system;

- Serious eye damage/ eye irritation category 2 also presents several additional and
more conservative criteriavs. the R36 criteria:

@ corneal opacity score of > 1 would trigger a classification in the harmonized system
while only a score of > 2 and < 3 would lead to classification in the EU system ;

@ conjunctival rednessscore of > 2 would trigger a classification in the harmonized system
while only a score of > 2.5 would lead to classification in the EU system contrary to the
EU system, the harmonized system indicates that when there is a pronounced variability
among animal responses, this information may be taken into account in  determining the
classification;
- Contrary to the EU system, the GHS criteriafor serious eye damage / eyeirritation do
not cover the case where more than 3 animals would be tested;

- Contrary to the EU system, a decision tier approach is given as an example of the
approach to be used to classify substances. In thistier approach, several factors should
be considered before testing is undertaken . Contrary to the EU system, skinirritation
datarelated to historical human or animal experience can trigger the classificatio n of
the substance as eye irritant category 2 (equivalent of R36) even though alot of data
show that there is not always a direct link between skin and eye corrosivity / irritation;

- Contrary to the EU system, in the decision tier approach aclear referenc eto SAR for
serious eye damage / eyeirritation and skin corrosion is made to classify substances
for these hazards, but not to avoid classification;

- Persistence of the effect (at least 24h in the EU) isnot sp ecified in the GHS.

2. For serious eye damage / eyeirritation, more mixtures will probably be classified under
GHS compared to the current legidlation. Thiswill partly be due to lower concentrations
limitsunder GHS, resulting in a bigger interval for ingredient concentration to be
considered for the classification of the mixture, cf. Table 11.4 below:
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EU category of

EU concentration

Corresponding GHS

GHS concentration

danger limit hazard classification limit
Irritant (Xi), R41 10% Serious eye damage, category 1 3%
Irritant (Xi), R36 20% Eyeirritation, category 2A 10%

Tablel1.4: Concentration limits for the classification of mixtures containing substances
which have irreversible effects on the eye or are irritant to eyes

3. Another reason for additional mixturesto be classified for the hazards skin corrosion /
irritation and serious eye damage / eyeirritation isthe calculation method used under
GHS, cf. point 3 under 11.2, Skin Corrosion / Irritation.

Further reading

Genevieve Hilgers, Comparison of criteriafor the classification of substanc es between the
Global Harmonisation and EU systems, August 25, 1999

Genevieve Hilgers, Impact of GH S standardized approach of skin/eye irritation/corrosion
on AlISE products, March 2001

[1.4. Respiratory or Skin Sendtisation (Chapter 3.4 GHYS)

1. TheEU and the GHS criteriaare equivalent.
2. Thenumber of classified substances will not change under GHS.

Further reading

Genevieve Hilgers, Comparison of criteriafor the classification of substances between the
Global Harmonisation and EU systems, August 25, 1999

[1.5. Germ Cell M utagenicity (Chapter 3.5 GHS)

1. Withregard to the mutagenicity hazard, the GHS will not change the classification

criteria

[1.6. Carcinogenicity (Chapter 3.6 GHS)

1. TheGHSclassification criteriaare identical to those applied by Directive 67/548/EEC, cf.

Annex | to this study. Guidance on how to interpret the data for potentialy carcinogenic

substances and derive a particular classification is still under development at UN level.
Theoverall conclusion to be drawn is that the GHS will cla ssify the same kind and
number of substances and preparations (GHS terminology: “mixtures”) as are currently

classified.
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Further reading
UN document ST/SG/AC.10/C.4/2005/2

[1.7. Reproductive Toxicity (Chapter 3.7 GHS)

1. Asto reproductive toxicity the situation issimilar to that for carcinogenicity: The GHS
classification criteria are identical to those applied by Directive 67/548/EEC, cf. Annex |
to this study. Guidance on how to interpret the data for potentially reprotoxic substances
and derive a particular classification is still under development at UN level.

2. Following the presentation of the scientific issue paper on reproductive toxicity potency
ST/SG/AC.10/C.4/2005/3 (OECD) at the UN SCE GHS meeting in July 2005, the GHS
Subcommittee took note of t he fact that the available scientific knowledge on thisissue
does not allow a general revision of the existing classification criteria

Further reading
UN document ST/SG/AC.10/C.4/2005/3

11.8. Specific Target Organ Toxicity*®/ single exposure (Chapter 3.8 GHS)

1. Dueto higher cut-off values for substance classification for al routes of uptake, the GHS
will probably classfy additional substances and mixtures.

Further reading
ECB document ECBI/24/03 Add.1

11.9. Specific Target Organ Toxicity'* / repeated exposure (Chapter 3.9 GHS)

1. For STOT (repeated exposure), the GHS criteriafor the ora and the dermal route are
twice as stringent as the current EU criteriafor R48 so that the number of substances and
mixtures classfied for this hazard will probably inc rease compared to the current
situation: as indicated in section 15 of ECB document GHS/011/2005, classification as
STOT after repeated exposure viathe oral route will already be triggered when effects are
observed in a90 days study as per <10mg/kg/day (Category 1) and <100 mg/kg/ day
(Category 2) in theframe of GHS, but only as per <5 mg/kg/day (T, R48) and
<50 mg/kg/day (Xn, R48) under the current EU system.

Further reading
ECB document GHS/011/2005

ECB document ECBI/ 56/04 Rev.1

3 Please note that the previous hame of this hazard class was “specific target organ systemic toxici ty” (STOST).
The attribute “ systemic” was deleted because this hazard class also covers locdl effects, cf. UN SCE GHS
session July 2006.

idem
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[1.10 Aspiration Hazard (Chapter 3.10 GHS)

1

Thereare strong indicationsin the GHS criteriathat more substances will be classified
under GHS: all hydrocarbons with viscosities between 7 ¢St and 20.5 ¢St at 40°C, which
are currently not classified, will be C ategory 1 under GHS. This includes quitealarge
number of lower viscosity mineral oils. In addition alarge number of hydrocarbon and
mineral oil based preparations (e.g. engine oils and industrial oils) and heavy gas oil will
bein Category 1.

Thereisalso a second differ ence - the EU criteria have an escape clause such that
substances with a surface tension above a certain value need not be classified, even if they
meet the other criteria. Thereisno such escape clause in the GHS criteria. However, there
is some information that industry do not generally avail themselves of the surface tenson
clause and so this may not be significant.

Further reading

CONCAWE's Responses to questions from DG ENTR regarding aspiration hazards under
GHS, January 2006

Communication on Aspiration Toxicity versus EU Harmful R65, UK, January 2006

I11. Environmental Hazards

Basic information related to health hazards is provided by the documents

DG ENTR, Comparison between EU and GHS Criteria, Hu man Health and Environment,
June 2005
http://europa.eu.int/comm/enter prise/reach/docs/ghs/ghs_comparison_classifications.pdf

lan Malcomber, Environmental GHS for Beginners. Presentation held at aCEGI C
Classification Workshop by 3 "™ October 2005 (Brussels)

[11.1. Hazar dous to the aquatic environment (Chapter 4.1 GHS)

1

The classfication under GHS reflects the current EU system: Both systems use two
hazards, acute aquatic toxicity and chronic aquatic toxicity, with smilar classification
criteria. With regard to acute category 1, chronic category 1 and 2 , the GHS will classify
approximately the same substances as the current EU system does (N/R50; N/R50 -53,
N/R51-53). It may happen, however, that the cla ssification may change for individual
substances and mixtures, cf. points4 -9 below.

Generally, the EU system combines the acute with the chronic toxicity, cf. combination of
R-phrases, whereas the GHS puts them in separate hazard categories.

The concentration limits for the classification of mixtures are the same for the EU system
and the GHS.
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4. Endpoints: In the EU, the testing criterion is 72h E ,Cso while under GHS, the testing
criterion will probably be 72 OR 96h E ,Cs, for algae (provided exponential grow th in the
control vessdl). The growth rate alone may alter some individual classifications.

5. Bioconcentration: In the EU, the bioconcentration potential cut -offs of log K ow<3 and
BCF<100 become log K ow<4 and BCF<500. This means that some substances may no
longer require classification.

6. Bioconcentration: In contrast to the EU system, bioconcentration will be used for ALL
substances, and not only for substances with acute toxicity > 10 mg/l. This means that
some previously non -classified substances may require classfication.

7. Degradation: Under GHS, inherent test data cannot be used to declassify. Since
declassification based on inherent data has not common |y been applied in the past, the
effect islikely to be small only.

8. Escape Clause: Under Directive 67/548/ EEC applied to substances with acute toxicity
>10mg/l, under GHS applied at >1mg/l. This means that some previoudy classified
substances may no longer need classification under GHS.

9. Mixtures: Using the summation method, the introduction of M -factorsis to reflect the
toxic contribution of components <1 mg/l. In this connection, the introduction of M -
factors in the summation method might lead to some mixtures being either classified or
more severdly classified than they are currently. For example, highly to xic substances
could drive an environmental classification at concentrations even below 0.25 %.

Futur e Development

The Sub-Committee of the Experts on the Globally Harmonised System of Classification and
Labelling of Chemicals (UNSCEGHS) isresponsible fo r the technical aspect related to the
health and environmental hazards. With regard to physical hazards, the Sub-Committee of
Experts on the Transport of Dangerous Goods (UNSCETDG) isresponsible for updating the
GHS. The main functions of the parent committee, the Committee of Experts on the Transport
of Dangerous Goods and the Globally Harmonised System of Classification and Label ling of
Chemicals (UNCETDG/GHS) areto coordinat e strategic and policy issues, to give formal
endorsement to recommendations of the sub-committees and to provide the mechanism for
channelling these to the UN ECOSOC. Future revisions of the GHS document will get formal
adoption by UN ECOSOC on a biennial basis™.

% GHS ST/SG/AC.10/30/Rev. 1, 2005, 1.1.3.2

212



Annex || —Evaluation of Annex | to Directive 67/548/EEC

A. Thefollowing table istaken from the RPA / London Economics impact assessment report

Table4.8: Numbersof Substancesin Annex 1 Classified by R-Phrase
R-Phrase | Description No. Annex 1| No. New
Substances Substances in
Annex 1
R42 May cause sensitization by inhalation 77 14
R43 May cause sensitization by skin contact 568 409
R48 Danger of serious damage to heath by 118 104
prolonged exposure
Carcinogen Cat 1 188 1
Carcinogen Cat 2 650 14
Carcinogen Cat 3 134 12
Mutagen Cat 1 0 0
Mutagen Cat 2 176 3
Mutagen Cat 3 77 18
Reprotox Cat 1 17 9
Reprotox Cat 2 66 22
Reprotox Cat 3 105 80
R28 Very Toxic (Ora) 43 2
R26 Toxic (Ora) 150 6
R22 Harmful (Oral) 527 282
R27 Very Toxic (Dermal) 34 1
R24 Toxic (Dermal) 80 7
R21 Harmful (Dermal) 161 33
RA1 Serious damage to eye 234 229
R36 Significant damage to eye 350 63
Total Number of Substances Listed in Annex 1 3366 1045
Source: ECB (2006)

B. A similar evaluation for R39 (all routes of uptake) and R48 (all routes of uptake) givesthe

following results:

R309, all routes of uptake

R48, combined with R20, R21 and/ or R22
R48, combined with R23, R24 and / or R25

11 substances on Annex | in total
163 substances on Annex | in total
74 substances on Annex | in tota
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