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UN - GHS: basis for CLP FC'O

CHEMISCHE INDUSTRIE

+ Agreed principles for harmonization

a) the level of protection offered to workers, consumers,
the general public and the environment should not be
reduced as a result of harmonizing the classification and
labelling systems;

b) the hazard classification process refers principally to the
hazards arising from the intrinsic properties of substances
and mixtures, whether natural or synthetic

¢) harmonization means establishing a common and
coherent basis for chemical hazard classification and
communication, from which the appropriate elements
relevant to means of transport, consumer, worker and
environment protection can be selected;
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FCIC

CLP: classification principles

“While a manufacturer, importer or downstream user of any
substance or mixture should not be obliged to generate new
toxicological or eco-toxicological data for the purpose of
classification, he should identify all relevant information

available to him on the hazards of the substance or mixture and
evaluate its quality.” (CLP - Rec. (20))

+ Classification for substances and mixtures based
on all available information (adequate, reliable
and scientifically valid) based on

- expert judgement and
- weight of evidence

covering all hazards

Ch. Grundllng
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CLP: Exemption of waste

Waste as defined in Directive 2006/ 12/EC of the European Parliament
and of the Council of 5 April 2006 on waste (2) is not a substance,
mixture or article within the meaning of Article 2 of this

Regulation. (CLP Art. 1(3))

TS What is waste? Are CLP methods/crltena

Ch. Griindling
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CLP: classification of substances FCIO

CHEMISCHE INDUSTRIE

+ Harmonised classification (Annex VI, Table 3.1)

+ Self classification
- ldentification and examination of available information -
physical, health or environmental hazards (cLp art. 5)
» generated data

» epidemiological data and experience on the effects on
humans, such as occupational data and data from accident
databases;

» (Q)SARs, Read across, ...
» any new scientific information

» any other information generated under internationally
recognised chemical programmes

- If no information available - generate data (animal tests
only as “last ressort”)
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CLP: classification of mixtures FCIO

CHEMISCHE INDUSTRIE

+ Self classification based on (cLP Art. 6)

1) available information on the mixture (same as for
substances)

2) application of bridging principles (similar tested
mixtures; CLP Annex I, 1.1.3)

3) calculation based on the information of ingredients
(taking cut off limits, concentration limits and
additivity in account)

+ If no information available (i.e. for physical
hazards) - generate data
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CLP: classification of mixtures FCIO

CHEMISCHE INDUSTRIE

Tiered approach to classification of mixtures for acute toxidty

Test data on the mixture as a whole

No Yas

1 1

Sufficient data available on  yeg

similar mixtures to estimale ——3, APl bridging principles outiined in —————— CLASSIFY

classification hazards saction 1.1.3
Lo
i Yes
(Available dala for all ——>  Apply formula in section 3.1 36 1 —— CLASSIFY
ingredients
l No
[Dther data available to
lestimate conversion values  Yes .
or 3y Apply formula in section 3.1.3.6.1 ——————— CLASSIFY

Lo
= Apply formula in section 3.1.3.6.1
———  (unknown ingredients equal or below 10 %) ——3 CLASSIFY
EOWEY. haz:‘r_ds‘nf the = Apply formula in paragraph 3.1.3.6.2.3.
nawn ingredients. (unkncwn ingredisnts > 10 %)
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CLP: classification of mixtures FCIO

CHEMISCHE INDUSTRIE

¢ Calculation method - main definitions:

- Concentration limit (specific - generic):
“Specific concentration limits and generic concentration limits
are limits assigned to a substance indicating a threshold at or
above which the presence of that substance in another
substance or in a mixture as an identified impurity, additive or
individual constituent leads to the classification of the
substance or mixture as hazardous.”

- M-factor:
“M-factors for substances classified as hazardous to the aquatic
environment, acute category 1 or chronic category 1, shall be
established ...”

- Cut off limit:
“Where a mixture contains a substance classified as hazardous,
whether as a component or in the form of an identified impurity
or additive, this information shall be taken into account for the
purposes of classification, if the concentration of that substance
is equal to or greater than its cut-off value”
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CLP: classification of mixtures FCIO

CHEMISCHE INDUSTRIE

Gasitcaion Libeling T
Index No International Chemical Identification BC No. CAS No Hazard S
Wazard Cassand | siate- | Petogram, Signal | Fazard stae. | o SUPRL
Category Code | mem | WordCode) | mem Codefy | Hazandsate /\
. . Code(s)
Generic concentratio
or eye Category 1 OF 404070009 | uidosn: 2221822 [ 3380345 Eye Init. 2 H319 | GHSO7 HI19 M = 100
2,4 d-trichloro- 2-hydroxy-diphenyl-ether; Skin Irit. 2 H315 | GHS09 HI15
5-chloro-2-(2,4-dichlorophenoxyjphenol Aquatic Acute 1 | H400 | Wng Hi10
I Aquaric HA10
Chronic 1
Sum of ingredient: v
605-001-00-5 | formaldehyde ..% 2000018 | 50-00-0 Carc. 2 HI51 | GHSO6 HI51 *
P —— AcreTor 3+ | H331 | GHSO8 Hi3l Skin Core. 1B;
Ey eEFFecuE:uegtm 1 AcreToxr 3+ | H311 | GHS05 Hi1 H314: C225%
Category 14, 15, 1 AaeTox 3¢ | H301 | Dyr 301 SLm by
Eye Effects Caregory 2 Skin Corr. 18 | H314 H3l4 5% =t
_ Skin Sens. 1 | H317 Hi17 el
(10 = Eye Effects Catey SheCeas%
effects Category 2 STOTSES A
skin Corrosive Catego Table 1.1
Eye effects Category 1 N
10 * (Skin Corrosive Generic cut-off values

1C + Eye Effects Category 1) + kye
Effects Category 2

Hazard dass Generic cut-off values to be taken into account

Acute Toxicity:

Table 3.4 — Catcgory 13 0.1%
— Category 4 1%

Generic concentration limits of ingredients of a mixture for which the mhlm Skin corrosion lrritation ~T=TT
apply, that trigger classification of the mixture as h:

Serious damage to eyes|eye irritation 1%0)
Ingredient Concentration A Hazardous to Aquatic Environment
Acid with pH 5 2 21% — Acute Category 1 0,1% (%)
Base with pH = 11,5 2 1% — Chronic Category 1 0.1% (%)
- - — Chronic Category 2-4 1%

Other corrosive (Category 1) ingredients z1% -

for which additivity does not apply () Or < 1 % where relevant, see 3.23.3.1
(%} Or <1 % where relevant, see 3.3.3.3.1
() Or < 0,1 % wher relevant, see 4.1.3.1
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CLP: Generating new information FCIO

CHEMISCHE INDUSTRIE

+ New information for
physical hazards: shall be generated
health and environment hazards: may be generated

o Test for generating new information

- Test method regulation (EC) No 440/2008 (referred to
in Article 13(3) of REACH)

- sound scientific principles that are internationally
recognised or methods validated according to
international procedures (e.g. for physical hazards -
UN manual of tests and criteria)

o . - )_ i
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CLP: Examples - physical hazards FCIO

CHEMISCHE INDUSTRIE

+ New information generated for substances and
mixtures, e.g.

- flash-point, viscosity and initial boiling point for
flammable liquids

flammable liquids

European standar
Table 2.6.1 thod
Criteria for flammable liquids Enebod
Category Criteria
1 Flash point < 23 °C and initial boiling point < 35 °C
2 Flash point < 23 °C and initial boiling point > 35 °C
3 Flash point = 23°C and < 60°C ()

(') For the purpose of this Regulation gas oils, diesel and light heating oils having a flash point between = 55°C and
< 75°C may be regarded as Caregory 3.

October 25, 2011 Ch. Griindling

CLP: Examples - physical hazards FCIO

CHEMISCHE INDUSTRIE

+ New information generated for substances and
mixtures, e.g.

- flammable solids
(readily combustible,
or may cause or contribute
to fire through friction)
- method N.1 in 33.2.1
of UN manual of tests and
criteria (“burning rate test”)

Criteria for flammable solids
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CLP: Examples - health hazards FCIO

CHEMISCHE INDUSTRIE

+ New information generated for substances (and

mixtures), e.g.

- corrosive to skin
OECD 430/B.40 - ex-vivo:

Transcutenous Electrical
Resistance test (corrosive)

OECD 404/B.4 - acute
dermal (corrosive/irritating)

OECD 431/B.40 bis

- in vitro: human skin

Table 3.2.1
model; e.g. EPISKIN
Skin Corrosive category and subcategories ’ g
corrosive
Cormsive in > 1 of 3 animals
Corrosive subcategories Exposure Observation
Category 1: Carrosive 1A = 3 minutes = 1 hour
1B > 3 minutes - < 1 hour < 14 days
1C > 1 hour - = 4 hours < 14 days
October 25, 2011 Ch. Griindling 13

CLP: Examples - health hazards FCIO

CHEMISCHE INDUSTRIE

¢ Calculation for mixtures, e.g.
- Acute toxicity

2d=ay 73 . Conversion from experimentally obtained acute toxicity range values (or acute toxicity hazard
a 101V1 y . categories) to acute toxicity poind estimates for classfication for the respective routes of exposie
Expasure routes Clasificaion Cacgory o cxper

1 00 C Oral 0 < Caregory 1 < 5 05
—_— 1 (mgfkg bodyweight) 5 < Category 2 < 50 5

T ? 50 < Catcgory 3 = 300 100
A . A . 300 < Category 4 < 2 000 500
mix n 1 Dermal 0 < Category 1 = 50 5

(mefkg bodyweight) 50 < Category 2 = 200 50

200 < Category 3 < 1000 300

1000 < Category 4 = 2000 1100

Gases 0 < Category 1 < 100 10

. (ppmVy 100 < Category 2 = 500 100

or with unknown

2500 < Category 4 < 20000 4500

. . Vapours 0 < Category 1 < 0,5 005
constituents: g 05 <Casgory 2 5 20 05
20 < Category 3 < 100 3

10,0 < Category 4 s 20,0 11

Dusi/mist 0< Catcgory 1 = 005 0.005

1 maf) 005 < Caregory 2 5 05 005
00 _ C C 0,5 < Category 3 = 1,0 05
(Z unknown) —_ 1 1,0 < Category 4 = 5,0 15

ATEmix - ATE;

n Nate 1

These values are designed to be used in the calculation of the ATE for classification of a mixture bused on s
components and do not represent test results
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CLP: Examples - health hazards

+ Calculation for
mixtures,
e.g. eye corrosion
/irritation

- Different calculation
depending whether
additivity approach
applies or whether it
doesn’t.

October 25, 2011

CLP: Examples - health hazards

FCIC

CHEMISCHE INDUSTRIE

Table 3.3.3

Generic concentration limits of ingredients of a mixture classified as Skin corrosive Category 1 and/
or eye Cx(egury1ur1fmcﬂ'ensmuheeyedmmgerchmﬁmﬁmnﬁhenﬁxmfmegnsm
the eye (Category 1 or 2)

2 wiggering of a mixture as
Sum of ingredients dassified as lrreversible Eye Eifects Reversible Eye Effects
Category 1 Categary 2
Eye Effects Category 1 or Skin Corrosive 23% >1%but< 3%
Category 1A, Th ic
Eye Effects Category 2 210%
(10 % Eye Effects Category 1) + Eye =10%
effects Category 2
Skin Corrosive Category 1A, 1B, 1C + z3% z1%bu<3%
Eye effects Category 1
10 * (Skin Corrosive Category 1A, 18, 210%
1C + Eye Effects Category 1) + Eye
Effects Caregory 2
Table 3.3.4

Generic concentration limits of ingredients of a mixture for which the additivity approach does not
upply, that trigger chssification of the mixture s hazardous to the eye

Ingredient Concentration Mixure chssified as: Eye
Acid with pH < 2 =1% Category 1

Base with pH > 115 =1% Category 1

Other corrosive (Categary 1) ingredients 21% Category 1

for which additivity J%-a not zgpty ‘lg
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FCIC

CHEMISCHE INDUSTRIE

+ Calculation for mixtures,
e.g. eye corrosion/irritation

DPD: Classification and Labelling

L

CLP: Classification and Labelling

%

210 %,
i —Irritating, R 41

00 (23 %

Eye Cat. 1

25t0 <10 %,
Xi = Irritating, R 36

October 25, 2011

23bis<1%
Eye Cat. 2
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CLP: Examples - health hazards

FCIC

CHEMISCHE INDUSTRIE

+ Classification of mixtures, e.g. skin/respiratory

sensitizers

<]

Table 3.4.3

Generic concentration limits of ingredients of a mixture
respiratory sensitisers thar rigger dassifi

Table 343 and Notes 1, 2 and 3 are replaced by the following

“Table 3.4.5

Generic concentration limits of components of a mixture classified as either respirarory
sensitisers or skin sensitisers that trigger classification of the mixture

Concentration trig .
Generic concentration limits triggering classification of a mixture as
Ingredient dassified as Skin Sensitiser
ANl physical states Component clazsifisd 3=
Skin Sensitiser z01%
(Note 1) Solid/liquid Gas All physical states
210% Respiratory sensitiser = 1.0% z2021%
(Note 2) Category 1
Respiratory Sensitiser - Respiratory sensitiser =01% 201%
Sub-category 14
Respiratory sensitiser =10% =02%
Sub-category 1B
Skin sensitiser z10%
Category 1
'S an ATP to CLP . Skin sensitiser 201%
Sub-category 1A
o .
n eW p rov'l S'I 0 n S Skin sensitiser = 10%
Sub-category 1B
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CLP: Examples - env. hazards
CHEMISCHE INDUSTRIE
Table 4.10

# Classification of substances

- main elements:

chemicals.

October 25, 2011

chronic aquatic toxicity,

potential for or actual
bioaccumulation, and
degradation (biotic or
abiotic) for organic

acute aquatic toxicity

Classificasion categories for hazardous to the aquatic environment

(3 Anse chon-tem) aquaric hazsrd
Category Acute I: (Notz 1]
986 hr 1.C,q (for fich)
48 hr EC,. Hor crstaces)

< gl andlor

£ 1 mell sndlor

il Rapicly degradable = Picte 3 for which ch

dn

available

Category Chronic 1: (Noee 1)
Chronic NOEC or EC, (for fich)
Chranic NOEC or EC, ffor cntace|

Chronic NOEC or E¢
squatc plancs

. tor algas ar ocher

1 mgfl andlor
1 mgfl andor

50,01 mgl

fiii} Substances for which adequate chronic texddity dat are not available

Catzgory Chromic I: Mo 1)
96 hr LCyg ffor fizk)

48 hr ECyg fFor cnstaces) =1 mgfl ands
7206 96 hr ErCa ffor algae or other aguatic = 1 mgll {Note 2}
plansz)

and the subsance iz ot rapidly degradsble andfor the experimentally

. i aboent, the log K.z 4). (Note 1.
Category Chromic T
86 hr L, for fick)

48 hr EC,, ffor enztaces)

72 o 96 hr ErCyy ffor slgae ar acher aquatic
plantz)

and the substance iz noe rapidly degradshle andfor the arperimentally
= 500 (ar, # abrems, the log Koz 4). (Noce 1.
Caregory Chronic %

96 hir LC,p ffor fizk]

48 hr EC,p (for cnztacea)

72 0r 96 hr ErC ffor digae or other aguatic
Plamsz)

btance iz noe rapidly degradsale andor the expermentily

and che zul
500

= Lmgllandjar

= 100 mgl andjar
= 100 mgl andjar
<100 mgil. (Note 2

¢ determined BCF

- determined BCF

¢ determined BCF

Ch. Griindling
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CLP: Examples - env. hazards

FCIC

CHEMISCHE INDUSTRIE

¢ Classification of mixtures

Aquatic toxicity test data available on the mixture as a whole

Ne Yo CLASSIFY
$»  for acute/long: hazard
‘ (see 4.1.33)
Sufficlent d lable I o Apply bric Pl CLASSIFY
iclent data available on similar \pply bridging principles
mixtures to estimate hazards (see4.134.) for acute/long-term aquatic hazard
l No
Yer A ion method ( CLASSIFY
Either aguatic toxicity or classification ———p Apply summation me! (see >
dal:‘anvalable gral relevant 4.1.3.5.5) using for acute/long-lerm aquatic hazard
components. * Percentage of ail components
classified as ‘Chronic’
« Porcontago of components
classified as ‘Acute’ Table 4.1.1
+ Percentage of components with
il Classificarion of a mixcure for acute hazards, based on summation of chassified components
4.1.3.5.2) and convert the derived
L(E)C,, or EQNOECm tothe Sum of components classified as: Mixture is classified as
appropriate ‘Acute’ or Chronic’
No category Acute 1 x M(3) 2 25% Acute 1
(3 For explanation of the M-factor, see 4.1.3.5.5.5.
Ya Ci
L(E)Cson T L(E)Cso:
v
Use available hazard data of known Apply summation method and/or CLASSIFY
components > acdivity formula(see 4.1.35)and > for acute/long-lerm aquatc hazard
apply 4.1.3.6
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CLP-Reg: Transitional provisions

REACH

FCIC

CHEMISCHE INDUSTRIE

HPV etc.
GHS

IDec. 2010

> 1t/a
June 2015 |

Substances

otification

DSD and DPD

For subst. &
mixtures:

EU-system: binding,
GHS: optional (EU-
system in SDs)

October 25, 2011

GHS: obligatory
SDS must contain

GHS: optional (EU

For Substances:

For Mixtures: EU-system: binding

classification
valid until
June 2017!

EU and GHS Class.

-System in SDS);

Ch. Griindling
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7_SDS_Changes.ppt

Thank you ...
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CHEMISCHE INDUSTRIE
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