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Addendum
Annex Il

Amendments to the second revised edition of thd&lgp Harmonized System
of Classification and labelling of Chemicals (GHSY/SG/AC.10/30/Rev.2)

PART 1

Chapter 1.1

1.1.1.1 In the first and fourth sentences, reptabemical products” with “chemicals”.
1.1.1.2 In the first sentence, replace “produathwichemical’.

1.1.1.6 In (b), replace “chemical elements and ammps and mixtures thereof” with

“substances and mixtures”.
In (d), delete “chemical” before “safety data diste

1.1.25 (@) At the beginning of the first sentenfesub-paragraph (ii) delete “and chemical
products”.

In the first sentence of sub-paragraph (iii) agpl “products” with “chemicals”.

GE.09-
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1.1.2.6.2.1 Atthe end of the first sentence, @€let chemical product”.

11311 In the first sentence, delete “chemibafore “substances”.

Chapter 1.2

Amend as follows the definitions hereafter:

“Aspiration” delete “product”.

“Carcinogen” Amend the beginning to read as follows: “meansl@stance or a mixture which”.
“ Contact sensitizér Delete the definition

“NOEC” Amend to read as follows:

“NOEC (No observed effect concentrationjneans the test concentration
immediately below the lowest tested concentratiath wgtatistically significant
adverse effect. The NOEC has no statistically §icant adverse effect compared
to the control.”.

“Oxidizing ga$ Add the following note after the definition:

"NOTE: “Gases which cause or contribute to the combusbbrother material
more than air does” means pure gases or gas mistwigh an oxidizing power
greater than 23.5% as determined by a method sedaif ISO 10156:1996 or
10156-2:2005".

“ Skin sensitizer Delete the last sentence.
“SPR’ Delete the definition.
Insert, in alphabetical order, the following newidigons:
“EC4x meanghe concentration associated with x% response.

Montreal Protocol means the Montreal Protocol on Substances thatelefhe
Ozone Layer as either adjusted and/or amendedebydhties to the Protocol.

Ozone Depleting Potential (ODRheans an integrative quantity, distinct for each
halocarbon source species, that represents thatexteozone depletion in the
stratosphere expected from the halocarbon on a-foassass basis relative to
CFC-11. The formal definition of ODP is the ratibiotegrated perturbations to
total ozone, for a differential mass emission gfaaticular compound relative to
an equal emission of CFC-11.".
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Chapter 1.3

1.3.21.1 Amend the first sentence to read asvialiéThe GHS applies to pure substances
and their dilute solutions and to mixtures”.

1.3.24.2 In the first and third sentences delekefhical” before “substance”.
Chapter 1.4
1.4.8.3 In sub-paragraph (a), in the first sentereq@ace “chemicals” with “substances”.

In sub-paragraph (d), replace “hazardous chemica ohemical mixture” with
“hazardous substance or mixture”.

1.4.10.3 Replace the symbol under “Environmenthuitte following one:

1.4.10.5.3.3 Amend to read as follows:
“1.4.10.5.3.3 Precedence for allocation of haztmtbments

All assigned hazard statements should appedhnetabel, except
where otherwise provided in this sub-section. Tlengetent authority may
specify the order in which they appear.

However, to avoid evident duplication or redurndann the
information conveyed by hazard statements, theviollg precedence rules may
be applied:

(&) If the statement H410 “Very toxic to aquatit lwith long
lasting effects” is assigned, the statement H408r{Moxic
to aquatic life” may be omitted;

(b) If the statement H411 “Toxic to aquatic lifetiwiong lasting
effects” is assigned, the statement H401 “Toxicatpuatic
life” may be omitted;

(c) If the statement H412 “Harmful to aquatic Iwgath long
lasting effects” is assigned, the statement H40arf#kful to
aquatic life” may be omitted;
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(d) If the statement H314 “Causes severe skin bams eye
damage” is assigned, the statement H318 “Causiesisaye
damage” may be omitted.

Competent authorities may decide whether to requse of the above
precedence rules, or to leave the choice to theaufaaturer/supplier.

Table A3.1.2 in Annex 3 includes specified combores of hazard
statements. Where a combined hazard statementdisaiad, the competent
authority may specify whether the combined hazatdtement or the
corresponding individual statements should appeathe label, or may leave the
choice to the manufacturer/supplier.”.

1.4.10.5.4.4 Add a new paragraph to read as follows
“1.4.10.5.4.4 Labelling of small packagings

The general principles that should underpin |abgllof small
packagings are:

(@ All the applicable GHS label elements shoylgear on the
immediate container of a hazardous substance otureix
where possible;

(b) Where it is impossible to put all the appliealabel elements
on the immediate container itself, other methodgrofiding
the full hazard information should be used in adaace
with the definition of “Label” in the GHS. Factors
influencing this includenter alia:

(i) the shape, form or size of the immediate ca@gi

(i) the number of label elements to be included,
particularly where the substance or mixture mekeés t
classification criteria for multiple hazard classes

(i) the need for label elements to appear in mb@ one
official language;

(c) Where the volume of a hazardous substancebdura is so
low and the supplier has data demonstrating, arel th
competent authority has determined, that there @ n
likelihood of harm to human health and/or the emwinent,
then the label elements may be omitted from the ediate
container;

(d) Competent authorities may allow certain laddelments to be
omitted from the immediate container for certairzdrd
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classes/categories where the volume of the sulestanc
mixture is below a certain amount;

(e) Some labelling elements on the immediate coatamay
need to be accessible throughout the life of tluelpet, e.g.
for continuous use by workers or consumers.”

1.4.10.5.5.1 In the last sentence of the secorapaph, delete “chemical” before “mixtures”.
Chapter 1.5

1511 In the first sentence, delete “chemicalfobe “substance”.

PART 2

Chapter 2.1

Figure 2.1.3 Replace current figure 2.1.3 withftiiwing:
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(from figure 2.1.2

" ARTICLE OR SUBSTANCE PROVISIONALLY ACCEPTED IN THISLASS "

v

Is the
article a candidate
for Division 1.6?

TEST SERIES 7

Is the

substance a candidal

for Division 1.5?

Yes

No

v

o] Package th
| substanc _>|

TEST SERIES 6

TEST SERIES 5

Is the

result a mass Yes
explosion?

No

Is the
major hazard tha Yes

; B 4 from dangerous
very insensitive r projections?
explosive substance with
a mass explosion
Yes y hazard? No
\4
Is
the major
hazard radiant heat
No and/or violent burning
but with no dangerous blast
projection hazard?
Would
the hazard hinder Yes
fire-fighting in the Yes
immediate \ 4
vicinity?
No
Are thert
No hazardous effects
outside the
package?
Is the
substance or articl v
| No manufactured with the view es
producing a practical explosi
or pyrotechnic
effect’
Yes
Is the
l(es product an article
excluded by definition?
(see 2.1.1.2 (b)
No v |
A 4 v v DIVISION 1.4 DIVISION 1.4 v v
NOT AN DIVISION | | DIVISION Compatibility Compatibility groups [[ DIVISION | | DIVISION | [ DIVISION
EXPLOSIVE 1.6 1.5 group ¢ other than 1.3 1.2 1.1
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Figure 2.1.4 Amend as follows:

- Amend the title to read as follows: "Proceduce the classification of
ammonium nitrate emulsion, suspension or gel (ANE)"

- Amend the text in the last box on the left haiulg $o read as follows:
"ANE substance/mixture shall be classified as ee@ay 2 oxidizing liquid
or a Category 2 oxidizing solid; (Chapters 2.13 arid})".

21.4.2.1 In the NOTE, add the following new seneeat the end:
“For organic substances and mixtures of organistsuizes with a decomposition
energy of 800 J/g or more, tests 1 (a) and 2 (ad net be performed if the
outcome of the ballistic mortar Mk.llld test (F. Dy, the ballistic mortar test (F.2)
or the BAM Trauzl test (F.3) with initiation by dasdard No.8 detonator (see

Appendix 1 to theManual of Tests and Criterjas “no”. In this case, the results of
test 1 (a) and 2 (a) are deemed to be “-".".

Chapter 2.2
2.2.2 Amend NOTE 2 under Table 2.2.1 to read deis!:

“NOTE 2: Aerosols should not be classified as flammablegaSee Chapter 2.3.”

Chapter 2.3

2.3.2.1 Replace "NOTE" with "NOTE 1" and add a ne¢@TE 2 to read as follows:
"NOTE 2: Flammable aerosols do not fall additionally withihe scope of
chapters 2.2 (flammable gases), 2.6 (flammableidguor 2.7 (flammable
solids):".

2.3.2.2 Add a new Note at the end to read as faliow

"NOTE: Aerosols not submitted to the flammability clasatfon procedures in
this Chapter should be classified as extremelyiitatne (Category 1).

Chapter 2.4
2.4.1 Add the following note after the definitioh“oxidizing gas”:

“NOTE: “Gases which cause or contribute to the combustibrother material
more than air does” means pure gases or gas mistwigh an oxidizing power
greater than 23.5% as determined by a method sedaif ISO 10156:1996 or
10156-2:2005.".

Consequential amendme®ee amendments to chapter 1.2.

2.4.2 Delete the note after table 2.4.1.
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Chapter 2.6

2.6.2

2.6.4.2.2

In Note 2 to table 2.6.1, insert "and noterthan 60 °C" after "more than 35 °C ".
Add a new NOTE 4 to read as follows:

“NOTE 4. Aerosols should not be classified as flammableuidis; See
Chapter 2.3.”

At the end of the introductory text poinog sub-paragraphs (a) to (d) replace
“below, is at least 5°C greater than the releveassification criterion and
provided that:” with “below, is at least 5 “Cgreater than the relevant
classification criterion (23 °C and 60 °C, respesliy) and provided that:”.

In (b), replace “flash point (closed-cup as giver2.6.4.2.5 below)” with “lower
explosion limit” and add “as well as a method fatculating the lower explosion
limit of the mixture;” at the end, after the texdttveen brackets.

Amend (c) to read as follows:

“(c) The temperature dependence of the saturatpdwapressure and of the
activity coefficient is known for each ingredierst present in the mixture;”

Amend the text of footnote 3 to read as follows:

“3 Up to now, the calculation method is validated foixtures containing up to
six volatile components. These components may dranfhble liquids like
hydrocarbons, ethers, alcohols, esters (exceptlai@y), and water. It is however
not yet validated for mixtures containing halogetht sulphurous, and/or
phosphoric compounds as well as reactive acrylates.

Insert a new footnote “4” to read as follows:

“4 |If the calculated flash point is less than 5°C degathan the relevant

classification criterion, the calculation method ynaot be used and the flash point
should be determined experimentdlly.

2.6.4.2.5 Amend the introductory sentence befoedish of standards to read as follows:

“The following methods for determining the flasbiqt of flammable liquids should
be used:”.

Under “International Standards” insert “ISO 271&id “ISO 13736” before “ISO
3679".

Under “National Standards”:

Amend the address of thAssociation francaise de normalisatic®FNOR) to
read as follows: “11, rue de Pressensé. 93571 diad’Saint-Denis Cedex”.
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Chapter 2.7

2724
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Delete the references to the British Standandsitute standards (fronBfitish
Standards Instituteto “BS 2000 Part 170”);

In the list ofDeutsches Institut fur Normurggandards, replaceBurggraffenst
6” with “Burggrafenstr. 6in the address and delete the two last stand@té
51758 and DIN 53213).

Add a new 2.6.4.2.6 to read as follows:

“2.6.4.2.6 The following methods for determiningetimitial boiling point of
flammable liquids should be used:

International standards:

ISO 3924
ISO 4626
ISO 3405

National standards:

American Society for Testing Materials Internatiri®0 Barr Harbor Drive, PO
Box C700, West Conshohocken, Pennsylvania, USA812Z8E0:

ASTM D86-07a “Standard Test Method for Distillatioh Petroleum Products at
Atmospheric Pressure”

ASTM D1078-05 “Standard Test Method for DistillatioRange of Volatile
Organic Liquids”

Further acceptable methods:

Method A.2 as described in Part A of the Annex tontthission Regulation (EC)
No 440/2008”

Add a new footnote 5 to read as follows:

«® Commission Regulation (EC) No 440/2008 of 30 May82@ying down
test methods pursuant to Regulation (EC) No 19@620f the European
Parliament and of the Council on the RegistratiBnaluation, Authorisation and
Restriction of Chemicals (REACH) (Official Jourradlthe European Union, No.
L142 of 31.05.2008, p1-739 and No. L143 of 03.0#20.55).".

Add a new NOTE 2 under Table 2.7.1 to e=atbllows:
“NOTE 2: Aerosols should not be classified as flammableidsol See
Chapter 2.3.”

Current NOTE” becomes NOTE 1".
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Chapter 2.11

2.11.1 Amend the NOTE to read as follows:

"NOTE: Self-heating of a substance or mixture is a procglsre the gradual
reaction of that substance or mixture with oxygenajr) generates heat. If the
rate of heat production exceeds the rate of hesd,lthen the temperature of the
substance or mixture will rise which, after an ioctdan time, may lead to self-
ignition and combustion.".

Table 2.11.1 In NOTE 2, last sentence, replacerpeous ignition temperature” with “self-
ignition temperature”.

PART 3
Chapter 3.1

3.1.2.1 At the beginning of the first sentencelaep “Chemicals” with “Substances”.

Table 3.1.1 Replace note (a) with the following netes (a) and (b) and rename current notes
(b) to (f) as notes (c) to (g):

“(a) The acute toxicity estimate (ATE) for the ddiEation of a substance is
derived using the LEY/LCso where available;

(b) The acute toxicity estimate (ATE) for a sapgte in a mixture is derived
using:

(i) the LDs¢/LCso where available; otherwise,

(i) the appropriate conversion value from Tablé.3.that relates to the
results of a range test; or

(i) the appropriate conversion value from Tabld.3 that relates to a
classification category;”.

Consequential amendments the column under “Exposure route”, replace “Note
(a)” with “Notes (a), (b)".

In note (e) (former (d)), at the beginning of fivet and second sentence, replace
“chemicals” with “substances”.

3.1.2.5 At the beginning of the first sentencelaee “chemicals” with “substances”.

In the text of footnote 1 related to this paratyameplace “Note (f)” with “note

(9)".



3.1.3.2

3.1.3.3

Table 3.1.2

3.1.35.1

3.1.3.5.2

3.1.3.5.3

3.1.3.54
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Amend to read as follows:

“Classification of mixtures for acute toxicity cdme carried out for each route of
exposure, but is only needed for one route of ex@oss long as this route is
followed (estimated or tested) for all ingredieatsl there is no relevant evidence
to suggest acute toxicity by multiple routes. Wlileere is relevant evidence of
toxicity by multiple routes of exposure, classifioa is to be conducted for all

appropriate routes of exposure. All available infation should be considered.
The pictogram and signal word used should reflée& most severe hazard
category and all relevant hazard statements shmulcsed.”

Add two new sub-paragraphs c) and d) td asafollows:

“(c) If the converted acute toxicity point estimatéor all ingredients of a
mixture are within the same category, then the mnexshould be classified
in that category.

(d) When only range data (or acute toxicity hazeategory information) are
available for ingredients in a mixture, they may ¢@nverted to point
estimates in accordance with Table 3.1.2 when tlog the classification
of the new mixture using the formulas in 3.1.3#&nH 3.1.3.6.2.3.”

In the title replace “for classificatifor the respective routes of exposure” with
“for use in the formulas for the classificationroixtures.”

In the first sentence, insert “bothfdoe “the individual ingredients”.
In the first sentence of the first paapbr

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new déd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

Delete the second paragraph (“If a mixture istddu...bodyweight.”).

In the first sentence:

- replace “one production batch” with “a testeddurction batch”;

- delete “complex”;

- replace “another production batch” with “anothetested production batch”;
- replace “and produced by” with “when produced, layd

- replace “toxicity of the batch” with “toxicityfdhe untested batch”.

In the last sentence insert “a” before “new clasaifon”.

Insert “tested” before “mixture” (twic@}l the beginning of the sentence and
replace, at the end, “new mixture” with “resultingtested mixture” at the end.
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3.1.355 Amend to read as follows:

“For three mixtures (A, B and C) with identical negients, where mixtures A and
B have been tested and are in the same toxiciiggoag, and where untested
mixture C has the same toxicologically active imfyeats as mixtures A and B but
has concentrations of toxicologically active ingesds intermediate to the

concentrations in mixtures A and B, then mixtures@ssumed to be in the same
toxicity category as A and B.”.

3.1.3.5.6 In the sentence after sub-paragraphs (d):

- amend the beginning of the sentence to reaaniiture (i) or (ii)”; and
- replace “mixture (ii)” with “the other mixturetahe end of the sentence.

3.1.36.1 Amend sub-paragraph (c) and the firdiesee after it to read as follows:

“(c) Ignore ingredients if the data available &@m a limit dose test (at the
upper threshold for Category 4 for the appropriatete of exposure as
provided in Table 3.1.1) and do not show acutecioxi

Ingredients that fall within the scope of this gaeph are considered to be
ingredients with a known acute toxicity estimateTE. See note (b) to Table
3.1.1 and paragraph 3.1.3.3 for appropriate appicaof available data to the
equation below, and paragraph 3.1.3.6.2.3.".

The remainder of the paragraph (introductory ser@esub-paragraphs (a) and (b)
and the formula and the sentence immediately béfpremains unchanged.

3.1.3.6.2.1 (a) Amend the text of footnote 2 ead this sub-paragraph to read as follows:

“2 When mixtures contain ingredients that do not hawate toxicity data for

each route of exposure, acute toxicity estimateg bea extrapolated from the
available data and applied to the appropriate rautsee 3.1.3.2).However,
competent authorities may require testing for acfpe route. In those cases,
classification should be performed for that routaséd upon the competent
authority's requiremerit

3.1.3.6.2.2 Replace “without any useable infornmatet all" with "without any useable
information for classification”.

Chapter 3.2

3.2.2.2 In the first sentence, replace “chemical#th “substances” and in the seventh
sentence replace “chemical” with “substance”.

Figure 3.2.1 For steps 2a and 2b, under “Parametiglete “or structure-property
relationships®”.



3.23.2.1

3.2.3.2.2

3.2.3.2.3

3.23.24

3.2.3.2.5

3.2.3.2.6

Chapter 3.3

3.3.2.1
3.3.24

3.3.2.5
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Consequential amendmenBelete Note (b) to figure 3.2.1 and rename remgin
notes and references to them in figure 3.2.1 acugiyd

In the first sentence, insert “bothfdoe “the individual ingredients”.
In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new dédd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

In the first sentence:

- replace “one production batch” with “a testeddurction batch”;

- delete “complex”;

- replace “another production batch” with “anothetested production batch”;
- replace “and produced by” with “when produced, layd

- replace “toxicity of the batch” with “toxicityfdhe untested batch”.

In the last sentence insert “a” before “new clasaifon”.

Replace (twice) “a more concentratedtun& with “the more concentrated
untested mixture”.

Amend to read as follows:

“For three mixtures (A, B, and C) with identicagmedients, where mixtures A and
B have been tested and are in the same irritaborsion toxicity category, and

where untested mixture C has the same toxicoldgicattive ingredients as

mixtures A and B but has concentrations of toxigalally active ingredients

intermediate to the concentrations in mixtures 4 Bnthen mixture C is assumed
to be in the same irritation/corrosion categoryad B.”.

In the sentence after sub-paragraphs (d):

- amend the beginning of the sentence to read iiture (i) or (ii)";
- replace “mixture (ii)” with “the other mixture’and
- insert “hazard” before “category”.

In the second sentence, delete “or stregitmperty relationships (SPR)”.
In the first sentence, replace “chemical$h “substances”.

In the first sentence, replace “chemicathwWsubstance”.
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Figure 3.3.1 For steps 2a, 2b and 2c, under “Pdminaeplace “Structure activity

3.3.2.9
3.3.3.21

3.3.3.2.2

3.3.3.2.3

3.3.3.24

3.3.3.2.5

3.3.3.2.6

relationships/Structure property relationships ($2HR)” with “Structure activity
relationships (SAR)".

In the notes to Figure 3.3.1:

- Step la/b: at the beginning of the second seatemeplace “chemical” with
“substance”;

- “Step 2a/b/c”: delete “/SPR (Structure Propertgld®onships)” in the first
sentence and “/SPR” in the second and third seasenc

In the sentence after table 3.3.2, replawemicals” with “substances”.
In the first sentence, insert “bothfdoe “the individual ingredients”.
In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new déd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

In the first sentence:

- replace “one production batch” with “a testedduction batch”;

- delete “complex”;

- replace “another production batch” with “anotbetested production batch”;
- replace “and produced by” with “when produced, land

- replace “toxicity of the batch” with “toxicityfdhe untested batch”.

In the last sentence insert “a” before “new clasaifon”.

Replace (twice) “a more concentrated unet with “the more concentrated
untested mixture”.

Amend to read as follows:

“For three mixtures (A, B and C) with identical negients, where mixtures A and
B have been tested and are in the same irritagoolss eye damage toxicity
category, and where untested mixture C has the damieologically active
ingredients as mixtures A and B but has conceptratof toxicologically active
ingredients intermediate to the concentrations ixtunes A and B, then mixture C
Is assumed to be in the same irritation/seriousdayeage category as A and B.”.

In the last sentence after the sub-papégt

- amend the beginning of the sentence to read iiture (i) or (ii)";
- replace “mixture (ii)” with “the other mixture’and
- insert “hazard” before “category”.



Chapter 3.4

3411

3.4.15

34211
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In the French version, replace “sensibilighe contact” par “sensibilisant cutané”
(the amendment does not apply to the English u@xsio

Add the following new paragraph:

“3.4.1.5 The hazard class “respiratory or skinsgeration” is differentiated
into:

(a) Respiratory sensitization; and
(b) Skin sensitization”.

Amend to read as follows:
“3.4.2.1.1 Hazard categories

3.4.2.1.1.1 Respiratory sensitizers shall be diadgsin Category 1 where sub-
categorization is not required by a competent auth@r where data are not
sufficient for sub-categorization.

342112 Where data are sufficient and wheralireq by a competent
authority, a refined evaluation according to 3423 allows the allocation of
respiratory sensitizers into sub-category 1A, gireensitizers, or sub-category 1B
for other respiratory sensitizers.

3.4.2.113 Effects seen in either humans or asimall normally justify
classification in a weight of evidence approach fespiratory sensitizers.
Substances may be allocated to one of the two atdgeries 1A or 1B using a
weight of evidence approach in accordance withctiteria given in Table 3.4.1
and on the basis of reliable and good quality ewdefrom human cases or
epidemiological studies and/or observations fromprapriate studies in
experimental animals.

Table 3.4.1: Hazard category and sub-categories foespiratory sensitizers

CATEGORY 1: Respiratory sensitizer

A substance is classified as a respiratory seasiti

(a)if there is evidence in humans that the sulsstacan lead to
specific respiratory hypersensitivity and/or

(b)if there are positive results from an appragranimal tedt

Sub-category 1A: | Substances showing a high frequency of occurreméeiinans; or a

probability of occurrence of a high sensitizaticater in humans
based on animal or other téstsSeverity of reaction may also be
considered.

Sub-category 1B: | Substances showing a low to moderate frequencycadireence in

humans; or a probability of occurrence of a low rtnderate
sensitization rate in humans based on animal @ra#sts Severity
of reaction may also be considered.”
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342121

3.4.2.1.3

34221

Add the following footnote 2:

“2 At present, recognized and validated animal models the testing of
respiratory hypersensitivity are not available. Bindertain circumstances, data
from animal studies may provide valuable informatia a weight of evidence
assessment.”.

In the first sentence, replace “induce” with “laadl
Amend the text of relatBmbtnote 2 to read as follows:

“2 At present, recognized and validated animal models the testing of
respiratory hypersensitivity are not available. Bindertain circumstances, data
from animal studies may provide valuable informatia a weight of evidence
assessment.”

Amend to read as follows:
“3.4.2.2.1 Hazard categories

3.4.2.2.1.1 Skin sensitizers shall be classified Gategory 1 where sub-
categorization is not required by a competent auth@r where data are not
sufficient for sub-categorization.

3.4.2.2.1.2 Where data are sufficient and whereuiredq by a competent
authority, a refined evaluation according to 3223 allows the allocation of
skin sensitizers into sub-category 1A, strong $emess, or sub-category 1B for
other skin sensitizers.

3.4.2.2.1.3 Effects seen in either humans or asimaill normally justify
classification in a weight of evidence approach gkin sensitizers as described
in 3.4.2.2.2. Substances may be allocated to ortheofwo sub-categories 1A or
1B using a weight of evidence approach in accorelamth the criteria given in
Table 3.4.2 and on the basis of reliable and gamality evidence from human
cases or epidemiological studies and/or observatioom appropriate studies in
experimental animals according to the guidanceegsprovided in 3.4.2.2.2.1 and
3.4.2.2.3.2 for sub-category 1A and in 3.4.2.2&hd 3.4.2.2.3.3 for sub-category
1B.
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Table 3.4.2: Hazard category and sub-categories fakin sensitizers

CATEGORY 1: Skin sensitizer
A substance is classified as a skin sensitizer

(a) if there is evidence in humans that the sulostaan lead to
sensitization by skin contact in a substantial nends persons, o

(b) if there are positive results from an appraerenimal test.

Sub-category 1A: | Substances showing a high frequency of occurrenbemans and/or
a high potency in animals can be presumed to Havpdtential to
produce significant sensitization in humans. Sgvef reaction may
also be considered.

Sub-category 1B: | Substances showing a low to moderate frequencgafreence in
humans and/or a low to moderate potency in anicaishe presumed
to have the potential to produce sensitizationuméans. Severity of
reaction may also be considered.

3.4.2.2.2 Human evidence
3.4.2.2.2.1 Human evidence for sub-category 1Aiccde:

(a) positive responses at500 pg/cm (HRIPT, HMT — induction
threshold);

(b) diagnostic patch test data where there is atively high and
substantial incidence of reactions in a defined uybetpn in
relation to relatively low exposure;

(c) other epidemiological evidence where there iglatively high
and substantial incidence of allergic contact déitrean relation
to relatively low exposure.

3.4.2.2.2.2 Human evidence for sub-category 1Bimelnde:

(@) positive responses at > 500 pof/ofHRIPT, HMT — induction
threshold);

(b) diagnostic patch test data where there is atively low but
substantial incidence of reactions in a defined uyteton in
relation to relatively high exposure;

(c) other epidemiological evidence where thera i®latively low
but substantial incidence of allergic contact deitisan relation
to relatively high exposure.”

3.4.2.2.210 3.4.2.2.3 Current paragraphs 3.4.2234.2.2.3 become new paragraphs 3.4.2.2.4
to 3.4.2.2.4.4.



ST/SG/AC.10/36/Add.3
page 18

3.4224and 3.4.2.24.1 Current paragraphs 24.2. and 3.4.2.2.4.1 become new
paragraphs 3.4.2.2.3 and 3.4.2.2.3.1.

Delete current paragraphs 3.4.2.2.4.2 and 3.4.3.2.

3.4.2.2.3.1 (former 3.4.2.2.4.1) Amend the begigniof the first sentence to read as
follows: “For Category 1, when an adjuvant typd tasthod...”;

Insert the following new third sentence:

“For Category 1, a stimulation index of three oormis considered a positive
response in the local lymph node assay.”.

Delete the last sentence (“In case of...guineagst)t
3.4.2.2.3.2and 3.4.2.2.3.3 Insert two new pardggap read as follows:

“3.4.2.2.3.2 Animal test results for sub-categofy dan include data with values
indicated in Table 3.4.3 below:

Table 3.4.3: Animal test results for sub-categoryA

Assay Criteria

Local lymph node | EC3 value< 2%

assay

Guinea pig = 30% responding &t 0.1% intradermal induction dose or

maximisation test | 5 gao, responding at > 0.1% %01% intradermal induction dose

Buehler assay >15% responding & 0.2% topical induction dose or
= 60% responding at > 0.2% 4a20% topical induction dose

3.4.2.2.3.3 Animal test results for sub-categorycHd include data with values
indicated in Table 3.4.4 below:

Table 3.4.4: Animal test results for sub-categoryB

Assay Criteria

Local lymph node | EC3 value > 2%

assay

Guinea pig > 30% to < 60% responding at > 0.1%=t4% intradermal

maximisation test | induction dose or

> 30% responding at > 1% intradermal induction dose
Buehler assay >15% to < 60% responding at > 0.2%<t@0% topical induction
dose or

> 15% responding at > 20% topical induction dose
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3.4.2.2.4.1 (former 3.4.2.2.2.1) At the end of e introductory sentence insert “using a
weight of evidence approach:” after “any or altloé following”;

Add a new sub-paragraph (f) to read as follows: Sgverity of reaction may also
be considered”.

3.4.2.2.4.2 (former 3.4.2.2.2.2) Delete the fiesttence.
In the fourth sentence, replace “contact sensitizawith “skin sensitization”.
Add the following sentence at the end of the piaalgr

“For both animal and human data, consideratiorukhbe given to the impact of
vehicle.”

3.4.2.2.4.3 (former 3.4.2.2.2.3) In the first sect® insert a comma after “met” and
replace “contact sensitizer” with “skin sensitizelri the second sentence, replace
“contact sensitization” with “skin sensitization”.

In sub-paragraph (c), replace “3.4.2.2.4.1" wig4':2.2.3”

3.4.2.2.4.4 (former 3.4.2.2.3) In the first parairareplace “contact sensitizers” with “skin
sensitizers” (twice).

3.4.3.1 Replace the last sentence with the follgwin

“(For special labelling required by some competeathorities, see the note to
Table 3.4.5 of this chapter and 3.4.4.2).

3.4.3.2.1 In the first sentence, insert “both” eftihe individual ingredients”.
3.4.3.2.2 In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new déd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

3.4.3.2.3 In the first sentence:

- replace “one production batch” with “a testedduction batch”;

- delete “complex”;

- replace “another production batch” with “anotbetested production batch”;

- replace “and produced by” with “when produced, land

- replace “sensitization of the batch” with “serrsition potential of the untested
batch”

In the last sentence insert “a” before “new clasatfon”.
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3.4.3.2.4 and 3.4.3.2.5Insert the following newageaphs:

“3.4.3.2.4 Concentration of mixtures of the highesnsitizing category/sub-
category

If a tested mixture is classified in Category Isab-category 1A, and
the concentration of the ingredients of the testédure that are in Category 1 and
sub-category 1A is increased, the resulting undestixture should be classified in
Category 1 or sub-category 1A without additionatitey.

3.4.3.2.5 Interpolation within one category/sukegaty

For three mixtures (A, B and C) with identical iadients, where
mixtures A and B have been tested and are in time €ategory/sub-category, and
where untested mixture C has the same toxicoldgicattive ingredients as
mixtures A and B but has concentrations of toxigalally active ingredients
intermediate to the concentrations in mixtures 4 Bnthen mixture C is assumed
to be in the same category/sub-category as A anhd B.

Current paragraphs 3.4.3.2.4 and 3.4.2.3.5 becaweparagraphs 3.4.3.2.6 and
3.4.3.2.7 respectively.

3.4.3.2.6 (former 3.4.3.2.4) In the sentence &itkxparagraphs (a) to (e):

- amend the beginning to read: “If mixture (i)(0)"; and
- replace “mixture (ii)” with “the other mixture”.

3.4.3.3 In the paragraph before the table, repféable 3.4.1” with “Table 3.4.57;
Replace the entire table and its six notes witiew table and a single note , as
follows:

“Table 3.4.5: Cut-off values/concentration limitsof ingredients of a mixture
classified as either respiratory sensitizers or skisensitizers that would
trigger classification of the mixture
Ingredient classified as: Cut-off values/concentration limits
triggering classification of a mixture as:
Respiratory sensitizer Skin sensitizer
Category 1 Category 1
Solid/Liquid Gas All physical states
Respiratory sensitizer >0.1% >0.1%
Category 1 (see note ) (see note )
>21.0% >0.2%
Respiratory sensitizer >0.1% >0.1%
Sub-category 1A
Respiratory sensitizer >1.0% > 0.2%
Sub-category 1B
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Ingredient classified as: Cut-off values/concentration limits
triggering classification of a mixture as:
Respiratory sensitizer Skin sensitizer
Category 1 Category 1
Solid/Liquid Gas All physical states
Skin sensitizer >0.1%
Category 1 (see note)
> 1.0%

Skin sensitizer >0.1%
Sub-category 1A
Skin sensitizer >1.0%
Sub-category 1B

3441

3.44.2

3.45.1

3.45.2

NOTE : Some competent authorities may require SDS anslipplemental
labelling only, as described in 3.4.4.2 for mixtireontaining a sensitizing
ingredient at concentrations between 0.1 and 1.6etétween 0.1 and 0.2% for a
gaseous respiratory sensitizer). While the curremtoff values reflect existing
systems, all recognize that special cases may m@dgpfiormation to be conveyed
below that level.”

In the last sentence, replace “Table 3.4.2” withbe “3.4.6".

In the new Table 3.4.6, add “and sub-categorieadd 1B” after “Category 1” in
the heading of the two last columns.

In the first sentence, replace “Table 3.4.1” wiltable 3.4.5".
Amend the second sentence to read as follows:

“To protect these individuals, certain authoritreay choose to require the name
of the ingredients as a supplemental label elenviliether or not the mixture as a
whole is classified as sensitizer.”

Delete the last sentence (“Others may choose..eTall1")..

Add a reference to a new footnote 6 infitisé box for “Category 1" on the right
hand side, as follows: “Categor$ 1

Add a new footnote “6” to read as follows* See 3.4.2.1.1 for details on use of
Category 1 sub-categoriés.

In the last but one box on the left hand side, tdetésee 3.4.3.3)” (twice) and
insert the following sentence at the end, belowmaagraph (d): “(See 3.4.3.3
and Table 3.4.5 for explanation and guidance)”.

“Add a reference to a new footnote 7 in firet box from the top for
“Category 1”, as follows: “Category’l
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Add a new footnote “7” to read as follows: See 3.4.2.2.1 for details on use of
Category 1 sub-categoriés.

In the central box, replace “3.4.2.2.2" with “3.221" in sub-paragraph (b).

In the last but one box on the left, delete thenarice into brackets and insert at
the bottom of the box below sub-paragraph (b): &Set.3.3 and Table 3.4.5 for
explanation and guidance)”.

Chapter 3.5

3.5.2.3 In the first sentence replace “chemicalsthwsubstances” and in the second
sentence delete “chemical”.

Figure 3.5.1 Replace “Chemicals” with “Substand@stimes).

3.5.2.10 In the last sentence, replace “chemicéh gubstance”.

3.5.3.21 In the first sentence, insert “both” eftihe individual ingredients”.
3.5.3.2.2 In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new dédd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

3.5.3.2.3 In the first sentence:

- replace “one production batch” with “a testedduction batch”;

- delete “complex”;

- replace “another production batch” with “anotbetested production batch”;
- replace “commercial product produced by and unttee control” with
“commercial product, when produced by or undercivtrol”; and

replace “potential of the batch” with “potent@fl the untested batch”.

3.5.3.24 In the last sentence after the sub-paphgt

- amend the beginning of the sentence to read iiture (i) or (ii)”;
- replace “mixture (ii)” with “the other mixture’and
- insert “hazard” before “category”.

Chapter 3.6

3.6.1 In the first paragraph, amend the beginninh® first sentence to read as follows:
“The term carcinogendenotes a substance or a mixture which ...” andhen t
second sentence insert “and mixtures” after “sultss.
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Amend the second paragraph to read as follows:

“Classification of a substance or mixture as pgsrcarcinogenic hazard is based
on its inherent properties and does not providermmétion on the level of the
human cancer risk which the use of the substano@dure may represent.”.

3.6.2.1 In the first sentence delete “chemical’'obef'substances”.
Figure 3.6.1 Replace “chemical” with “substanceti(ies).

3.6.2.2 Replace “chemicals” with “substances”.

3.6.2.3 Replace “chemicals” with “substances”.

3.6.2.5.2 (g) Replace “chemical(s)” with “substaisge

3.6.2.5.3 Replace “chemical” with “substance.

3.6.254 In the first and second sentences, repfabemicals” and “chemical” with
“substances” and “substance” respectively.

3.6.2.5.5 Replace “chemical” with “substance”.
3.6.3.2.1 In the first sentence, insert “bothfdoe “the individual ingredients”.
3.6.3.2.2 In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new déd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

3.6.3.2.3 In the first sentence:

- replace “one production batch” with “a testedduction batch”;

- delete “complex”;

- replace “another production batch” with “anotbetested production batch”;
- replace “commercial product produced by and unttee control” with
“commercial product, when produced by or undercivtrol”; and

replace “potential of the batch” with “potent@flthe untested batch”.

3.6.3.24 In the last sentence after sub-paragr@he (d):

- amend the beginning of the sentence to read iiture (i) or (ii)”;
- replace “mixture (ii)” with “the other mixture’and
- insert “hazard” before “category”.
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Chapter 3.7

3.7.2.1 At the beginning of the first sentencegtiefchemical”.

3.7.3.21 In the first sentence, insert “botkfdre “the individual ingredients”.
3.7.3.2.2 In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new dédd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

3.7.3.2.3 In the first sentence:

- replace “one production batch” with “a testeddarction batch”;

- delete “complex”;

- replace “another production batch” with “anothetested production batch”;
- replace “commercial product produced by and unttee control” with
“commercial product, when produced by or undercietrol”; and

replace “potential of the batch” with “potentalthe untested batch”.

3.7.3.2.4 In the last sentence after sub-paragr@he (d):

- amend the beginning of the sentence to read iiture (i) or (ii)";
- replace “mixture (ii)” with “the other mixture’and
- insert “hazard” before “category”.

Chapter 3.8
3.8.2.1.6 In the last sentence, replace “chemiedhi “substance”

3.8.2.1.10.1 In the first sentence replace “chefhigad “chemicals” with “substance” and
“substances” respectively.

3.8.2.1.10.2 In the first sentence, delete “chehhloafore “substance” and at the beginning of
the second sentence, replace “chemical” with “sarirst”.

3.8.2.1.10.3 Replace “chemical” with “substance”
3.8.3.3.1 In the first sentence, insert “bothfdoe “the individual ingredients”.
3.8.3.3.2 In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new déd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.
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In the first sentence:

- replace “one production batch” with “a testeddarction batch”;

- delete “complex”;

- replace “another production batch” with “anothetested production batch”;
- replace “and produced by” with “when produced, land

- replace “toxicity of the batch” with “toxicityfdhe untested batch”.

Amend the beginning of the paragraphesu rIf in a tested mixture” and insert
“resulting” before “concentrated”.

Amend to read as follows:

“For three mixtures (A, B and C) with identical negients, where mixtures A and

B have been tested and are in the same toxicitggoag, and where untested
mixture C has the same toxicologically active imfjgats as mixtures A and B but
has concentrations of toxicologically active ingesds intermediate to the

concentrations in mixtures A and B, then mixtures@ssumed to be in the same
toxicity category as A and B.”.

In the last sentence after sub-paragr@he (d):

- amend the beginning of the sentence to read iiture (i) or (ii)";
- replace “mixture (ii)” with “the other mixture’and
- insert “hazard” before “category”.

In the first sentence, replace “extrapujatoxicity” with “extrapolating the
toxicity” and add the following sentence at the efthe paragraph:

“Respiratory tract irritation and narcotic effe@rse to be evaluated separately in
accordance with the criteria given in 3.8.2.2. Whkenducting classifications for

these hazards, the contribution of each ingredseould be considered additive,
unless there is evidence that the effects aredditiae.”.

Amend decision logics 3.8.1 and 3.8.2 in t#rap.8 to read as follows (current
introductory paragraph under 3.8.5 remains unchd)nge
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“3.85.1 Decision logic 3.8.1

Substance:Does the substance have data and/or informati@vatuat
specific target organ toxicity following single eoqure?

Mixture : Does the mixture as a whole or its ingredi
have data/information to evaluate specific targgal
toxicity following single exposure?

Yes|

Does the mixture as a whole have data/informati
evaluate specific target organ toxicity followinipgle

exposure?

Following single exposure,

(a) Can the substance or mixture produce signifitiadcity in
humans, or

(b) Can it be presumed to have the potential tdyre significant
toxicity in humans on the basis of evidence frondss in
experimental animals?

Yes

criteria needs expert judgment in a weight of en@eapproach.

See 3.8.2 for criteria and guidance values. Apfiicaof the

Following single exposure,
Can the substance or mixtubes presumed to have the
potential to be harmful to human health on thesasbi
evidence from studies in experimental animals?

See 3.8.2 for criteria and guidance values. Appticaof the

criteria needs expert judgment in a weight of enageapproach.

L]

Following single exposure,
Can the substance or mixture produce transienbtiareffects or
respiratory tract irritation or botf

See 3.8.2 and 3.8.3 for criteria. Application ot tbriteria needs

expert judgment in a weight of evidence approach.

1

il

Classification

not possible

Classification
not possible

See decision
logic 3.8.2

Category 1

Danger

Category 2

]

N4

Warning

Not classified

Category 3

®
Warning

Classification in Category 3 would only occur whaassification into Category 1 or Category 2 (bdss more

severe respiratory effects or narcotic effects twa not transient) is not warranted. See 3.8.2(2)L(respiratory

effects) and 3.8.2.2.2 (b) (narcotic effects).
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Decision logic 3.8.2

Can bridging principles, as in 3.8.3.3, be applied?

Does the mixture contain one or more ingredierdssified as
Category 1 specific target organ toxicant at a eatration of :
(@)=1.0% ?

(b)=10% ?

See 'I;able 3.8.2 for explanation of cut-off valuesfentratio
limits °.

Does the mixture contain one or more ingredierdssified as
Category 1 specific target organ toxicant at a eatration of:

> 1.0 and < 10%?

See 'I;able 3.8.2 for explanation of cut-off valuesfentratio
limits °.

No

Does the mixture contain one or more ingredierdssified as
Category 2 specific target organ toxicant at a eatration of:
(a)= 1.0%7?

(b) = 10%?

See 'I;able 3.8.2 for explanation of cut-off valuesfentratio
limits °.

Does the mixture contain one or more ingredienessified as
Category 3 specific target organ toxicant at a eatration= 20%?
See 3.8.3.4.5. Care should be exercised whenfgiagssuch mixtures.

2

3

Classify in
appropriate

category

Category 1

Danger

Category 2

| |

N4

Warning

Category 2

Warning

Category 3

®
Warning

See 3.8.2 of this Chapter and “The use of cutsaliies/concentration limits” in Chapter 1.3, pafa3.3.2.

See 3.8.3.4 and Table 3.8.2 for explanation andapce.
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Chapter 3.9

3.9.1.1 At the beginning of the first sentence aepl “document” with “chapter” and
insert “and mixtures ” after “substances”.

3.9.1.2 Replace “chemical substance” with “substasrcmixture”.

3.9.1.3 In the first sentence, insert “or mixtuadter “substance”.

3.9.2.6 In the last sentence, replace “chemicath ¥\gubstance” (twice).

3.9.2.10.1 Replace “chemical” with “substance”i(Bes).

3.9.2.10.2 In the first sentence delete “chemidadfore “substance” and in the second
sentence replace “chemical” with “substance”.

3.9.2.10.3 Replace “chemical” with “substance”.
3.9.3.3.1 In the first sentence, insert “bothfdoe “the individual ingredients”.
3.9.3.3.2 In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new déd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

3.9.3.3.3 In the first sentence:

- replace “one production batch” with “a testeddarction batch”;

- delete “complex”;

- replace “another production batch” with “anothetested production batch”;
- replace “and produced by” with “when produced, land

- replace “toxicity of the batch” with “toxicityfdhe untested batch”

In the last sentence insert “a” before “new clissiion”.

3.9.3.34 Amend the beginning of the paragraphesm rIf in a tested mixture” and insert
“resulting” before “concentrated”.

3.9.3.35 Amend to read as follows:

“For three mixtures (A, B and C) with identical negients, where mixtures A and
B have been tested and are in the same toxicigggoag, and where untested
mixture C has the same toxicologically active imyeats as mixtures A and B but
has concentrations of toxicologically active ingesds intermediate to the

concentrations in mixtures A and B, then mixtures@ssumed to be in the same
toxicity category as A and B.”.
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3.9.3.3.6 In the last sentence after the sub-papagt

- amend the beginning of the sentence to read iiture (i) or (ii)”;
- replace “mixture (ii)” with “the other mixture’and
- insert “hazard” before “category”.

Chapter 3.10
3.10.1.2 Delete “product”.
3.10.1.6.4 Insert a new paragraph 3.10.1.6.4 w asdollows:

“3.10.1.6.4 Although the definition of aspiratian3.10.1.2 includes the entry of
solids into the respiratory system, classificatgcording to (b) in table 3.10.1 for
Category 1 or for Category 2 is intended to apmyliuid substances and
mixtures only.”.

Current paragraph 3.10.1.6.4 becomes 3.10.1.6.5.
3.10.3.2.1 In the first sentence, insert “botafdse “the individual ingredients”.
3.10.3.2.2 In the first sentence:

- amend the beginning to read “If a tested mixXture
- replace “the new mixture may” with “the new déd mixture may”; and
- insert “tested” after “original” at the end dfet sentence.

3.10.3.2.3 In the first sentence:

- replace “one production batch” with “a testedduction batch”;

- delete “complex”;

- replace “another production batch” with “anotbetested production batch”;
- replace “and produced by” with “when produced, land

- replace “of the batch has changed” with “of tinkested batch has changed”

In the last sentence, insert “a” before “new classiion”.

3.10.3.24 Insert “tested” before “mixture” (twic@} the beginning of the sentence and
replace, at the end, “new mixture” with “resultingtested mixture” at the end.

3.10.3.2.5 Amend to read as follows:

“For three mixtures (A, B and C) with identical negients, where mixtures A and
B have been tested and are in the same toxicitggoag, and where untested
mixture C has the same toxicologically active imfjgats as mixtures A and B but
has concentrations of toxicologically active ingesds intermediate to the

concentrations in mixtures A and B, then mixtures@ssumed to be in the same
toxicity category as A and B.”.
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3.10.3.2.6

PART 4
Chapter 4.1

4111

41121

In the sentence after sub-paragraphe (d):

- amend the beginning of the sentence to reaanixture (i) or (ii)”; and
- replace “mixture (ii)” with “the other mixturetdhe end of the sentence.

In the definition of Acute aquatic toxicity'insert “aquatic” before “exposure.

In the definition of Chronic aquatic toxicity” replace “potential or actual
properties” with “the intrinsic property” and inséaquatic” before “exposures”.

Insert the following definitions in alphabeticaber:
“ECcmeans the concentration associated with x% response

Acute (short-term) hazardor classification purposes, means the hazard of a
chemical caused by its acute toxicity to an organduring short-term aquatic
exposure to that chemical.

Long-term hazardfor classification purposes, means the hazard ohemical
caused by its chronic toxicity following long-termxposure in the aquatic
environment.

NOEC (No Observed Effect Concentratiompeans the test concentration
immediately below the lowest tested concentratiath wgtatistically significant
adverse effect. The NOEC has no statistically §icant adverse effect compared
to the control.”

Rearrange current sub-paragraphs (d) to fead as follows:

“(a) acute aquatic toxicity;

(b) chronic aquatic toxicity;

(c) potential for or actual bioaccumulation; and

(d) degradation (biotic or abiotic) for organic ofieals.”.

4.1.1.4 (former 4.1.1.6) Current paragraph 4.1lde6omes new paragraph 4.1.1.4 with the

following modification:

In the last sentence replace “L(E)Cx” with “BC

4.1.1.5 (former 4.1.1.4) Current paragraph 4.1bk@mes new paragraph 4.1.1.5.
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41.1.6,4.1.1.6.1 and 4.1.1.6.2 (former 4.1.1.5,145.1 and 4.1.1.5.2):

Current paragraphs 4.1.1.5, 4.1.1.5.1 and 4.2.1become new paragraphs
41.1.6,4.1.1.6.1 and 4.1.1.6.2, respectively.

In new paragraph 4.1.1.6.1, replace “(See 4.1.2)1@ith “(see 4.1.2.11.3).

41.1.7.1 At the first sentence, delete “chemicéiéfore “substances” and replace
“4,1.1.7.4” with “4.1.1.7.3".

4.1.1.7.2and 4.1.1.7.3 Delete the last sentencaroént paragraphs 4.1.1.7.2 (“For instance...
No.29)"and 4.1.1.7.3 (“(As noted above, Annex 1@ubject to validation)”) and
merge both paragraphs into one unique paragraph.4.2.

As a consequence, current paragraph 4.1.1.7.4rieecoew paragraph 4.1.1.7.3.
41.2.1 Amend to read as follows:

“4.1.2.1  Whilst the harmonized classification systeonsists of three acute
classification categories and four chronic clasation categories, the core part of
the harmonized classification system for substanoassists of three acute
classification categories and three chronic clasgibn categories (see Table
4.1.1 (a) and (b)). The acute and the chronic dieason categories are applied
independently. The criteria for classification ofw@bstance in categories Acute 1
to 3 are defined on the basis of the acute toxid#ia only (EG or LCso). The
criteria for classification of a substance intoecatries Chronic 1 to 3 follow a
tiered approach where the first step is to seailable information on chronic
toxicity merits long-term hazard classificationn &bsence of adequate chronic
toxicity data, the subsequent step is to combine types of information, i.e.
acute toxicity data and environmental fate data gr@dability and
bioaccumulation data) (see Figure 4.1.1).”

4.1.2.2 (former 4.1.2.12) Current paragraph 4.2.hécomes new paragraph 4.1.2.2, with the
following modifications:

- Delete the title (“Category Chronic 4”);

- In the third sentence, replace “poorly watduBle organic substances” with
“poorly water soluble substances”;

- Amend the last sentence to read as follows:

“The need for this classification can be negatgddemonstrating that the
substance does not require classification for agjl@ig-term hazards.”.

4.1.2.3 (new) Insert a new paragraph to read &sifsi

“4.1.2.3  Substances with acute toxicities well keld mg/l or chronic
toxicities well below 0.1 mg/I (if non-rapidly deatable) and 0.01 mg/I (if rapidly
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degradable) contribute as ingredients of a mixtaréhe toxicity of the mixture
even at a low concentration and should be givereased weight in applying the
summation method (see Note 2 to Table 4.1.1 arabpaph 4.1.3.5.5.5).”

Current paragraph 4.1.2.3 becomes new paragrapgh3l.1

4.1.2.4 (former 4.1.2.2) Current paragraph 4.1#2omes new paragraph 4.1.2.4, with the
following modifications:

- In the first sentence insert “(Table 4.1.1)"%eaftfollowing criteria”; and
- in the last sentence replace “Table 4.1.1” Witable 4.1.2”.

Figure 4.1.1 and Table 4.1.1:  Replace with thie¥ahg new table 4.1.1:

Table 4.1.1: Categories for substances hazardoustfee aquatic environment (Note 1)

(@) Acute (short-term) aquatic hazard
Category Acute 1:(Note 2)

96 hr LG (for fish) <1 mg/l and/or
48 hr EGy (for crustacea) <1 mg/l and/or
72 or 96hr ErG, (for algae or other aguatic plants) < 1 mg/l (Note 3)

Category Acute 1 may be subdivided for some regulasystems to include a lower band at
L(E)Cso< 0.1 mgl/l.
Category Acute 2:

96 hr LG (for fish) > 1 but< 10 mg/l and/or

48 hr EGy (for crustacea) >1 but< 10 mg/l and/or

72 or 96hr Erg, (for algae or other aquatic plants) >1 but< 10 mg/I(Note 3)
Category Acute 3:

96 hr LG (for fish) >10 but< 100 mg/l and/or

48 hr EGy (for crustacea) >10 but< 100 mg/l and/or

72 or 96hr Erg, (for algae or other aquatic plants) >10 but< 100 mg/l (Note 3)

Some regulatory systems may extend this rangentoego L(E)G, of 100 mg/l through the introduction
of another category.

(b) Long-term aquatic hazard (see also figure 4.1.1)

® Non-rapidly degradable substances (Note 4) fowhich there are adequate chronic toxicity
data available

Category Chronic 1: (Note 3
Chronic NOEC or E¢(for fish) < 0.1 mg/l and/or
Chronic NOEC or E¢(for crustacea) < 0.1 mg/l and/or
Chronic NOEC or EC(for algae or other aquatic plants) < 0.1 mg/l

Category Chronic 2:
Chronic NOEC or EC(for fish) < 1 mg/l and/or
Chronic NOEC or E¢(for crustacea) < 1 mg/l and/or
Chronic NOEC or EC(for algae or other aquatic plants) < 1 mgl/l

(Cont'd on next page)
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Table 4.1.1: Categories for substances hazardoustite aquatic environment (Note 1) (cont’'d)

(i)  Rapidly degradable substances for which therare adequate chronic toxicity data available

Category Chronic 1: (Note 2)
Chronic NOEC or E¢(for fish) < 0.01 mg/l and/or
Chronic NOEC or EC(for crustacea) < 0.01 mg/l and/or
Chronic NOEC or E€(for algae or other aquatic plants) < 0.01 mg/|
Category Chronic 2:
Chronic NOEC or EC(for fish) < 0.1 mg/l and/or
Chronic NOEC or E¢(for crustacea) < 0.1 mg/l and/or
Chronic NOEC or EC(for algae or other aquatic plants) < 0.1 mg/l
Category Chronic 3:
Chronic NOEC or E¢(for fish) <1 mg/l and/or
Chronic NOEC or E¢(for crustacea) < 1 mg/l and/or
Chronic NOEC or EC(for algae or other aquatic plants) <1 mgl/l

(i)  Substances for which adequate chronic toxicity datare not available
Category Chronic 1: (Note 2)

96 hr LGy (for fish) < 1 mg/l and/or
48 hr EGq (for crustacea) <1 mg/l and/or
72 or 96hr Ergy (for algae or other aquatic plants) < 1 mg/l(Note 3)

and the substance is not rapidly degradable atlibogxperimentally determined BCF$00
(or, if absent, the log §,= 4). (Notes 4 and 5)

Category Chronic 2;

96 hr LG (for fish) > 1 but< 10 mg/l and/or
48 hr EGy (for crustacea) > 1 but< 10 mg/l and/or
72 or 96hr Ergy (for algae or other aquatic plants) > 1 but< 10 mg/I(Note 3)

and the substance is not rapidly degradable arldéoexperimentally determined BCF=$500
(or, if absent, the log §,=> 4). (Notes 4 and 5)

Category Chronic 3;

96 hr LG (for fish) > 10 but< 100 mg/l and/or
48 hr EGy (for crustacea) > 10 but< 100 mg/l and/or
72 or 96hr Erg, (for algae or other aquatic plants) > 10 but< 100 mg/l(Note 3)

and the substance is mapidly degradable and/or the experimentally determined B&F500)
(or, if absent, the log §,= 4). (Notes 4 and 5).

“Safety net” classification

Category Chronic 4:
Poorly soluble substances for which no acute tyxis recorded at levels up to the water soluilit
and which are not rapidly degradable and have &KlQ@ 4, indicating a potential to bioaccumulate, will
be classified in this category unless other sdienttvidence exists showing classification to |be
unnecessary. Such evidence would include an expatatly determined BCF < 500, or a chronic toxigity
NOECs > 1 mgl/l, or evidence of rapid degradatiothenvironment.
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Amend Notes 1 to 5 to table 4.1.1 to read as falow

“NOTE 1: The organisms fish, crustacea and algae are testedsurrogate
species covering a range of trophic levels and taxad the test methods are
highly standardized. Data on other organisms map dle considered, however,
provided they represent equivalent species ancetedpoints.

NOTE 2. When classifying substances as Acute 1 and/or r@hrd it is
necessary at the same time to indicate an appropiafactor (see 4.1.3.5.5.5) to
apply the summation method.

NOTE 3: Where the algal toxicity Exg[ = ECso(growth rate)] falls more than
100 times below the next most sensitive speciesresudts in a classification
based solely on this effect, consideration shogdjiven to whether this toxicity
is representative of the toxicity to aquatic plant¢here it can be shown that this
is not the case, professional judgment should leel urs deciding if classification
should be applied. Classification should be basedhe ErGy. In circumstances
where the basis of the B&Lis not specified and no Egg is recorded,
classification should be based on the lowesiE®ailable.

NOTE 4. Lack of rapid degradability is based on either acdaof ready

biodegradability or other evidence of lack of ramldgradation. When no useful
data on degradability are available, either expezmmlly determined or
estimated data, the substance should be regardedtaspidly degradable.

NOTE 5. Potential to bioaccumulate based on an experiaigntderived

BCF=>500 or, if absent, a log J§=4 provided log K, is an appropriate

descriptor for the bioaccumulation potential of thebstance. Measured log,K

values take precedence over estimated values ardumesl BCF values take
precedence over logols values.”.
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Figure 4.1.1: Insert a new figure 4.1.1 to reatbdsws:

“Figure 4.1.1: Categories for substances long-terrhazardous to the aquatic environment

toxicity data available
for all three trophic levels?

See Note 2
to Table 4.1.

Yes Classify according to the criteria given in Tabl#&.4(b) (i)
or 4.1.1(b)(ii) depending on information on rapehdadation

Assess both:

(a) according to the criteria given in Table 4.h){ij or
4.1.1(b)(ii) (depending on information on rapid
degradation), and

Are there
adequate chronic
toxicity data available
for one or two
trophic levels?

(b) (if for the other trophic level(s) adequate tactioxicity
data are available) according to the criteria givehable
4.1.1(b) (iii),

and classify according to the most stringent oucom

adequate acute
toxicity data
available?

Classify according to the criteria given in Tabl&.4(b) (iii)

4.1.2.5 (former 4.1.2.3) Current paragraph 4.1[#8omes new paragraph 4.1.2.5 with the
following modifications:

- Inthe second sentence, replace “chronic hazett “long-term hazard”.
- Amend the third sentence to read as follows:

“The lowest of the available toxicity values beemeand within the different
trophic levels (fish, crustacean, algae) will nolindoe used to define the
appropriatenazard category(ies).”

- Delete the last sentence (“For that reason...sy3tem
4.1.2.6 (former 4.1.2.4) Current paragraph 4.1b2domes new paragraph 4.1.2.6.

4.1.2.7 (former 4.1.2.5) Current paragraph 4.1[#&B6omes new paragraph 4.1.2.7 with the
following modifications:

- In the third sentence, replace “short-term tayfowith “acute toxicity”.
- In the fifth sentence, insert “in those casedbbe“it is necessary”.
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- In the sixth sentence, replace “chronic” withritpterm”.
- Amend the seventh sentence to read as follows:
“Where chronic toxicity is available showinjOECs greater than water
solubility or greater than 1 mg/l, this would inglie that no classification in
any of the long-term hazard categories Chronic3 weould be necessary.”.
4.1.2.6 Delete.

4.1.2.8 (former 4.1.2.7) Current paragraph 4.1h2Gomes new paragraph 4.1.2.8.
4.1.2.9,4.1.2.9.1 and 4.1.2.9.2 (former 4.1.2.8,248.1 and 4.1.2.8.2):

Current paragraphs 4.1.2.8, 4.1.2.8.1 and 4.2.28ecome new paragraphs
4.1.2.9,4.1.9.2.1 and 4.1.2.9.2, respectively.

4.1.2.10 (former 4.1.2.9) Current paragraph 4.1d28omes new paragraph 4.1.2.10, with the
following modification:

Add the following sentence at the end of the qurtext:

“Some relationships can be observed between chrotgicity and
bioaccumulation potential, as toxicity is relatedhe body burden.”.

41211, 41.2.11.1, 4.1.2.11.2, 4.1.2.11.3, 412,24.1.2.12.1 and 4.1.2.12.2 (former 4.1.2.10,
41.2.10.1,4.1.2.10.2,4.1.2.10.3,4.1.2.11, 411.2 and 4.1.2.11.2).

Current paragraphs 4.1.2.10, 4.1.2.10.1, 4.1.2,101.2.10.3, 4.1.2.11, 4.1.2.11.1
and 4.1.2.11.2 become new paragraphs 4.1.2.1P.%111, 4.1.2.11.2, 4.1.2.11.3
4.1.2.12,4.1.2.12.1 and 4.1.2.12.2, respectively.

4.1.2.11.3 (a) (former 4.1.2.11.3 (a)) Amend theageaph after (ii) to read as follows:

“These levels of biodegradation must be achievétinvl0 days of the start of
degradation which point is taken as the time wh@¥ bf the substance has been
degraded, unless the substance is identified a®naplex, multi-component
substance with structurally similar constituents.this case, and where there is
sufficient justification, the 10-day window conditi may be waived and the pass
level applied at 28 days as explained in Annex 9.44.2.3)".

4.1.2.12.2 (former 4.1.2.11.2) Replace the lastesee with the following text:

“All evidence must be weighed in a classificatiorcdion. This would be
especially true for metals showing borderline rssul in  the
Transformation/Dissolution Protocol.”.
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4.1.2.14 Insert a new sub-section 4.1.2.14 to asadllows:

“4.1.2.14 The classification criteria for substances diagrammadity summarized

Table 4.1.2: Classification scheme for substanceszardous to the aquatic environment

Classification categories

Acute hazard Long-term hazard
(Note J) (Note 9
Adequate chronic toxicity data Adequate chronic toxicity data
available not available
Non-rapidly degradable Rapidly (Note
substances degradable substances
(Note 3 (Note 3
Category: Acute 1 | Category: Chronic 1 Category: Chronic 1 Category: Chronic 1
L(E)Cs0< 1.00 NOEC or EC< 0.1 NOEC or EC<0.01 L(E)Go < 1.00 and lack of rapid

degradability and/or BCE 500 or,
if absent log K,= 4

Category: Acute 2 | Category: Chronic 2 Category: Chronic 2 Category: Chronic 2

1.00 < L(E)Gp< 10.0{0.1 <NOEC orEg=<1 [0.01 < NOEC or EC<0.1] 1.00 < L(E)Go< 10.0 and lack of
rapid degradability and/or
BCF =500 or, if absent log §,= 4

Category: Acute 3 Category: Chronic 3 Category: Chronic 3

10.0 < L(E)Go < 100 0.1 <NOECorEg<1 | 10.0 <L(E)G < 100 and lack of
rapid degradability and/or
BCF =500 or, if absent log §,= 4

Category: Chronic 4 (Note 4)
Example:(Note 5)

No acute toxicity and lack of rapid degradabilihdeBCF= 500 or, if absent log Kow 4,
unless NOECs > 1 mg/I

NOTE 1: Acute toxicity band based on L(E)®@alues in mg/l for fish, crustacea
and/or algae or other aquatic plants (or QSAR eation if no experimental
data).

NOTE 2: Substances are classified in the various chrordtegories unless
there are adequate chronic toxicity data availalide all three trophic levels
above the water solubility or above 1 mg/l. (“Adatgi means that the data
sufficiently cover the endpoint of concern. Gergr#tis would mean measured
test data, but in order to avoid unnecessary tesititan, on a case-by-case basis,
also be estimated data, e.g. (Q)SAR, or for obviaises expert judgment).

NOTE 3: Chronic toxicity band based on NOEC or equivalef Ealues in
mg/I for fish or crustacea or other recognized meas for chronic toxicity.

NOTE 4. The system also introduces a “safety net” clasation (referred to as
category Chronic 4) for use when the data availaihdenot allow classification
under the formal criteria but there are neverthelessme grounds for concern.
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4131

Figure 4.1.2

4.1.3.3

NOTE 5: For poorly soluble substances for which no acutecity has been
demonstrated at the solubility limit, and are batit rapidly degraded and have a
potential to bioaccumulate, this category shouldplgpunless it can be
demonstrated that the substance does not requaigsitication for aquatic long-
term hazards.”.

Amend the second paragraph to read asvsllo

“The “relevant ingredients” of a mixture are thosdich are present in a
concentration equal to or greater than 0.1% (wiv)ihgredients classified as
Acute and/or Chronic 1 and equal to or greater th&fh (w/w) for other

ingredients, unless there is a presumption (e.gth& case of highly toxic
ingredients) that an ingredient present at a canagon less than 0.1% can still
be relevant for classifying the mixture for aquatitvironmental hazards.”.

In the title, replace “chronic” witlohg-term”;

After “CLASSIFY” on the right hand side, replacé {imes) “chronic toxicity
hazard” with “long-term hazard”.

Amend (c) to read as follows:

“Percentage of ingredients with acute toxicity daaply additivity formulas (see
4.1.3.5.2) and convert the derived L(EgG®r EQNOECmM to the appropriate
“Acute” or “Chronic” category”.

Amend to read as follows:

"4.1.3.3 Classification of mixtures when toxicity data arevailable for the
complete mixture

4.1.3.3.1 When the mixture as a whole has beeaddstdetermine its aquatic
toxicity, this information can be used for classify the mixture according to the

criteria that have been agreed for substances.clHssification should normally

be based on the data for fish, crustacea and plga&s (see 4.1.1.3 and 4.1.1.4).
When adequate acute or chronic data for the mixaisrea whole are lacking,

“bridging principles” or “summation method” shoule applied (see paragraphs
4.1.3.4 and 4.1.3.5 and decision logic 4.1.5.2.2).

4.1.3.3.2 The long-term hazard classification oktomes requires additional
information on degradability and in certain casemtcumulation. There are no
degradability and bioaccumulation data for mixtuessa whole. Degradability
and bioaccumulation tests for mixtures are not wsethey are usually difficult to
interpret, and such tests may be meaningful onlgiftgle substances.
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4.1.3.3.3 Classification for categories Acute 1, 2 and 3

4.1.3.3.4

4.1.3.3.5

(&) When there are adequate acute toxicity test daso or EGy)

(b)

available for the mixture as a whole showing
L(E)Cso < 100 mg/l:

Classify the mixture as Acute 1, 2 or 3 in accowanvith
Table 4.1.1(a)

When there are acute toxicity test data (& or EGo(S)
available for the mixture as a whole showing
L(E)Cso(s) >100 mg/l, or above the water solubility:

No need to classify for acute hazard

Classification for categories Chronic 1, 2 and 3

(@)

(b)

When there are adequate chronic toxicity d&@, (cr NOEC)
available for the mixture as a whole showingxE€ NOEC of
the tested mixture 1 mg/l:

(i) Classify the mixture as Chronic 1, 2 or 3 incaance
with Table 4.1.1 (b)(ii) (rapidly degradable) ifetlavailable
information allows the conclusion that all relevant
ingredients of the mixture are rapidly degradable;

(i) Classify the mixture as Chronic 1, 2 or 3 ih@her cases
in accordance with Table 4.1.1 (b)(i) (non-rapidly
degradable);

When there are adequate chronic toxicity d&@, (or NOEC)
available for the mixture as a whole showingd&Lor NOEC(s)
of the tested mixture > 1mg/l or above the watdulzsbty:

No need to classify for long-term hazard, unlessrehare
nevertheless reasons for concern

Classification for category Chronic 4

If there are nevertheless reasons for concern:

Classify the mixture as Chronic 4 (safety net sifasation) in
accordance with Table 4.1.1 (c)".

In the title, insert “toxicity” before “cht
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4.1.3.4.2

4.1.3.4.3

4.1.3.4.4

4.1.3.45

4.1.3.4.6

4.1.3.5

In the first paragraph:

- amend the beginning to read “Where a new mixtsréormed by diluting a
tested mixture or”;

- replace “the mixture may” with “the resultingxture may”;

- insert “tested” after “original”; and

- add the following new sentence at the end ofpdwagraph: “Alternatively, the
method explained in 4.1.3.5 could be applied”.

Delete the second paragraph.

In the first sentence:

- replace “one production batch” with “a testeddarction batch”;

- delete “complex”;

- replace “another production batch” with “anothetested production batch”;
- replace “and produced by” with “when produced, land

- insert “untested” before “batch” at the end.

Amend the beginning to read: “If a testexture”;
Insert “the” before “ingredients”;

Replace “more concentrated mixture” with “more cemtrated untested mixture”;
and

Insert “tested” after “original”.
Amend to read as follows:

“For three mixtures (A, B and C) with identical negients, where mixtures A and

B have been tested and are in the same toxiciiggoag, and where untested
mixture C has the same toxicologically active imjgats as mixtures A and B but
has concentrations of toxicologically active ingesds intermediate to the

concentrations in mixtures A and B, then mixtures@ssumed to be in the same
toxicity category as A and B.”.

In sub-paragraph (b), insert “essenti@lbfore “the same”.

In sub-paragraph (d), replace “Classification” wibata on aquatic hazards” and
replace “are the same” with “are substantially eglant”.

Amend the last sentence after the sub-paragraptestioas follows:

“If mixture (i) or (ii) is already classified baseuh test data, then the other mixture
can be assigned the same hazard category.”.

In the title, insert “toxicity” before “chit
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Amend to read as follows:

“4.1.3.5.2 Mixtures can be made of a combinatibbath ingredients that are
classified (as Acute 1, 2, 3 and/or Chronic 1,,2)3and those for which adequate
toxicity test data are available. When adequatiityxdata are available for more
than one ingredient in the mixture, the combinedcity of those ingredients may
be calculated using the following additivity forrasl(a) or (b), depending on the
nature of the toxicity data:

(@)

(b)

Based on acute aquatic toxicity:

> Ci

_ Ci
Lemmm_gLemm

where:

G = concentration of ingredient i (weight percenjage
L(E)Csq = LCso 0r EGofor ingredient i, in mg/l;

n number of ingredients, and i is runningrirt to n;
L(E)Cso, = L(E) Gsoof the part of the mixture with test data;

The calculated toxicity may be used to assign ploation of the mixture an
acute hazard category which is then subsequentd us applying the
summation method;

Based on chronic aquatic toxicity:

ZU+ZQZZ Ci Y i

EqNOECn ~ NOECi 4~ 0.1x NOEC]j

where:

G = concentration of ingredient i (weight percenjagevering the
rapidly degradable ingredients;

Cj =  concentration of ingredient j (weight pertage) covering the
non-rapidly degradable ingredients;

NOEG=  NOEC (or other recognized measures for chrooxecity) for
ingredient i covering the rapidly degradable inggats, in
mg/l;

NOEC;= NOEC (or other recognized measures for chromnecity) for
ingredient j covering the non-rapidly degradablgradients, in
mg/l;

n = number of ingredients, and i and j are nmigifirom 1 to n;

EQNOEG, = Equivalent NOEC of the part of the mixture widst data;
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The equivalent toxicity thus reflects the fact tmain-rapidly degrading
substances are classified one hazard category haeet “severe” than
rapidly degrading substances.

The calculated equivalent toxicity may be usedssign that portion of the
mixture a long-term hazard category, in accordanih the criteria for
rapidly degradable substances (Table 4.1.1 (h)(iwhich is then
subsequently used in applying the summation method.

4.1.3.5.3 In the first sentence, replace “to theesapecies (i.e. fish, daphnia or algae)”
with “to the same taxonomic group (i.e. fish, caaestan or algae)” and “of the
three species” with “of the three groups”.

In the second sentence, replace “same speciels™gédme taxonomic group”.

In the last sentence, replace “The calculatedeatmxicity” with “The calculated
acute and chronic toxicity” and insert “and/or Qhiol, 2 or 3” after “Acute 1, 2
or 3".

4.1.3.55.1.2 Amend the first sentence to readli®s:

“When a mixture contains ingredients classifiedhaate 1 or Chronic 1, attention
should be paid to the fact that such ingredientsgmtheir acute toxicity is well
below 1 mg/l and/or chronic toxicity is well belo@1 mg/l (if non-rapidly
degradable) and 0.01 mg/l (if rapidly degradabt@)tcbute to the toxicity of the
mixture even at a low concentration (see alSlassification of hazardous
substances and mixture@sChapter 1.3, paragraph 1.3.3.2.1).”

4,1.3.55.3.1,4.1.3.5.5.3.2,4.1.3.5.5.3.3, 451534.2,

4.1.3.5.5.4.3, 4.1.3.5.5.4.4 and decision logic4.1
Replace “sum of... ingredients” by “sum of the cortcations (in %)
of...ingredients”.

4.1.3.5.5.3.4 Replace “summation of classified redgents” with “summation of the
concentrations of the classified ingredients” amdbile 4.1.2” with “Table 4.1.3".

Table 4.1.2 Renumber as “Table 4.1.3” and replacenmation of classified ingredients” with
“summation of the concentrations of classified edients”

4.1.3.5.5.4.1 At the beginning of the second se@eaplace “If the sum of these ingredients”
with “If the sum of the concentrations (in %) oé#e ingredients”.

4.1.3.5.5.4.5 Replace “chronic” with “long-term”sdmmation of classified ingredients” with
“summation of the concentrations of classified edients” and “Table 4.1.3” with
“Table 4.1.4".

Table 4.1.3 Renumber as “Table 4.1.4” and replacéhe title, “chronic” with “long-term”
and insert “the concentrations of” before “clagsifingredients”.



ST/SG/AC.10/36/Add.3
page 43

413555 Amend the first sentence to read dsvist

“Acute 1 or Chronic 1 ingredients with acute totes well below 1 mg/l and/or
chronic toxicities well below 0.1 mg/l (if non-rajty degradable) and 0.01 mg/l
(if rapidly degradable) may influence the toxicdf the mixture and should be
given increased weight in applying the summatiothmoe.”

In the second sentence replace “concentrations @fteA1l ingredients” with
“concentrations of Acute 1 and Chronic 1 ingredsént

In the third sentence, replace “Table 4.1.2” amdble 4.1.3” with “Table 4.1.3”
and “Table 4.1.4” respectively.

In the fourth sentence, replace “Table 4.1.4” Withble 4.1.5”

In the last sentence, replace “specific acute ttyxidata” with “specific acute
and/or chronic toxicity data”.

Table 4.1.4 Renumber as “Table 4.1.5” and amemdad as follows:

“Table 4.1.5: Multiplying factors for highly toxic ingredients of mixtures

Acute toxicity M factor Chronic toxicity M factor
L(E)Csovalue NOEC value NRD RD"
ingredients | ingredients
0.1<L(E)Go=<1 1 0.01 < NOEG 0.1 1 -
0.01 < L(E)Go< 0.1 10 0.001 < NOEG 0.01 10 1
0.001 < L(E)Gp< 0.01 100 0.0001 < NOE& 0.001 100 10
0.0001 < L(E)Gy < 0.001 1000 0.00001 < NOEE€ 0.0001 1000 100
0.00001 < L(E)Gy < 0.0001 10000 0.000001 < NOE€0.00001 10000 1000
(continue in factor 10 intervals) (continue in factor 10 intervals)
a Non-rapidly degradable
b Rapidly degradable
4.1.3.6 In the first sentence, replace “chronic adiguhazard” with “chronic aquatic
toxicity”.

Table 4.1.5 Renumber as “Table 4.1.6”
41.5.1 Replace current decision logics with tHewing:
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“4.1.5.1 Acute (short-term) aquatic hazard classifation

4.15.1.1 Decision logic 4.1.1 for substances and mixtureszhedous to the aquatic
environment

Value for the
L(E)Cso of the

Substance Is there sufficient information (toxicity, degribn,
mixture from
decision logic 4.1.

bioaccumulation) for classification

Acute
Category 1

Acute: Does it have a:
(&) 96 hr LG (fish) < 1 mg/l; and/or
(b) 48 hr EGg (crustaceax 1 mg/l; and/or
(c) 72 o0r 96 hr Erg (algae or other aquatic plants)l mg/I?

Warning

Acute: Does it have a:
(@) 96 hr LC50 (fish¥ 10 mg/l; and/or
(b) 48 hr EGy (crustacea¥x 10 mg/l; and/or
(c) 72 or 96 hr Erg (algae or other aquatic plantgs)0 mg/I?

Acute
Category 2

(&) 96 hr LG (fish) < 100 mg/l; and/or
(b) 48 hr EGy (crustaceax 100 mg/l; and/or
(c) 72 or 96 hr Erg (algae or other aguatic plantgs)00 mg/I?

Acute: Does it have a:
Acute

Category 3

g g &L

No Not classified
for Acute

(Cont'd on next page)

! Classification can be based on either measured datl/or calculated data (see 4.1.2.13 and Annear@)or
analogy decisions (see A9.6.4.5 in Annex 9)

2 Labelling requirements differ from one regulategstem to another, and certain classification cat&g may
only be used in one or a few regulations.
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Mixture: Does the mixture itself have aquatic toxicity dafish, crustacea, and algae/aquatic plants?

No

Values from mixtures/decision logic 4.1.2

Acute
Does it have a 96 hr Lg(fish), 48 hr EG, (crustacea), or 72 or

96 hr ErGc (algae or other aquatic plants)l mg/I?

Does it have a 96 hr Lg(fish), 48 hr EG, (crustacea),
or 72 or 96 hr Erg (algae or other aquatic plants)10 mg/1?

Acute
Does it have a 96 hr Lg(fish), 48 hr EG, (crustacea),

or 72 or 96 hr Er¢g; (algae or other aquatic plants) 00 mg/I?

Acute
Category 1

Warning

Acute
Category 2

Acute
Category 3

Not classified

for Acute

(Cont'd on next page)

2 Labelling requirements differ from one regulategstem to another, and certain classification cat&g may

only be used in one or a few regulations.
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!’ Classify in
Can bridging principles be applied? Yes appropriate
category

Use all available ingredient information in the snation method as follow’s

(a) For ingredients with available toxicity valagépply the additivity formula (decision logic £},
determine the toxicity category for that part af thixture and use this information in the summation
method below;

(b) Classified ingredients will feed directly intfoe summation method below.

E Acute
Category 1

Sum of the concentrations (in %) of ingredientssiéed as:

Acute 1x M 4> 250%?

Sum of the concentrations (in %) of ingredientssiféed as:
(Acute 1x M * x 10) + Acute 2> 25%?

Warning

Acute
Category Z

Acute
Category 3

Sum of the concentrations (in %) of ingredientssiféed as:
(Acute 1x M * x 100) + (Acute % 10) + Acute 3> 25%?

Not classified
for Acute

(Cont'd on next page)

2 Labelling requirements differ from one regulategstem to another, and certain classification catigs may
only be used in one or a few regulations.

® If not all ingredients have information, includeststatement “x % of the mixture consists of ingeath(s) of
unknown hazards to the aquatic environment” onl#el. Alternatively, in the case of a mixture wlitighly toxic
ingredients, if toxicity values are available fdrese highly toxic ingredients and all other ingesds do not
significantly contribute to the hazard of the migtuthen the additivity formula may be applied (4ek3.5.5.5). In
this case and other cases where toxicity valuesaaaglable for all ingredients, the acute classifion may be
made solely on the basis of the additivity formula.

* For explanation of M factor see 4.1.3.5.5.5.
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4.1.5.1.2 Decision logic 4.1.2 for mixtures (additivity forntai)
Apply the additivity formula:
Z Ci — z Ci
L(E)Cso, “n L(E)Csy,
Value to mixture

where: decision logic 4.1.1
G = concentration of ingredient i (weight percentage)

L(E)Csq = LCsoor EGyofor ingredient i, in mg/l

n = number of ingredients, and i is running frbro n
L(E)Cso, = L(E)Gsoof the part of the mixture with test data
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4.15.2 Long-term aquatic hazard classification

4.1.5.2.1 Decision logic 4.1.3 (a) for substances

Are there adequate chronic toxicity data

available for all three trophic levels?

Are there adequate chronic toxicity data m
available for one or two trophic level?

Are there adequate acute toxicity data avail
for those trophic levels for which chronic toxic
data are lacking?®

Go to decision logic 4.1.3 (b

le
Go to decision logic 4.1.3 (i
u Chronic

Category 4

Are there nevertheless some No symbol
grounds for concerrf? Yes No signal word

(Cont'd on next page)

> Data are preferably to be derived using interpatilly harmonized test methods (e.g. OECD Testelinigs or

equivalent) according to the principles of gooddeadttory practices (GLP), but data from other testthods such
as national methods may also be used where theycansidered as equivalent (see 4.1.1.2.2 and AD8.2
Annex 9).

®  See Figure 4.1.1.
" Follow the flowchart in both ways and choosentst stringent classification outcome.

Note that the system also introduces a “safety dassification (referred to as Category: Chrondy for use
when the data available do not allow classificationder the formal criteria but there are neverttsslesome
grounds for concern.

8
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4.1.5.2.2 Decision logic 4.1.3 (b) for substances (when adatguchronic toxicity data are
available for all three trophic levels)

Is the substance

rapidly Yes < NOEC< 0.1 mg/I? 5
Gegradable? \__> NOEC=< 0.01 mg/lﬁ. <0.1mg NOEC= 1 mg/I’ .

Chronic Yes
l Category 1 ves

NOEC< 0.1 mg/I? '
Warning

Assign M factor
according to
table 4.1.5

Chronic Chronic
Category 2 Category 3

No symbol
No signal word

No signal word

NOEC<1 mg/l?'

No

Not classified
for long-term hazard

(Cont'd on next page)

®  Data are preferably to be derived using internatlly harmonized test methods (e.g. OECD Testdlinies or
equivalent) according to the principles of gooddadtory practices (GLP), but data from other testthods such
as national methods may also be used where theycansidered as equivalent (see 4.1.1.2.2 and A®8.2
Annex 9).
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4.1.5.2.3 Decision logic 4.1.3 (c) for substances (when adatguchronic toxicity data not
are available for all three trophic levels)

L(E)Cso< 1 mg/I? L(E)Cso< 10 mg/l?

" L(E)Cso < 100 mg/lj.

No

Chronic Yes Yes
Category 1

L(E)Cs0< 1 mg/l and

BCF> 500 @ %
i >4)?
(or if absent log I, > 4 )~ Warning

Assign M factor
according to
table 4.1.5

Chronic
Category 2

L(E)Cso< 10 mg/l and

BCF> 500

(or if absent log K, > 4 )? %

No signal word

L(E)Cso < 100 mg/l and Chronic
BCF=> 500 Category 3
(or if absent log I, > 4 )? No symbol

No signal word

Not classified for
long-term hazard

° Data are preferably to be derived using internatiy harmonized test methods (e.g. OECD Test Guiekl
or equivalent) according to the principles of golatboratory practices (GLP), but data from othertt@esethods
such as national methods may also be used wheyeattgeconsidered as equivalent (see 4.1.1.2.2 &h8.2 of
Annex 9).
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41524 Decision logic 4.1.4 for mixtures

Follow decision logic 4.1.3 for
non-rapidly degradable substanges

Are there adequate chronic toxicity data availdbtehe (see 4.1.5.2.1) and
mixture as a whole? classify the mixture for
long-term hazard
Apply bridging principles

Are there sufficient data available on the indivatiu (see 4.1.3.4) and
ingredients and similar tested mixtures to adedyate classify the mixture for

long-term hazard

Apply summation method (se

4.1.3.5.5) using the concentrati

Are there adequate acute classification and/octiyxilata (in %) of ingredients classified
available for some or all relevant ingredients? chronic, or if absent, acute, an
classify the mixture

for long-term hazard®
No

Classification not possible due
lack of sufficient data

characterize the hazard of the mixture?

®  Degradability and bioaccumulation tests for mixsiare not used as they are usually difficult teiptet, and

such tests may be meaningful only for single smiosg& The mixture is therefore by default regar@edon-rapidly
degradable. However, if the available informatidiows the conclusion that all relevant ingredienfsthe mixture
are rapidly degradable) the mixture can, for cldissition purposes, be regarded as rapidly degradabl

10 In the event that no useable information on aeu#/or chronic aquatic toxicity is available for @r more
relevant ingredients, it is concluded that the mnigtcannot be attributed (a) definitive hazard cpey(ies). In this
situation the mixture should be classified basedh@nknown ingredients only, with the additionatsment that:
“x 9% of the mixture consists of ingredient(s) ofkmown hazards to the aquatic environment”.

1 When adequate toxicity data are available for miva@n one ingredient in the mixture, the combirgedcity
of those ingredients may be calculated using thditizity formulas (a) or (b) in 4.1.3.5.2 dependiag the nature
of the toxicity data. The calculated toxicity may used to assign that portion of the mixture antaa@r chronic
hazard category which is then subsequently usepplying the summation method. (It is preferableatculate
the toxicity of this part of the mixture using feach ingredient a toxicity value that relate to #@me taxonomic
group (e.g. fish, crustacea or algae) and then e the highest toxicity (lowest value) obtainee. (use the most
sensitive of the three groups) (see 4.1.3.5.3)).
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Chapter 4.2
Add a new chapter 4.2 to read as follows:
“CHAPTER 4.2
HAZARDOUS TO THE OZONE LAYER

421 Definitions

Ozone Depleting Potential (ODR$ an integrative quantity, distinct for each
halocarbon source species, that represents th@teateozone depletion in the stratosphere
expected from the halocarbon on a mass-for-masgs batative to CFC-11. The formal
definition of ODP is the ratio of integrated peliations to total ozone, for a differential mass
emission of a particular compound relative to ana¢gmission of CFC-11.

Montreal Protocolis the Montreal Protocol on Substances that Deylet Ozone
Layer as either adjusted and/or amended by theeBaotthe Protocol.

4.2.2 Classification criterid

A substance or mixture shall be classified as gtaiel according to the following
table:

Table 4.2.1: Criteria for substances and mixtures &zardous to the ozone layer

Category | Criteria

Any of the controlled substances listed in Annetaethe Montreal Protocol; @
1 Any mixture containing at least one ingredientddstin the Annexes to the
Montreal Protocol, at a concentratiei®.1%

=

423 Hazard communication

General and specific considerations concerningllialg requirements are provided in
Hazard Communication: LabellingChapter 1.4). Annex 2 contains summary tables tabou
classification and labelling. Annex 3 contains epés of precautionary statements and
pictograms which can be used where allowed by tinegpetent authority.

' The criteria in this chapter are intended to bepkgd to substances and mixtures. Equipment, agiar
appliances (such as refrigeration or air conditingi equipment) containing substances hazardous éoottone
layer are beyond the scope of these criteria. (test with 1.1.2.5 (a)(iii) regarding pharmaceutigaoducts,
GHS classification and labelling criteria do notgp to medical inhalers at the point of intentioiatiake.
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Table 4.2.2 Label elements for substances and mixes hazardous to the ozone layer

Category 1
Symbol Exclamation mark
Signal word Warning

Hazard statement

upper atmosphere

Harms public health and the environment by destgwzone in the

4.2.4 Decision logic for substances and mixtures ardous to the ozone layer

The decision logic which follows is not part ofettharmonized classification
system but is provided here as additional guidalids.strongly recommended that the person
responsible for classification study the critergddve and during use of the decision logic.

Decision logic 4.2.1

Substance Is the substance listed in the Annexes to t
Montreal Protocol?

Mixture: Does the mixture contain0.1% of a
least one ingredient listed in the Annexes to

Montreal Protocol?

Yes

Yes

ANNEXES

Annex 1

Classification
not possible

Classification
not possible

il

Category 1

o
Warning

Amend the tables for respiratory and skin sengitbmapage 254 of the English version) to read

as follows and delete the related footnote:
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RESPIRATORY SENSITIZATION

Category 1 Category 1A Category 1B - -

Danger Danger Danger

May cause allergy| May cause allergy| May cause allergy

or asthma or asthma or asthma
symptoms or symptoms or symptoms or
breathing breathing breathing
difficulties if difficulties if difficulties if
inhaled inhaled inhaled

Not required under the
UN Recommendations on the Transport of Dangerouso@s, Model Regulations.

SKIN SENSITIZATION

Category 1 Category 1A Category 1B = =
Warning Warning Warning
May cause an May cause an May cause an
allergic skin allergic skin allergic skin
reaction reaction reaction

Not required under the
UN Recommendations on the Transport of Dangerouso@s, Model Regulations.
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Insert the following table at the end of current i@ Annex 1.

HAZARDOUS TO THE OZONE LAYER

Category 1 = =

Warning

Harms public
health and the
environment by
destroying ozoneg
in the upper
atmosphere

Not required under the
UN Recommendations on the Transport of Dangerouso@s, Model Regulations.

In the tables for the allocation of label elemefus the hazards to the aquatic environment
(page 259 of the English version):

- In the headings of the tables, replace “AQUATTOXICITY (ACUTE)” and
“AQUATIC TOXICITY (CHRONIC)” with “AQUATIC HAZARD ( ACUTE)” and
“AQUATIC HAZARD (LONG-TERM)”;

- For Categories 1 and 2, replace the current @id®grams and the mark required
under the UN Model Regulations, with the followinges:

Annex 2

A2.18 For Categories 1 and 2, in paragraph 1 @place “Structure/activity or structure
property” with “Structure-activity”.

A2.19 For Categories 1 and 2, in paragraph 1 @place “Structure/activity or structure
property” with “Structure-activity”.
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A2.20 For Category 1:
- In paragraph 1 (a): replace “human evidence thatindividual substance
leads” with “evidence in humans that the substaacelead”;
- In paragraphs 3 (a)(i) and (b)(i), amend thd teetween brackets to read as
follows: (see note to Table 3.4.5);
- In paragraphs 3 (a)(ii) and (b)(ii), delete tbrt between brackets;
Add the following columns and rows:
Hazard Criteria Hazard communication elements
sub-category
1. For substances and tested mixtures
showing a high frequency of occurrence in humans; a
or a probability of occurrence of a high sensit@at | Sympol ¢ 9
rate in humans based on animal or other tests. “y
1A Severity of reaction may also be considered.
éxhselszigiztri 2. If data for the complete mixture are not availgble
and where | arl)fptl)y_zrlfigmg_prl_ncllpleds (see 3-41-3-|2). - Signal word Danger
required by a . If bridging principles do not applylassify the
competent mixture as respiratory sensitizer if it containseast May causg allergy
authority) one ingredient classified as sub-category 1A at the or asthma
following concentrations: I—![afard i S)E)mpt?hms or
(a) Solids or liquids> 0.1% wiw statemen diffirgjlti(l,ggif
(b) Gases: =0.1% v/v inhaled
1. For substances and tested mixtures
showing a low to moderate frequency of occurrence a
in humans; or a probability of occurrence of a tow | symbpol )
moderate sensitization rate in humans based on “y
1B animal or other tests. Severity of reaction mayp als
(where data considered.
are sufficient | 2. If data for the complete mixture are not available | Signal word Danger
and where apply bridging principles (see 3.4.3.2).
required by a | 3. |f bridging principles do not applclassify the May cause allergy
competent mixture as respiratory sensitizer if it containseatst or asthma
authority) one ingredient classified as sub-category 1B at the | Hazard symptoms or
following concentrations: statement breathing
(a) Solids or liquids:= 1% w/w difficulties if
(b) Gases:= 0.2% viv inhaled
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A2.21 For Category 1:

- In paragraph 3 (a), replace “see note 1 to tablel” with “see note to Table
3.4.5”; and

- In paragraph 3 (b) delete “see note 2 to Taklel3

Add the following columns and rows:

Hazard Criteri Hazard communication
riteria
category elements
1. For substances and tested mixtures
showing a high frequency of occurrence in humanta a
high potency in animals, which can be presumedat@the | Symbol '
1A potential to produce significant sensitization umtans. )
(where data Severity of reaction may also be considered.
a;enjltvffr']%?em 2. If data for the complete mixture are not availatdpply
. bridging principles (see 3.4.3.2) Signal word Warning
required by a o o ) )
competent | 3- If bridging principles do not appliclassify the mixture as
authority) skin sensitizer if it contains at least one ingeadiclassified M
as sub-category 1A at a concentrato®.1%. Hazard ar?él(l:(fru?ce
statement g

skin reaction

1. For substances and tested mixtures

showing a low to moderate frequency of occurrénce
humans and/or a low to moderate potency in animdigh | Symbol '
1B can be presumed to have the potential to produce °
(where data sensitization in humans.
are guffrl]ment 2. If data for the complete mixture are not availakdeply
reathrtjirévd Eryea bridging principles (see 3.4.3.2) Signalword | Warning
competent 3. If bridging principles do not app)classify the mixture as
thorit skin sensitizer if it contains at least one ingeediclassified
authority) - May cause
as sub-category 1B at a concentrattoh0%. Hazard ;
an allergic
statement

skin reaction

A2.28 (a) and (b) Replace the current symbol vhthfbllowing one:
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A2.28 (b) In the title, replace “Chronic hazardsthw'Long-term hazards”;

For Category 1

replace paragraph 1 with the following text:
“1. For substances rapidly degradable:

(@) NOEC< 0.01 mg/l; or, if absent
(b) L(E)Gso< 1 mg/l and BCFE> 500 (or if absent log &> 4)

2. For substances non-rapidly degradable:

(@) NOEC< 0.1 mg/l; or, if absent
(b) L(E)Cso< 1 mg/l”

Renumber current paragraphs 2, 3 and 4 as 3, 8 egpectively.

For Category 2

replace paragraph 1 with the following text:

“1. For substances rapidly degradable

(@) 0.01 < NOEG 0.1 mg/l; or, if absent
(b) 1 mg/l < L(E)Go< 10 mg/l and BCFE 500 (or if absent log &, > 4)

2. For substances non-rapidly degradable:

(@) 0.1 mg/l < NOEG 1 mg/l ;or, if absent
(b) 1 mg/l < L(E)Go< 10 mg/l"

Renumber current paragraphs 2, 3 and 4 as 3, 8 agpectively.

For Cateqgory 3

replace paragraph 1 with the following text:
“1. For substances rapidly degradable
(@) 0.1 <NOEC< 1 mgl/l; or, if absent
(b) 10 mg/l <L(E)G <100 mg/l and BCF> 500 (or, if absent,
log Kow > 4)
2. For substances non-rapidly degradable:
10 mg/l < L(E)Go < 100 mg/I”

Renumber current paragraphs 2, 3 and 4 as 3, 8 egpectively.
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A2.29 Insert the following new table at the endtofrent annex 2:
“A2.29 Hazard to the ozone layer
Hazard | Criteria Hazard communication elements
category
1. For substances
) _ | Symbol
Any of the controlled substances listed in the ®
Annexes to the Montreal Protocol
Signal :
1 2. For mixtures WOgl’d Warning
Any mixture containing at least one ingredient Harms public health
listed in the Annexes to the Montreal Protoc¢qlis,ard and the environment
at a concentration 0.1% Statement by destroying ozone in
the upper atmosphere
Annex 3
Section 1

A3.1.2.3 and A3.1.2.4 Add the following two nearagraphs:

“A3.1.2.3 In addition to individual hazard statertss a number of combined
hazard statements are given in Table A3.1.2. dalpkanumerical codes for the
combined statements are constructed from the doddke individual statements
that are combined, conjoined with the plus (“+grsi For example, H300 + H310
indicates that the text to appear on the labeFedl if swallowed or in contact
with skin”.

A3.1.2.4 All assigned hazard statements shoulet@ppn the label unless
otherwise specified in 1.4.10.5.3.3. The compedeithority may specify the order
in which they appear. Also, where a combined hastatement is indicated for
two or more hazard statements, the competent atythmay specify whether the
combined hazard statement or the corresponding/ithdil statements should
appear on the label, or may leave the choice tontdweufacturer/supplier.”

Table A3.1.2: For codes H317 and H334, replacewith “1, 1A, 1B” in column (4).

Add the following new entries after the row for F83
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H300 | Fatal if swallowed or in contact with skin | Acute toxicity, oral (chapter 3.1) and acute 1,2
+ toxicity dermal (chapter 3.1)

H310

H300 | Fatal if swallowed or if inhaled Acute toxicity, oral (chapter 3.1) and acute 1,2
+ toxicity, inhalation (chapter 3.1)

H330

H310 | Fatal in contact with skin or if inhaled Acute toxicity, dermal (chapter 3.1) and acute 1, 2
+ toxicity, inhalation (chapter 3.1)

H330

H300 | Fatal if swallowed, in contact with skin or | Acute toxicity, oral (chapter 3.1), acute 1,2
+ if inhaled toxicity, dermal (chapter 3.1) and acute

H310 toxicity, inhalation (chapter 3.1)
+

H330

H301 | Toxic if swallowed or in contact with skin | Acute toxicity, oral (chapter 3.1) and acute 3
+ toxicity dermal (chapter 3.1)

H311

H301 | Toxic if swallowed or if inhaled Acute toxicity, oral (chapter 3.1) and acute 3
+ toxicity, inhalation (chapter 3.1)

H331

H311 | Toxic in contact with skin or if inhaled Acute toxicity, dermal (chapter 3.1) and acute 3
+ toxicity, inhalation (chapter 3.1)

H331

H301 | Toxic if swallowed, in contact with skin Acute toxicity, oral (chapter 3.1), acute 3
+ or if inhaled toxicity, dermal (chapter 3.1) and acute

H311 toxicity, inhalation (chapter 3.1)
+

H331

H302 | Harmful if swallowed or in contact with Acute toxicity, oral (chapter 3.1) and acute 4
+ skin toxicity dermal (chapter 3.1)

H312

H302 | Harmful if swallowed or if inhaled Acute toxicity, oral (chapter 3.1) and acute 4
+ toxicity, inhalation (chapter 3.1)

H332

H312 | Harmful in contact with skin or if inhaled | Acute toxicity, dermal (chapter 3.1) and acute 4
+ toxicity, inhalation (chapter 3.1)

H332

H302 | Harmful if swallowed, in contact with Acute toxicity, oral (chapter 3.1), acute 4
+ skin or if inhaled toxicity, dermal (chapter 3.1) and acute

H312 toxicity, inhalation (chapter 3.1)
+

H332

H303 | May be harmful if swallowed or in Acute toxicity, oral (chapter 3.1) and acute 5
+ contact with skin toxicity dermal (chapter 3.1)

H313

H303 | May be harmful if swallowed or if Acute toxicity, oral (chapter 3.1) and acute 5
+ inhaled toxicity, inhalation (chapter 3.1)

H333

H313 | May be harmful in contact with skin or if | Acute toxicity, dermal (chapter 3.1) and acute 5
+ inhaled toxicity, inhalation (chapter 3.1)

H333
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H303 | May be harmful if swallowed, in contact | Acute toxicity, oral (chapter 3.1), acute 5
+ with skin or if inhaled toxicity, dermal (chapter 3.1) and acute
H313 toxicity, inhalation (chapter 3.1)
+
H333
H315 | Causes skin and eye irritation Skin corrosion/irritation (chapter 3.2) and 2
+ serious eye damage/eye irritation (chapter 3(3kin)/2A
H320 (eye)
Table A3.1.3:
- In  column (3) replace “acute toxicity (Chaptety with “acute hazard
(Chapter 4.1)” and “chronic toxicity (Chapter 4.1yith “long-term hazard
(Chapter 4.1)”; and
- Add a new row at the end to read as follows:
H420 | Harms public health and the environment by | Hazardous to the ozone layer 1

destroying ozone in the upper atmosphere | (Chapter 4.2)

Section 2
Table A3.2.2:
replace “1” with “1, 1A, 1B” in column (4) againstich reference to chapter 3.4 in
column (3); (apply to codes P261, P272, P280 ai@bP2
Table A3.2.3:
replace “1” with “1, 1A, 1B” in column (4) againetch reference to chapter 3.4 in
column (3); (apply to codes P302, P304, P311, PBB21, P333, P341, P342,
P352, P363, P302+P352, P304+P341, P333+P313 arzd-P311).
Table A3.2.5:
- replace “1” with “1, 1A, 1B” in column (4) agaheach reference to chapter 3.4
in column (3);
- Add a new row at the end of the table, to readbllows:
P502 | Refer to manufacturer/supplier for Hazardous to the ozone layer 1
information on recovery/recycling (Chapter 4.2)

Tables A3.2.2 (for P273), A3.2.3 (for P391) and2A3.(for P501):

replace, in column (3), “acute toxicity (Chaptet)d with “acute hazard
(Chapter 4.1)” and *“chronic toxicity (Chapter 4.1)ith “long-term hazard
(Chapter 4.1)".
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Section 3

A3.3.5 In the matrix for respiratory and skin sémation (pages 379 and 380 of the
English version of the GHS), under “hazard categoeplace “1” with “1, 1A,
1B".

In the matrix of precautionary statements for hdaas to the aquatic environment
(pages 391 to 394 of the English version):

- replace, in the title (pages 393 and 394 ofEnglish version): “CHRONIC
HAZARD” with “LONG-TERM HAZARD?;

- replace current symbols for acute hazard (cayedp and long-term hazard
(categories 1 and 2) by the following:

A3.3.5.1 Add the following table at the end oftsa&t 3:

HAZARDOUS TO THE OZONE LAYER

(Chapter 4.2)
Symbol
Exclamation mark
Hazard Signal word  Hazard statement
category '
1 Warning H420 Harms public health and the envirentby )

destroying ozone in the upper atmosphere

Precautionary statements
Prevention Response Storage Disposal

P502
Refer to manufacturer/supplier for information
on recovery/recycling
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A9.1.2
A9.1.3

A9.1.4
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A9.1.8

A9.1.10

A9.1.11

A9.2.1

A9.2.2
A9.2.3.1
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In the first sentence delete “chemical” beftsubstances”

In the last but one sentence, delete “chafhioefore “substances” and replace
“aquatic toxicity” with “acute aquatic toxicity; cbnic aquatic toxicity;”

Amend the first sentence to read as folldWkis annex is limited, at this stage,
to the application of the criteria to substances.”.

In the first sentence, replace “aquatic ¢yi with “acute aquatic toxicity;
chronic aquatic toxicity;”.

In the last sentence, replace “The three gooperties, aquatic toxicity” with
“The four core properties, acute and chronic aguatticity”.

In (@), insert “or NOEC” after “L(E}Xg'.

In (b), amend the first sentence to read as falomnstable substancesuch
substances that degrade (or react) rapidly in @kt dystem present both testing
and interpretational problems”.

In the third sentence, replace “data oratiquoxicity” with “data on acute and on
chronic aquatic toxicity”

In the French version, replace “substant@miques” with “produits chimiques”
in the first sentencélfhe amendment does not apply to the English v@tsio

In the fourth sentence, replace “one Acute subsclesnsisting of three categories
and one sub-class, consisting of 4 categories” Wathe sub-class for acute
aquatic hazards, consisting of three categoriesaedsub-class for long-term
aquatic hazards, consisting of four categories.”.

In the last but one sentence replace “chronic fdazategories” with “long-term
hazard categories”.

Replace “4.1.2.2” with “4.1.2.4” and “Figtingith “Table”.

In the first sentence, replace “longertgoxicity” with “long-term toxicity”.
In the last but one sentence, replace “chroniattiavith “long-term hazard”.
In the third sentence, replace “chronizand” with “long-term hazard”.
Amend the fifth and sixth sentences to read devist

“It is this acute toxicity which has therefore heesed as the core property in
defining both the acute and the long-term hazarbifdequate chronic test data
are available. Nevertheless, it has been recogrizadchronic toxicity data, if
available, should be preferred in defining the loeign hazard category.”

Delete the last sentence (“The development....oftheme”).
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A9.2.3.3

Insert a new paragraph to read as follows:

“A9.2.3.3 The combination of chronic toxicity andtrinsic fate properties
reflects the potential hazard of a substance. Snbss that do not rapidly degrade
have a higher potential for longer term exposured therefore should be
classified in a more severe category than substanbech are rapidly degradable
(see A9.3.3.2.2).”

Current paragraphs A9.2.3.3 to A9.2.3.6 becom@ 8% to A9.2.3.7.

A9.2.3.4 (former A9.2.3.3) Amend the second sergdngead as follows:

“Substances rapidly biodegrading that show acotacity with a significant
degree of bioaccumulation will normally show chtoxicity at a significantly
lower concentration.”.

Delete the third sentence (“Precise acute .... géigearecautionary”).
Amend the last sentence before (a) and (b), t asdollows:

“Thus, for example, in absence of adequate chrwstdata, category Chronic 1
should be assigned if either of the following aideare met:”

A9.2.3.5 (former A9.2.3.4) Amend to read as follows

“A9.2.3.5 The precise definitions of the core elemseof this system are
described in detail in sections A9.3, A9.4 and A9.5

A9.2.3.7 (former A9.2.3.6) In the first sentencéetke “acute”.

A9.2.4.1

A9.2.4.2

Amend current sub-paragraphs (a) to (ge¢aal as follows:

“(a) water solubility;

(b) acute aquatic toxicity (L(E}gS);

(c) chronic aquatic toxicity (NOECs and/or equerdl EG);

(d) available degradation (and specifically evidentready biodegradability);
(e) stability data, in water;

()  fish bioconcentration factor (BCF);

(g) octanol/water partition coefficient (log,k);”

In the fourth sentence, insert “and theowolt aquatic toxicity is greater than
1 mg/l; after “soluble substances”.
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Insert a new paragraph A9.2.4.3 to readlasns:

“A9.2.4.3 If chronic aquatic toxicity data are aabie, cut-off values will
depend on whether the substance is rapidly degadamot. Therefore, for non-
rapidly degradable substances and those for wtocimformation on degradation
is available, the cut-off levels are higher than tltose substances where rapid
degradability can be confirmed (see Chapter 4.bleBa4.1.1 and 4.1.2).".

Current paragraphs A9.2.4.3 and A9.2.4.4 become2.Ad9 and A9.2.4.5
respectively.

A9.2.4.4 (former A9.2.4.3) Amend the beginningleé first sentence to read as follows:

A9.2.6.3

A9.3.2.2

A9.3.2.7.1

A9.3.3.2.1

A9.3.3.2.2

“Where the lowest acute aquatic toxicity datal@tw 100 mg/l and no adequate
chronic toxicity data are available, it is necegsat.

In the third sentence, replace “chronic hazardhwiong-term hazard”.

In the last but one sentence, replace “chronicatthzlass” with “long-term
hazard category”

Amend the last sentence to read as follows:

“If the substance is both rapidly degradable and laa low potential to
bioaccumulate (BCF <500 or, if absent logywK< 4) then it should not be
assigned to a long-term hazard category, unlesshianic toxicity data indicate
otherwise (see A9.2.4.3).".

In the seventh sentence, replace “chrbiaizard class” with “long-term hazard
category”.

In the paragraph starting with “Chronicstieg” insert “generally” before
“involves”.

Add the following paragraph at the end, afterdbeond paragraph in italics:

“An OECD document describes the main statisticahoes for the analysis of data
of standardized ecotoxicity tests (OECD 2006).”

Amend the first sentence of the secardgraph to read as follows:
“The algal test is a short-term test that provioleth acute and chronic endpoints.”

In the first sentence, replace “poténta actual properties” with “intrinsic
property”.

Insert a new paragraph A9.3.3.2.2 td emafollows:

“A9.3.3.2.2 For the classification based on chrdokicity a differentiation is
made between rapidly degradable and non-rapidlyradefle substances.
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Substances that do rapidly degrade are classifiechtegory Chronic 1 when a
chronic toxicity determined to be 0.01 mg/l. Decimal bands are accepted for
categorizing chronic toxicity above this categ@ubstances with a chronic toxicity
measured from 0.01 to 0.1 mg/l are classified itegary Chronic 2 for chronic
toxicity, from 0.1 to 1.0 mg/l are classified integory Chronic 3 for chronic
toxicity, and those over 1.0 mg/l are regarded eactigally non-toxic. For
substances that do not rapidly degrade or whereinfmmation on rapid
degradation is available two chronic categoriesuaesl: Chronic 1 when a chronic
toxicity determined to be< 0.1 mg/l and Chronic 2 when chronic toxicity is
measured from 0.1 to 1.0 mg/l.”

Current paragraphs A9.3.3.2.2 and A9.3.3.2.3 becoeve paragraphs A9.3.3.2.3
and A9.3.3.2.4, respectively.

A9.3.3.2.3 (former A9.3.3.2.2) Amend to read akfes:

“A9.3.3.2.3  Since chronic toxicity data are lessnamon in certain sectors than
acute data, for classification schemes, the paeffdr chronic toxicity is, in
absence of adequate chronic toxicity data, idextiby appropriate combinations
of acute toxicity, lack of degradability and/or thpotential or actual
bioaccumulation. However, where adequate chroniicity data exist, this shall
be used in preference over the classification basethe combination of acute
toxicity with degradability and/or bioaccumulatidn. this context, the following
general approach should be used:

(a) If adequate chronic toxicity data are availdbleall three trophic levels this
can be used directly to determine an appropriatentthazard category;

(b) If adequate chronic toxicity data are availdioleone or two trophic levels,
it should be examined if acute toxicity data arailable for the other
trophic level(s). A potential classification is neafbr the trophic level(s)
with chronic data and compared with that made usiegacute toxicity data
for the other trophic level(s). The final classifion shall be made
according to the most stringent outcome;

(c) In order to remove or lower a chronic classifion using chronic toxicity
data, it must be demonstrated that the NOEC(skg@uivalent EG) used
would be suitable to remove or lower the concerrafbtaxa which resulted
in classification based on acute data in combinatioth degradability,
and/or bioaccumulation. This can often be achigwedising a long-term
NOEC for the most sensitive species identified iy @cute toxicity. Thus,
if a classification has been based on a fish dcQtg, it would generally not
be possible to remove or lower this classificatismng a long-term NOEC
from an invertebrate toxicity test. In this cadee NOEC would normally
need to be derived from a long-term fish test ef $hme species or one of
equivalent or greater sensitivity. Equally, if ddigation has resulted from
the acute toxicity to more than one taxa, it ilykthat NOECs from each
taxa will be needed. In case of classification cfubbstance as Chrorig
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sufficient evidence should be provided that the KOO equivalent ECfor
each taxa is greater than 1 mg/l or greater thannifiter solubility of the
substances under consideration.”

A9.3.3.2.4 (former A9.3.3.2.3) In the first paragna

A9.3.3.2.4
A9.3.5.1

A9.3.5.4

- replace “de-classifying chemicals” with “remogior lowering a classification”
and “(1)”, “(2)” and “(3)” with “(a)”, “(b)” and “(c)” respectively;

- replace “end points” with “acute endpointstia end.

In the second paragraph, after “taxonomic group irsSert “in the toxicity band
corresponding to a less stringent classificatiotegary or’” and replace
“declassification” with “removing or lowering a dsification”.

Delete.
In the third sentence, delete “chemicaifope “substances”.

In the second sentence, replace “Whereit®@s” with “Where acute toxicities”,
in the third sentence replace, “if the estimatedcity is >” with “if the estimated
acute toxicity is greater than” and in the fiftmgsnce, replace “when toxicity is
estimated to be >" with “when acute toxicity isiesited to be greater than”.

A9.3.5.7.2 (d) Delete the second sentence (“Inggple...be considered”).

A9.3.5.8 (a) and (c) Insert “or NOEC” after “L(E)¢

A9.4.1.1

A9.4.2.1

A9.4.2.2.3

In the first sentence of the first andosetparagraphs, delete “chemical” before
“substances”.

In the first sentence delete “chemicalfobbe “substances” and in the last sentence
replace “A9.2.3.3” with “A9.2.3.3"” and “4.1.2.10.®Vith “4.1.2.11.3".

At the beginning of the first paragraphsert “(see 4.1.2.10.3)” after “The
harmonized criteria”.

Add a new paragraph to read as follows:

“Where there is sufficient justification, the 10ydavindow condition may be
waived for complex, multi-component substances thedpass level applied at 28
days. The constituents of such substances maydiffigeent chain-lengths, degree
and/or site of branching or stereo-isomers, eveheir most purified commercial
forms. Testing of each individual component maycbstly and impractical. If a
test on the complex, multi-component substanceipmed and it is anticipated
that a sequential biodegradation of the individstalictures is taking place, then
the 10-day window should not be applied to interfine results of the test. A case
by case evaluation should however take place orthehex biodegradability test
on such a substance would give valuable informaticegarding its
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biodegradability as such (i.e. regarding the degjodidy of all the constituents) or
whether instead an investigation of the degradgbibf carefully selected
individual components of the complex, multi-compeingubstance is required.”.

A9.4.2.4.1 and A9.4.2.4.2 Replace “4.1.2.10.3" wi#tl.2.11.3".
A9.4.3.2.2 In the first sentence delete “chemitafore “substances”
A951.1 In the first and third sentences deleteetnical” before “substances”

A95.1.2, A9.5.2.1, A9.5.3.2.1 and A9.7.1.1 In tliest sentence delete “chemical” before
“substances”

A9.5.2.3.8.3 Replace “Figure” with “Table”

Annex 9, Appendix |

3.7.1and 3.8.1 Delete “chemical” before “subsésiic

Annex 9, Appendix VI

Add the following reference in section 1 “Aquatixicity” (page 535 of the English version):

“OECD 2006. “Current approaches in the statistaoadlysis of ecotoxicity data: A
guidance to application”, OECD Environment Healtll &afety Publications Series
Testing and Assessment N.54.”

Annex 10
A10.5.1.1 Add the following sentence at the endudd-paragraph (e):

“acrodisc filter should be flushed at least thtieses with fresh medium to avoid
elevated trace metals in sample at time 0;”

In sub-paragraph (f), replace “+ 2°C within the parature range 20°C to 25°C”
with “£ 1.5°C in the range 20-23°C”

Amend sub-paragraph (k) to read as follows:

“Analytical equipment for metal analysis (e.g. atomadsorption spectrometry,
inductively coupled axial plasma spectrometry) @feptable accuracy, preferably
with a limit of quantification (LOQ) five times logr than the lowest chronic
ecotoxicity reference value;”

A10.5.1.3 In the last sentence, insert “or highmafore “pH”.

A10.5.1.7 In the second paragraph, insert “antbygH 8 and 8.5” after “pH 7 and 6”.
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Table A10.1 Amend to read as follows:

“Table A10.1: Recommended chemical composition oésting medium

Chemical NaHCG; 6.5 mgl/l 12.6 mg/l 64.75 mg/l 194.25 mg/

gmzzf&?sn KCI 0.58 mg/l 2.32 mg/| 5.75 mg/| 5.74 mg/|
CaCh.2H,0 29.4 mg/l 117.6 mg/l 294 mg/l 29.4 mg/l
MgSQ,. 7H,O 12.3 mg/l 49.2 mg/l 123.25 mg/I 123.25 mgll

CO, concentration 0.50% 0.10% 0.038% (air) 0.038%(air

(balance is air) in test vessel

Calculated pH 6.09 7.07 7.98 8.5

Add a new note to table A10.1 to read as follows:

“NOTE 2: While the protocol was only validated for the pdhge 6.0-8.0, this table
does not prevent attaining pH 5.5. Composition ¢t 8.5 has not been verified
experimentally in presence of metal.”

Current ‘NOTE” becomes NOTE 1”.

A10.5.1.8

A10.5.2.3.3

A10.5.2.3.5

A10.54.1
A10.5.4.3

Add a new sentence at the end to read as follows:
“pH should not be adjusted during the test usim@&d or alkali.”
In the second paragraph:

- In the first sentence replate 2°C in the range 20-25°C” with “+ 1.5°C in the
range 20-23°C".

- In the last sentence, replace “the solution aglifed with 1% HNQ and
analyzed” with “the solution is acidified with ome two drops of trace metal
grade HNQ with the target pH 1 and analyzed”.

Insert a new paragraph A10.5.2.3.5 wighfollowing text:
“To ensure reproducibility of transformation datas recommended that:
(@) new laboratories use a training set;

(b) one metal powder with specified surface conddi be used as standard
control; and

(c) one or two laboratories be responsible forrezfee chemicals.
It may be necessary to check specific surfacesaskthe powders.”
Replace “t+ 2°C in the range 20-25°C” withl.5°C in the range 20-23°C”.

Amend the end of the first sentence tlras follows: “maintain the dissolved
oxygen concentration above about 6.0 mg/l, whici0%o of the saturation level
of 8.5 mg/I".



