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Existing Chemicals: Guidance for completion of the EEC

Data Set for High Volume Existing Substances

Introduction

The release of certain chemical substances into the environment can result
in exposure which may affect human health or endanger ecological systems
because of toxic effects caused directly or after accumulation. Efforts
have been made by international organisations and the chemical industry to
identify these effects by toxicological or ecotoxicological programmes and
by taking appropriate control measures.

In the past 20 years nearly all western industrialised countries with
significant chemical production have adopted laws requiring a systematic
evaluation of the harmful effects of chemical substances on man and the
environment. Most of the existing legislation has concentrated on new
substances, i.e. substances that are produced or placed on the market for
the first time. Certain data must be submitted to the authorities before
these substances may be produced or marketed. (EEC Council Directive,
1979).

Existing substances, i.e. those already in production or on the Community
market before 18 September 1981, are now receiving more attention. The
United States has introduced legislation which designates certain existing
chemicals as priority chemicals for testing by means of its Toxic
Substances Control Act (TSCA). A large number of chemical substances have
been tested, particularly for carcinogenicity, within the National
Toxicology Program (NTP). International Organisations such as the QECD and
WHO have also developed programmes for the systematic evaluation of
existing chemicals (OECD, 1986).

Because of the number of existing chemicals and the fact that many will
present no problems, there is the need to identify those which are likely



to have the greatest hazard potential for further evaluation. To do this
it is necessary to apply certain criteria in a stepwise fashion, firstly to
select a starting list of chemicals on which further evaluation can be
undertaken. The criteria for this first step can be based, for example, on
production quantities or health hazard potential. Once a manageable Tist
has been drawn up then a further priority setting process can be
undertaken.

Based upon these considerations, the EEC Commission submitted a regulatory
proposal to the EEC Council in September 1990 for the collection of
information and risk evaluation of existing chemicals by a stepwise
procedure.  (Proposal for a Council Regulation on the Evaluation and
Control of Environmental Risk from Existing Substances. COM (90) 227 final
SYN 276. Official Journal of the European Communities C276 from 5.11.90
ISSN 0378 - 6986). A fundamental step of this process is the submission of
available data by manufacturers and importers to the Commission in the form

of a condensed, formalised data set (Annex II of this regulation).

More recently there has been an agreement between the EEC Commission and
OECD to harmonise their data banks (including also the IRPTC data bank) to
enable data to be exchanged between different electronic systems. For this
purpose a new and extended data format has been devised as an EEC/OECD
Draft Proposal on a Harmonised Electronic Data Input Set. While the

situation is unclear, the data set as published in the 0fficial Journal
will remain the official version. However it is Tikely that the EEC/QECD
draft form might replace the current document. The official EEC data set
(Annex II of the Proposal) and the EEC/OECD draft form are shown in this
report as Appendices 1 (yellow) and 2 (blue) respectively.

This report briefly describes the EEC Commission proposal and provides
guidelines to companies on how to complete the forms for both the EEC data
set and the EEC/OECD harmonised electronic data input set.



Proposal for a Council Requlation on the Evaluation and Control of

Environmental Risks from Existing Substances (See Official Journal of the
European Communities €276 of 5.11.1990 ISSN 0378-6986) .

This proposal has been introduced in accordance with the provisions of
Directive 67/548 EEC, and to ensure a harmonised approach in the Community.
In drawing up the proposals the work already undertaken by OECD in this
area was taken into account (OQECD, 1986). The approval process 1in the
European Community by the EEC-Council, Parliament and Economic and Social
Committees is expected to be concluded by the end of 1991.

Although the proposal applies to about 100,000 substances listed in the
EINECS inventory it is recognised that it would be impossible to collect
the information to evaluate them all. Therefore, a systematic stepwise
approach (represented by the scheme on the next page) is to be adopted
whereby information is collected from industry on substances of production
or import volume greater than 1000 tonnes/year known as High Volume
Production Chemicals (given in Annex I of the EEC-Commission proposal).
For these substances a data set must be submitted by manufactures or
importers within 6 months of the regulation coming into force.

For those substances which are not listed in Annex I but are Jisted in the
EINECS and are produced or imported in quantities exceeding 1,000 tonnes
per year the data set must be submitted within 18 months (see articles 3
and 4 of the EEC - Commission proposal).

The data will be used by the Commission by means of a "Management Committee
on the Systematic Evaluation of Existing Chemicals" (according to article
11 of the EEC-Commission proposal) to draw up priority lists of substances
or groups of substances which will require further attention because of
their possible effects on man and the environment or the absence of
relevant information. -

The data sets are similar to the "base set" for the notification of new
substances under the Sixth Amendment. (EEC Council Directive, 1979).



EEC-scheme for identification of priority existing chemicals

EINECS

(about 100,000 substances)

|
v

Starting list of
approx. 2000 High Volume Production
Chemicals

|
v

Collection of available data on
biological effects and exposure

|
v

Identification of priority chemicals
by screening of data sets
(procedure still to be decided)



3.1

Guidance for completijon of data sets for High Volume Existing Substances as

defined in the EEC Commission Proposal.

General considerations

The EEC draft regulation requires that collection and presentation of data
used for the screening phase should be done in a condensed format using a
data set (see Appendix 1). The EEC/OECD draft proposal electronic data
input set (see Appendix 2) is in a more extended format and requires
completion in greater detail but this draft is still under review by the
authorities at the time of publication of these guidelines.

Data to be included for both data sets will be derived from the published
literature and from unpublished information from the manufacturers or
importers. The data to be provided includes :

- production quantity

- exposure-orientated use-pattern information

- physico-chemical data allowing an assessment of the distribution of the
chemical amongst environmental compartments

- environmental fate and pathways

toxicological and ecotoxicological information

The use of the data set form of the EEC Commission proposal Annex II may
cause difficulties because certain terms are not clearly defined and, in
the case of toxicological and ecotoxicological data, presentational
problems are caused by the format of the questionnaire.

Guidance on completing the EEC Commission proposal and EEC/0ECD draft forms
is based upon the following three assumptions:



a) The biological data should be described in sufficient detail to
evaluate the findings without the need to present the raw data.

b) A11 available data should be taken into account for a specific
endpoint. Data can only be ignored if it has been proved beyond
doubt to be invalid. In cases of doubt the data should be included
with a brief explanation of why there are reservations as to their
validity.

c) Where data are divergent, conflicting or difficult to interpret, an
explanation justifying the resuits used needs to be given.

Accurate completion of these forms will be tedious but essential if
sufficient information 1is to be made available to the "Management
Committee". This committee will have the responsibility of assessing the
information supplied by the  manufacturer/importer and  making
recommendations to the Commission on priorities for further studies or
"data gap filling" (Article 11 of the EEC Commission proposal). The
Committee may be expected to balance the use-pattern of the chemical with
the health and environmental data. So it is important that all available
information is included, otherwise the committee may conclude that gaps in
knowledge exist. Much effort can be expended in searching for data,
especially to confirm it has never been produced. Manufacturers will need
to judge when further investment in literature searching is worthwhile or
cost-effective,



3.2 Specific Guidance for Completing the Forms

Guidance for completing the forms is given in the Appendices 1 and 2. 1In
general, the guidance is confined to the toxicity and ecotoxicity sections.
The following general guidance is applicable to both forms.

Section 1

Most of the requirements in Section 1 are self-explanatory.

General Information

It should be noted (re-Article 5 of the EEC Commission proposal), that if
more than one Company is involved with the same compound, that each Company
has to complete and submit the information specified in Section 1. With
regard to the remaining sections it is possible for one manufacturer to
take on the responsibility for completing and submitting the form on behalf
of the other manufacturers, although this is not obligatory.

R-Phrases, S-Phrases

If, as a result of completing forms for a single compound, manufacturers
note differences in their recommendations for R and S phrases where similar
use patterns are envisaged, then it would be sensible to harmonise these
divergencies before the submission of a data set.

Use Pattern

Data on use pattern have to be given by assigning substances to 4 groups
according to the 1likely exposure resulting from their use and from the
technology employed. It must be borne in mind that these categories, if
not correctly understood may yield misleading information. In assigning
chemicals, the following principles should be observed:

a) A substance should be assigned to "Use in closed systems" group only if

it remains within a reactor or is transferred from vessel to vessel
through closed pipework (including transportation) and therefore
accidental spillage is the only likely cause for human exposure or
environmental contamination.



A typical example is phosgene which will be used only under those
conditions.

Substances that are used in closed systems but might be released into
the environment after use, sometimes 1in considerable quantities, or
where significant discharges into the environment cannot be excluded
during production or use, should be assigned to the 'Non dispersive use'
or even 'Wide dispersive use' groups.

Typical examples in the latter case are CFC's used as cooling agents or
hydraulic fluids.

Use consisting of "inclusion into or onto matrices" means all processes

where chemicals are incorporated into products or articles from which
they would not be released into the environment. Examples are the
inclusion of co-polymers in plastics, additives such as pigments or dyes
in plastics or fibres and catalysts in coating materials.

Where the additive is likely to migrate in significant quantities out of
the matrix into the environment or food, it will have to be assigned to
the "non dispersive use" or "wide dispersive use" groups. A typical
example in the first case is chemicals used for fibre preparations which
are washed out after spinning or stretching and then discharged into
waste water. An example in the second case is textile impregnating
agents washed out after use.

'Non dispersive use' refers to chemicals which are used in such a way

that only certain groups of workers, with a knowledge of the processes,
come into contact with the chemicals. They are able to protect
themselves and the environment against exposure through the use of
personal or technical protective measures. Thus, exposure to these
chemicals will be limited. '

The chemicals may also be discharged into the environment as point
sources. Quantities discharged should be 1limited due to protective
measures such as waste water or exhaust air purification.



d) The term 'wide dispersive use' should be used for a wide range of

activities particularly where end-users come into contact with the
products.

Classic examples are detergents, cosmetics, disinfectants, solvents in
household paint etc.

Section 2. Physico - chemical data

The requirements in this Section are self-explanatory.

Section 3. Environmental Fate and Pathways

Test methods to determine whether chemicals are biodegradable are described
in the Annex of Council directive 84/449/EEC. The methods are based on the
OECD Guidelines. If possible use values derived from these methods.
Chemicals that pass such tests are believed to be so readily biodegradable
that they will be easily degraded in most environmental aerobic fresh
waters or 1in sewage treatment plants (ECETOC, 1985. Technical Report No.
18 "Harmonisation of Ready Biodegradability Tests").

Other tests intended to find out whether chemicals are eliminated in waste
water treatment plants (Zahn-Wellens-Test, Activated Sludge Simulation Test

etc.) are described in Council Directive 87/302/EEC.

Section 4. Ecotoxicity

Test methods for the investigation of ecotoxicity are prescribed in Annex V
of the Council directive 79/831/EEC of 18 September 1979, as laid down in
Commission Directives 84/449/EEC of 24 April 1984 and 87/302/EEC of 18
November 1987. These test methods are mainly based upon OECD Test
Guidelines. Test results should be reported as described in the
guidelines.
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Section 5. Toxicity

The test methods for the investigation of toxicity are prescribed in Annex
V. of Council directive 79/831/EEC, (1979) as laid down in Commission
Directives 84/449/EEC (1984) and 87/302/EEC (1987). These methods are
generally based upon OECD Test Guidelines. The test results should be
reported in the terms shown on the data set forms.

Indicate whether carcinogenicity, mutagenicity and toxicity to reproduction
has been shown in man or in animals or is only suspect (on the basis of
animal or other evidence). The evidence should be summarised noting
similarities and differences between results of individual tests and giving
references to any evidence clarifying the reasons for such differences.
Further guidance, if necessary, may be obtained from earlier ECETOC
Publications (ECETOC, 1986, Technical Report No. 21, Guide to the
Classification of Carcinogens, Mutagens and Teratogens under VI Amendment).

A particularly difficult situation arises when completing section 5.6 of
the EEC Commission proposed form since the classifications for
carcinogenicity, mutagenicity and toxicity to reproduction on the form do
not correspond in all ways with classification guidance provided by the
Commission. Detailed guidance on how to deal with this is given under 5.6
of the attached Appendix 1.

Section 6. Other data relevant to Risk Evaluation

A1l ECETOC comments to this section are given in Appendix 1.

Literature Sources

Adequate and reliable information is needed to complete the data set forms
comprehensively and accurately. Aﬁért from the manufacturers' own data,
literature sources need to be consulted. There are numerous reference
books and electronic data banks which can be searched to obtain this
information on existing chemicals. Care must be taken to ensure that data
so obtained refer to chemicals of the specification manufactured.
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ECETOC (1989) Technical Report No 30(3) gives a literature overview on
evaluations of the work done by several organisations with respect to
evaluation of some 1800 existing chemicals.

Some on-line data banks contain abstracts which give some description of
the results, and others only provide references. In both cases, it will be
necessary to obtain the original publication in order to check that the
data are valid and reliable.

The HOSTS offering the most important data bases on the properties of
specific existing chemicals are:

CIS USER SUPPORT

Fraser Williams Scientific Systems
London House, London Rd South
Poynton, Cheshire

SK12 1vp

Tel. (044) 625876711

DIMDI

Deutsches Institut fuer Medizinische Dokumentation und Information
Postfach 420580

Weisshausstr, 27

D-5000 Koeln 41

Tel. 0221-4724-1

STN International

c/o Fachinformationszentrum Karlsruhe
Postfach 2465

D-7500 Karlsruhe 1

Tel. 07247-808-555

Data Star

Radio Schweiz AG, Data Star
Laupenstr. 18a

CH - 3008 Bern
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The types of data bases and the kind of information supplied are shown in
Table 1. In some cases they may not be able to supply the desired
information. Other data bases which could be helpful are :

- ECDIN (HOST : DIMDI and Data Star)
Data base : toxicological properties

- CIN (HOST : STN)
Bibliographic data base : production of chemicals -

- ENVIROLINE (HOST : DIMDI)
Bibliographic data base : water pollution, chemical and biological
contamination.

- POLLUTION ABSTRACTS (HOST: Data Star)
Bibliographic data base : air and water pollution, waste water,
toxicology

- ULIDAT (HOST: STN and Data Star)
Bibliographic data base : environmental aspects.
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Table 1.

Data Bases and Type of Information Supplied

Facts data base

point, density, solubilities

Name of data base | HOST | Physical and chemical | Toxicological | Ecological data
Kind of data base | | propertics | data |
| | | I
[ | | I
AQUIRE | ciIs | | | Acute, chronic, biocaccumulative
| | | | and sublethal dat for freshwater
| | | | and saltwater organisms
I | | |
BEILSTEIN | STN | Electrical and magnetic | |
Facts data base | | data, electrochemical | |
| | behaviour, density, | |
| | surface tension, | |
| | solubility, boiling | |
| i point, melting point, | |
| | sublimation point and | |
| | others | |
| | I |
CA : | | [ I
Bibliographic data | | | |
base | ST | Chemical data in abstracts | Toxicological | Ecological data in abstracts
| | | data in abstracts |
I I I |
ENVIROFATE | ciIs | log Pow, volatilization | | Photolysis soil, air, water
Facts data base | | water sotubility, vapour | | monitoring microbial degradation
| | pressure, hydrolysis | | degradation in natural system,
| | | | bioconcentration
HODOC | sTN | Boiling point, melting | |
I | I I
! | | I

I
[
I
I
I
I
I
I
I
I
I
[
I
I
[
I
I
[
I
|
I
|
|
I
I
[
I
I
[

-v‘[-



Table 1.

Data Bases and Type of Informati

on Supplied (continued)

|
I
|
|
I
I
|
I
I
I
I
I
I
|
|
I
I
I
I
I
I
I
I
|
I
[
I
I
I
I
I
|
|
I

Name of data base
Kind of data base

HSDB
Facts data base

ISHOW
Facts data base

OHM/TADS
Facts data base

PHYTOTOX
Facts data base

RTECS
Facts data base

soLus
Facts data base

TOXALL

addition of toxicolo-
gical parts of different
data bases (e.g. CA,
MEDLINE, BIOSIS)

HOST | Physical and chemical | Toxicological | Ecological data
| properties | data |
| | |
I | I
I | I

DIMDI | | Toxicological data |
I I I

CIs | Melting point, boiling point| |
| vapour pressure, log part. | |
[ coefficient, solubility in | |
| water | |
I | I

CIs | Physical and chemical data | Toxicological data | Biological data
i plus interpretive comments | |
| and advice in emergency | |
| situation | |
| | ]

CIs | | | Effects of application to a
| | |  particular terrestial vascular
| | | plant
I I I
| | |

DIMDI | | Toxicity data and |

CIs | | regulations for |
| | chemicals by US (aw

cIs | Aqueous solubility data for | I
| organic compounds, excluding]| |
| salts | |

DIMDI | Carcinogenity, mutagenity|
l
|
|
|
I

|
I
I
I
|
I

teratogenity, toxicology |

I
I
[
I

I
I
I
l
I
I
|
[
I
I
I
I
I
I
|
[
|
|
I
[
I
I
I
I
I
I
I
I
I
I
I
I
I
I
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APPENDIX 1

Annex II
Data Set of the EEC Proposal for a Council Regulation
on the Evaluation and the Control of the Environmental
Risk from Existing Substances. COM (90) 227 final - SYN276
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Official Journal of the European Communities No C 276/67

S 90

ANNEX 1T

INFORMATION REQUIRED FOR THE DATA SET REFERRED TO IN
ARTICLES JAND 4(1)

In submuring the information referred to 1n Artictes 3 and 4 (11, the manutacwurer and tmporters shatt
use 3 specral form for opuical readma o a special computenzed prosramme on diskelte, A tacstmile o
the data set is given 1n this Annex. The data set will be made available by the Commission through the
Press and information Offices in the Community teee Annex 131

The manufacturers and the importers shall apply the rules set our below when filling in the data ser for
eustng substances

1 Name of the subsranre
Use the IUPAC name
e Einecs No
Number miven 10 the subsiance in the Eurapean 1nventorv ot e1imne snmmerciat <hems

cal substances

11 CAS No

Number grven by the £ Semieal Ahuracis Semie

¥} Siadmimy

Indicate the most enmmnn v panvms

1 Prarsty

Indicaie the gumiy in peeceniaet tetms

e Moleculor jarmula

Indicate the molecular formula

I Known impurities

Indicate. if available. name, CAS No. Einecs No and quantnv 1n percentaee terms of the
impt s which have 1ang 5

(B} Structural formula

Indicate the structural formula

(B Tpe of substance

Indicate the type of substances

11 Name of the substance

V2 Einecs No

14 Synonyms

15  Purity
16 Molecuiar formufa

17 Known impurities

V8 Structural lormuia

Official Journal of the European ¢ ommuomities

DATA SET FOR EXISTING SUBSTANCES

No C276/73

ECETOC Guidance

Paga 1

4 L

FOR COMMISSION USE

T) 10 OO

7D

caso [TTTTTIIIIT)

4]
Li]

— )

Einacs No

19 Type of substance
Inorganic
Organic
Organometalhics
Efement

Petrotaum praduct

FOR COMMISSICN USE

EEE

o

cas e [TTTTTTITE]

01 0
02 0
03 0
“
s [

Postmark

('} Chemicat name of the Impurtty

Synoryms :

Common synonyms e.g. ACETONE, ISOPHORONE etc. Not trade memes.

Purity:

Purity sccording to technical speciffication.



No C276/74

Official Journa! of the European Communities

5.11.%0

ECETOC Guidance

1.10. Neme of the producer

Page 2

00 OO0 00 COIrrod

FOR COMMISSION USE

ADDRESS:
Streat
No [ J C ]
[ ]
Tom | I i B —
Country [ — ] Code | ]  Telephone [ - Ext: ]
Telex [ | Telotax [ ]
FOR COMMISSION USE
EEEEEEEEERRE
1.11  Name of the importer
ADDRESS:
Sireel
No | ] [ ]
[ ]
Town l J vl I R I
Country [ ] Code [ ] Telaphone [ x|
Telex [ ] Tolotax [ ]
FOR COMMISSION USE

CITTTTITT

i 5 B O |
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No C 276/68 Official Journal of the Europesn Communities 51190 411 90 Official Journal of the European Communities No C 276/75
Page 3 FOA COMMISSION LISE
112 Quantiry produced or imported greater than 1 000 tonnes per year O O I (1] 111
Indicate the quentity range of the p within the C ity, or imported
into the Community, st least once in the past three years, i greater than | 000 tonnes per 112 Quantity produced snd imported, grealer than 1 000 tonnes per yoar
year Quantiy rangs ffonnes oar year! Produced imporind 1.12  Quantity produced and imported, grester than 1000 tornes per yesr.
113 {ndicate if the substance has been produced dunng the past 12 months 100010 5000 D D Indicate {f the grestest smount produced is exported outaide the EEC.
) 500010 10000 (] 0
114 Indicate if the substance has been imporied during the past 2 months
10000t 50000 0 ad
b1s. Clasnification by EEC Direciree 5000010 100 000 D D
t
1f the substance is in Annex | to Directive 67./543/EEC then 1t 18 classified accordinely 10000010 500 000 D D
500 000 (o 1 000 000 dJ O 1.13  Indicate if the substsnce has been produced durirg the pest 12 months:
— Provisional classification by manufacturers ar importers
I1 the substance 1 ot in Annex | 10 Directive 67/548/EEC June 1967, but has dan mora than 1000 000 o i 1
. R i if i i .
gerous prop " then the shouid be p 'y classified by the mang. 1.14 Indicate if the substance has been imported during the past 12 months:
facturer or importers. Yas No
P 113 Indicale it the substanca has been producad Deadline: the end of the test year.
— Noclassification (no dangerous properites) dunng the pas! 12 months 0 O
If the hes no d P within the mesming of Direcuve 114 Indicate f the substance has bes red
67/548/EEC, then no classification 1s l:qulred. d"mmg Ih'e p:;u]z r::iiehsas n 1mpo! D D
— Noclasnification ino data available) 115 Isthe substance classied by 116 Symbols
The dang perties of the sub: are unknown €EC Directive 67/548/EEC a E O F F To T € X x
Prowvisional classilication: ] 0o o0 oo 00O 0o Qg
e Svmbolr No classification D 1.17  R-phrases:
. No dangerous properies
Use the symbols specified in Annex |1 to Directive 67/540/EEC
No classification 1.18  s-phrases:
No data avarlabie D
(N5 Risk phroses
117  R-phrases 118 S-phrases See comment on page 7 of this report.
) . i 774
Use the R-phrases specified in Annex 11 1o Directive 677543 /EEC A D R4 U R27 D Ao U 51 D Sra D s27 D s40 D 53 D
] R
R Safers phrases Rz (J 15 [ 28 [] A0 ] s2 ] sis[] sw( se[]
R3 R16 R29 R4z S3 S16 529 S42
Use the Sphrases specified in Annex IV o Direcitve 67/548/ EEC 0 0 0 0 U U 0 a
ae [J a7 [] Rw[] Rao[] ss 0 s7[] sw[] sa[]
s [ me ] Ry [] Ru[] ss [J se] sy sa[]
e [0 ms[] R[] R[] ss (] sie(] s2[] s []
A7 [J A0 [] R[] R O st ] s20 ] sn[ s [J
e {1 R[] mu( me[] se (J s [] su[] s []
e 0 r2{] ms[] nee ] so J s2(] ss[J se[]
Ao [J R [} R3s ] s10 ] s21 [] s36 [] s49 ]
ry [J 0 R« [J mor [) sulJ sa(J s swo[]
riz [J R[] Am (] siz2 ] ss] sw[] s (]
R3] Rs[] RAx (] sl sw[] s»[ ss2[]
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e Use paiterns 1n percentiage terms D D [ | I ] Dj I I I l I I I

Indicate the dilTerent uses of the substance and give the relevant percentuge {or each use.

This information must be given only if available. 1.19. Use patterns in percentage terms 1.19  Use Patterns in percentsge terms.
Use inclosed sysiems Use resuling m
- 3 Y Usema inclusion into of Non-dlpersive ‘Wide-dspersive N
Exposure is very limited. Emissions nto the environment are normally limited 1o closed sysiem onlo matrx uss usa See genersl comments on page 7 ard 8 of this repert.

Josses during production and disposal of production residues or losses due to aca-
dents, c.g. refinenes. comrosion inhibitors in a steam or hot weter heating system.
Adhesive materials

B

— Use resulting in inclusion into or onto 3 matrix

Substances sre fixed into or onto matncex from which. undey normal conditions they Building materiats and addlives

cannot be removed. Emissions and exposure may occur during the application pro-
cess and (o 2 limited extent after disposal, e.g. ici in plastics, anti-oxidizi Catalysts
agents in rubber. catalysts in waz-pellets,

Ceramic materials
— Non-dispersive use
Substances are emitted during applicstion and exposure may fake place but only Cleaning, washing agents
where there are trained and under iti e.g. in & specal
paint spraying erea or dry cleaners. Canserving agents
— Wide dispersive use Cooling agents

Substances will be released into the environment to a lsrge extent during use. There is
nlso signi ure 10 i .3 fertilizers snd pesticides: pamt- PR
Ing weils snd doors and spraying. Corrosion inhibitors

Cosmetics

Deforming agenis
Da-icing agenls
Disinfectants
Dispersion agents
Dysing auxiliaries
Dyeslufi, pigments
Feed addiltives
Fertilizer

Filter

Flame retardants
Hydraulic fluids
Laboralory chemicals
Leather impragnaiing ageris
Lubricants

EEEEEEEEEBBHEBEEEEBEBEREHESE
HEEHHEBEEEBEEBEHE8E88E8EBEES
HEEEEEEEEEEEBEEEEBEEEBE

HEBEEEEEH0HEEEEEHEEEBEEEEBEEEE

Onidizing agents
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1. Use patterns m percentage rerms 00 OO0 O O
Indicate the difTerent uses of the substance snd give the relevant percentage for each use. Use i
This information must be given only if available Useina ncnsonmo o Nongipersive  Wide-dsparsice 1.19 Use Patterns in percentage terms.
closed syslem onto matnr use use
— Usenclosed systems See general comments on page 7 and B of this report.
Exposure is very limited. Emissions into the environment are normally limited 1o ”
losses during production and disposal of production residues of losses due 10 acar Paper, paper-additives 0o an D ang
dents, ¢ g refinenes, corrosion mhrbitors in a stewm or hot water heating system Pestickos ED] EUJ DI] [[D
— Useresulting ininclusion into or onta a matrix .
Pharmaceuticals
Substances are fixed into or onto mainices from which, under normal conditions they
cannot be removed, Emissions snd exposure may occur duning the apphction pro- hoto-chemical
cess and to & limited exteat after disposal. e.g. ici in plastics, anti-onidizil Photo-chemicals D:D U]] U]:, m]
agents in rubber, catalysts in wax-peliets. Plastic additives and auxiliaries D:D U:D [m D:D
— Non-dispersive use Solvents Em L—m D:D [D]
Subsiances are emitted during application and exposure may take place but only
where there are umined p and under ftions. e.g. 10 a special Stabitizer [nng 1 1
Ppaini spraying ares or dry cleaners.
Tanning agents and auxiliaries a1 I [BEE] [EEA]
-— Wide dispersive use
Subatances will be released into the enviranment 1o » large extent during use, There in Texlile auxitiarias 13 o aD [
slso rignil exposure to e.g. (entilizers and pesiicides: paint-
ing walls and doors and spraying. Thickening agents o g I [aen]
Volcaizers o 50 o o
120 Indicate the manufscturer or importer who 1s respansible for heving filled in und returned Other use (N2 By} mn R
the complete dain set.
Y
L Indicate 1f vou are the manufucturer or importer responsible for having filled in and 120 Has the complele data set already been submitted b E]o

returned the complete dara set.

by another manutacturer or importer?

(]

{a) I yes, then indicate the manufaclurer or importer who is responsible for

having filled in and returned the compleled data sat

Nams of the respons-
Ible manulacturer or
Importer

ADDRESS:

Street

No [ 1 (

J

]

Town (I ] ::;;al

Comy [ oo ]
Telex [ ]

(b) I no, continue 1o M in the dala set

121, Specity # you are acting on behalf ot other

® or Imp

] —

Telephone [ Ext: ]

Teletax I; ]

FOR COMMISSION USE

LTI TTTTITTT
Yeu No

0 0



[§]

In those cuses where only COD (chemical oxygen demand) and BOD. (biochemical o1v-
gen demand afier five doys) are avadable. use if possible the ano BOD,/COD

OJNoL 231,199 1984 p, |

g om
0 0D
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b e J O OIro
OO0 1o
Use, il possible, the value according o the test methods specified in Annex V to Direcive
79/831/EEC. as laid down in Commission Directrve =4/ 49/EEC of 25 Apnl 1984 ()
These test methods sre ysually based on the OECD test ruidelines, 2 PHYSICO-CHEMICAL DATA DNA('}) Referance Nos
29 Bolling point Im ca T 00D 0D 0D
<L Borling pomi, boring rante
soiingrange tom  [ITTT) © (T[O-ca [IIDws OO0 00 OO
32 Melting pont/meliing range 22 Melting point m oC D D:D [[D D]j
3! Vapour pressure Metting range _from Orm w» OIee 0D 0o ao
23, Vapour pressure [(ITT1T] braat D:]:D]“C 0 o 13 [ang}
b W lubil
s sl 24 water solubilty 00D ma  OIIO 000 00 0O
i Fat solubihiv 25  Fat solubliity JITD  mgxgat [I111°¢c 000 0o oo
26  Partition coefficlent togPow  {111J cal [ meas[] 0J0nD oo ag
% Partion coerficrent
27 Flash point g -c 00D 0o aod
= Plash pont 28 Auto-flammability 1D -c 00pn 0o uno
29 Fammainy oo - 0 00 00 OO
i3 Auto-tlammaoihiy Yes Nao
210 Explosive properties 0 U 0o og oo
9 Flammatiirey
A ENVIRONMENTAL FATE AND PATHWAYS
o Exple
Tplotrve properties 31 Bloaccumulation
) Caviroementni fate amd pathwavy Bioconcentration lactor |cr) 1110 00O Oog oo
Use, if possible, the value accarding (o the test methods orescnbed 1n Annex V lo Direcs az Biodegradation level after 28 days in percentage lerms
tive 79781t/ EEC, as lard down n Directive B4, 349/EEC These test methods are usvally
based on the OECD test guidetines 28 days
Moditied OECD test 1] = 000 oo o™
o Bioaccumularion Moditied AFNOR fest (T907302) O = 0O 0o 0o
Indreate f posuthie the biaconcentration factor IBCF Modified Sturm fest ED]] % D Djj m m]
32 . Biodrgradanion Clased bottle test [I7T) = 00D O0pj oo
Use 1f possible the values of one or more biodegradation tests tmodified OECD test, mod- Moditied MIT! test I = 00 0o go
ified AFNOR 1est T90/302, modified STURM test. Closed bottle test, modified MIT1 lest
and/or other tests) Other test I = 000 0O go
33.  Inthose cases where lhe COD and BOD, values are available, use the BODy/COD rato
13 Cod and Body

BOD, 1o
coo g1
Ratio BODYCOD [NEREA]

(") Dawa nol available

B

ECETOC Guidance

3. Ervirormental Fl(‘! and Pathuays

For test methads which ere applied to determine whether chemicals are biodegradable
see Amnex of Council Directive B4/449/EEC. The methads ere besed on the OECD Test
Guidelines for testing of chemicals. Plesse use, {f pousible, vslues eccording to
these test methods. Chemicals thet pass such tests ore cowidered to be so reedily
biodegradable that they will be eesily degraded In most envirormentsl sercbic fresh
waters or in sewage treetment plants (ECETOC, 1985. T.R. No; 18 “Hsrmonisstion of
Ready Biodegradebil ity Tests™). See slso “"Explanatory resmrks® below.

Other test intended to find out whether chemicals sre eliminated in weste water
treatment plants (2ahn-Wellens-Test. Activated Sludge Simulstion Test etc.) ere
{aid down In Directive B8/302/EEC. (for more details below
“Explanatory remarks").

Council tee

Bioaccumsletion
Indicate the bioconcentration factor BCF (fector describing the relstion between
the concentration of s chemical
sfter equilibration).

in weter and it's concentration in the orgsnism

Comments on & test e.g. test organism, test conditions,
concentration determinations, durstion of exposition, sccumuslstion snd depuration
kinetics, metabolism should be given on an additions! page. Likewise, calcutated
values, together with correlstion formulas snd experimental references, and
ohservations in natural habitats/biotaps which indicste possible bioaccurulation
should be presented on an additional page together with the available references In
support.

3.2 Biodegradation

Indicate whether evidence exists showing that the substence is biodegradable. Use

if possible the vslue of more than one biodegredation test. Any test which is not

stardardised by EEC or OECD guidelines plesse rotice under 6.1. Provide all

evailable references in support.

3.3 oD and scos

11 only COD (Chemicel Oxypen Demsnd) srd ms-vnl\zl (Biochemical Oxygen Demard!

nfter 5 days) sre availsble, give percentage of !EDS/lIo ratio end provide the

available reference(s) In support. Chemicals with BOD velues in the range of 20%

COD or less need to be investigated further by bicdegradstion tests.

Explanatory remarks

In biodegradstion tests a substance under investipation (the substrate) {s contsined in
» fixed smount of test medium ard determined anslytically as s function of time
(normally 28 days). Biodegradation i due to microorgenisss inoculsted from various
sources (ECETOC 1983, T.R. No. B; "Biodegradation of Resdy 8lodegradablility Tests: An
Assessment of the Present Status".)

The Modified DECD Screening Test and the Modified AFNOR Test ere » kind of DOC Die Awey
Tests: Biodegradation of the test fibstance is messured by following a decresse of
initislly sdded 20 or 40 mg/l dissolved organic cerbon (DOC}). Regulariy 1l test volume
is incubated at room temperature in an 21 Erlermeyer flask and perated by shaking.

In the Modified Sturmtest evolution of 0, during the minerslisstion of the test
compound i3 quantitated within sbsorption vessels through which the outcaming ges
flushes.

The respirometric methods (e.g. Closed Bottle Test, Modifled WITI Test snd the 0005
Test) substsntiate the oxidstion process of the biodegreded compourd by recording the
oxygen consurption during the test period. Biodegradation Is expressed as mslcw
ratio (where 80D {5 the biochemical and COD the chemical oxypen demand).
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4 Ecotexicity Page 7 FOR COMMISSION USE
Use. if possibie. the value uccording 10 the test methods prescribed in Annex V (o Direc- D D ' E[:] E] l I ]
tive 79/831/EEC, as {aid down i1n Direcrives 84/449/EEC, and in Commission Direcuve
87/302/EEC of 13 November 1987 (). These lest methods are vsually bused on the 4. ECOTOXICITY
OECD test guidelmes. a4 ECOTOXICITY Duration (h) Species ONA{']  Retarence Nos
41 Acute toxicity to fish ™ LCy m mghire D EDJ D:D D]] Cammon test methods for investigation of ecological data ere prescribed tn Annex V
4 Acute toxicry to fish of Council Directive 79/831/EEC of 18 Septesber 1979, as laid down in Commicslion
42 Acute toxicity to daphnis (I Ecw T mewe 0 OO0 OO Directives 84/¢9/EEC of 26 April 1984 snd B7/302/EEC of 18 NMowewber 1987. These
a1 Acute roxicrry to daphnia 43 Acute toxicity to aigae DI ECy m moy/ltre D [U:] [[D m test methods sre ususlly based on OECD Test Guidelines. Please note test results
sccording to these guidelines. Results from test wmethods not standardiced by
a3 Acute toxiciv to aigae 5 TOXICITY normed guidel ines should be quoted under section 6.4.
1 Acut el : .
i Toxkity s cute toxiclty Sotoes 4.1 Acute toxicity to fish
(D ora (LT ieese (TIIITIIN 00D 0D 03
Use. if possible. |he value according 10 the 1ext methods presenbed m Annex V o Direc. — - Indicate whether toxic effects on fish were fourd. Give the results s LCS50
tive 79/BY1/EEC, a laid down in Directives 84/449/EEC and 87/302/EEC These test LD., dermal (EENRRRL T HEREENENE] 00Om 0O o (corcentration with SOX lethsl effects) together with the duration of the test (In
methods are uiuslly based on the OEC D guidehnes :
LCy inbalative (LI TTTImemre [TTTT I d 0o 1D hours). where a renge of values is eveilable, the minimum end mmximum figures
31 Acure roxsey Yes Mo should be quoted. Comments on 8 test e.9. use of dispersants/solvents, effect of
52  Corrosive properties D E] D []I] [D] DI] PH on toxicity, closed or aopen test systems, evalumtion of the dose-resporse-curve,
Use if possible the LD.» and/or LC., values for ras or the species used LCO, LC100, NOEC, narcotic effects should be given an sdditional pege. Provide all
’ (8] Causes severs bums D D D:D D:D m availmble referer'\ces in support
12 Corrosive properites (b) Causes burng 0 000 oo 0O
Yes No 4.2 Acute toxicity to dephnia
53 Ireitant propersies 53  frritant properties a O 000 0O 0o
(a) Irrtating (o skin D 0 [ID D:D D]] Irdicate whether toxic effects on daphnie were found. Give the results as ECS0
rotating lo U
sa s N (concentration with 50X effects) together with the duration of the test ({n hours).
enatzanon {b) trritating to eyes D D ED] D:D E[:D Where @ range of values is svailsble, the minimm ond maximm figures should be
‘s Sub ) Yes No quoted.
(A short summacy of the results must be given) 54 Sensttization 0 00D 0o oo
Comments on 8 test e.g. use of dispersants/solvents, effect of pH on toxicity,
h%i';_:‘;::&z::‘;;d;gflhﬁl S5  Sub-acuts toxicity Duration closed or open testsystem, evaluation of the dose -resporse-curve, ECO, EC100, NOEC,
narcotic effects should be given on sdditional page. Provide eall available
28 days *dars Spocies references in support
LOEL or (Orexees 0 00 [0 00D OO0 00
3 A lei
LOEL sk (meresy 0 00 OO0 OO0 0D Q@ 3 At toxieity to sioee
LOEL snhalation {IT) myirersay 0 0o [Im o0 00 0D 0O Irdicate whether toxic effects on elgse were found. Give the results as ECS0
Duration (concentretion with 50X effects) together with the durstion of the test (in hours).
WUhere » range of values isg avallable, the minimm and maximum figures should be
28 days b pocies quoted. Comments on a test e.g. use of dispersante/solvents, effect of pH on
NOEL oral mmgn(g/day D m UI[D] D m []:[] [D:] toxicity, closed or apen testsystem, evatuation of the dose-resporse curve, EC10,
EC100, NDEC, bleaching of algee, effects on photosynthesis, substarce {ncorporstion
NOEL skin kg/d)
[D]]W’W = D [D] m D ED] m U]] into algal biomass should be given on additional pasge. Provide all aveilabte
NOEL inhalation {IT T mgatrersay  [J 00 (OO0 000 0o oo

() Data not avallsbie

references in support.
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40

41

43

5s

Ecotexleity

Use. il possible. the value according 1o the tes1 methods presaribed in Annex V 1o Direc-
tive 797831 /EEC. as Inid down in Direcves 84/449/EEC. and in Commurssion Direcuve
87/302/EEC of 18 November 1987 (') These test methods are usuaily based on the
OECD test guidelines

Acute roxiaity 1o fish

Acute toxicity to daphnia

Acute toxicitv to algae

Toxlcity

Use. il possible. the value according to the tesi methods prescribed in Annex V10 Direc-

tive 79/B31/EEC, as laid down in Direcuives B4/449/EEC and 87/102/EEC These test
methods are ususlly based on the OECD puidelines

Acurte roxicity

Use il posuible the LD.. and/or LC. values for rats or the species used

Corrosive properies

Irritant properies

Sensinzanon

Sub-gcute roxiciry

(A short summary of the results must be given )

LOEL = Low observed effect leve|
NOEL = No observed effect level

41

42.

43

51

52

53

55

ECOTOXICITY
Acute loxicity to fish
Acute loxicity to daphnis

Acute foxicity to algse

ToXKCITY
Acute foxicity
LD., oral

LDy dermal

LCuw inhalative

Corrosive properties
(a) Causes severs burns

{b) Causes bums

frritant properties
(a} Irrating 1o skon

(b} Imtaling lo eyes

Sensitization

Sub-ecute toxicity

LOEL oral

LOEL skin

LOEL inhalation

NOEL oral
NOEL skin

NOEL inhalation

() Osta not avalable

Duranon {h)
O7T] tCw
[T £
(1 &C»

Page 7

FOR COMMISSION USE

|00 O OO CITT

Soeces

DNA{"}

(ITITD mome
(IIID e
(TN momwe

Species

T[T morg {TIITTT11]

[ [Jmgtka

mg/itre [

Yes

0
0
0

Yes

Yes

([T {]moxa/aay
[(ITT3 mokgicay
[T mentitrerday

T3 maxgday
[T1D mokgday
I mestiteniday

28 days
0
0
8

29 days

d

0
|

No
0

E]o
Duration
0D
an
oo

Duraton

T days

an
1

1o

Spacies

T
J1IT1D
11

Speces
ngaREL

T
1T

00o
oo
0o

gamo
03
BRREE

0 0o
0omo
0o

ajusy
00D
D 0D

0aOmo

FReference Nos

o d
00 0D
0o 0o

5.1

5.3

Give

Acute Toxlcity

The figures for the "DSO ord LC50 should be {reerted along with the specles and the
vehicle in which the estiemtes were smde and references which substentiste the
figures. Where a renge of values s availsble, the minimm ornd meximm figures
should be quoted with the species tested; give references to support all figures
falling within the renge.

Corrosive properties

Indicate whether evidence exists showing that the substsnce has corrosive
properties or is free from corrosive properties. [ndicete species tested ard give
references in support. Uhere data demonstrate adequately that it will coume burre
or severe burns this should be indicated. Where dats sre equivocel this shauld be
irdicated by writing asbiguous end provide all available references in support.
(ECETOC 1990 Monograph N°®15 Skin Irritation),

Irritant praperties

Indicate whether data sre evsilsble to show that the substence iz an irritant or
free from irritent properties. Uhere irritarcy has been desorstreted in eyes or on
skin this should be indicated snd the species tested an well. Uhere dats sre
equivocal this shoutd be indicated by writing ‘equivocsl' ecross the boxes mnd
provide all available references in support. (ECETOC 1988 Monograph K°11 Eye
Irritation, ECETOC 1990 Monograph N*15 Skin !rritation).

Sensitisation

Indicate whether deta are asveiisble to shaw that the substence is capable of
inducing allergic sensitisation. Indicate species tested. Vhere data are
equivocal (e.g. substance causes sersitisation in some snimal tests but not others
or induces sersitivity {n animals but no evidence of sensitisation in exposed humen
swjects). Provide all svailable references in support. (ECETOC 1990 Monograph
N°14 'Skin Sensitisation Testing').

Subacute toxicity

Indicate the lowest exposure level which produces adverse effects (LOEL), the

period of such exposure end the species exemined by oral, skin or inhaletion

exposure, Where a renge of values is sveilsble the minimm end waximm figures
should be given with the species tested; give refererces to support sll figures
falling within this range.

Trdicate the no observed effect level of exposure (MOEL) in o similer mver. In

sddition, summerise the firdings of all subacute studies (studies in which snimels

heve been exposed comstantly or repested to a substance over periods from a few
days to 1/10 of their L{fe span). This summery should, if possible,

. list principal adverse effects seen in test snimals topether with the exposure
route(s), period(s), species sd lowest exposure level at which esch effect
occurred.

. Llist the lowest mo-cbserved level of exposure for eech type of sdverge effect.

. define on the most sersitive species; comment on the releverce of the findings
in the most sensitive species snd other species tested (if markedly different
fraom the most sertitive) to man.

. coment on the possible mechanism of taxic ection (1f frdiceted by the animel
tests) srnd 1ts relevance to wen.

references to support statements made in this summary.
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56 Ca 3 icity. foxicy 1o
Cormmapemen et s 1 ey OO0 Oy [ 0T
Summary ol 5 5 B

() Carcinogemicity

Category |

known 10 be ¢ to man There 1s sufTicient evidence (o establish
a causal assocranon berween humen exposure to & substance and the development of
cancer.

Cacegory 2

Subsiances which should be regarded 23 1f thev are carainogenic 10 man There i suf:
ficient evidence to provide a suong presumpuon that human exposure to u substance
may resull in the development of cancer. generally on the bass of

— sppropnate long-term smimal siudies.
— other relevant information

Category }

Substances which cause concern for man owing to potible carcinogemec effecis but in
respect of which the averlable wnformanion 1s not adeguate for making 2 satistaciory
aspessment. There 13 some evidence irom aoproprate ammal swdses but thes s insut
fictent 10 place Lhe substance rn caregory

11y Mutageniciny

Category |

Substances known Lo be mutagenic 1o man There 13 sulficient evioence (o establish 2
causal associanon between human exposure (o 3 supstance and hentable wenenc
damaue,

Category

Substances which should be regarded as 1f thev are mutanenic 10 man There is suffi
ciemt evidence 1o provide a strong presumption thal human expasure 10 the substance
mav result 10 tne deveiopment ot herable genenc oamage generally on the oasis of

— appropnate ammal studies

~ other relevant informarion

Categorv }
Substances which cause concern for man owing to possible mutanensc etfects but 1n
respect ol which the available iniormauon does not sansiacionly demonstrate henta
ble genetic damage. There 1s evidence Irom approonale muragemeny studres. oul this
s msufficient 10 place the substance 1n ¢ategory

i Tovientv to reproduction
Substances cauxing smpasrment of fernimn

Categorv |

Substances known 10 cause imparrment of fertilitv 1n humans (maie and/or iemaier
There 1s sulficient evigence to esrablish a causal associalion between numan e1posure
toa and parrm ol fermins

Calegory 2

Substances which should be regarded as if thev cause impairment of femilny to
humans imale and/or lemale). There 13 sufficient evidence 10 provide a strong pres-
umptton that human exposure 10 the subsiance mav result 1n elfects on male or fem-
ale ferulity. on the basis of sirong evidence from srumal studies

Reference Nos

0 0 00 010 1) 00D (10 0 00 0D 0 0D 0D 00 0D
ID 00 0D 00 00O 0D 0D 0D 0D 08 0D 00 0D 0D 0D

Carcinogenicity, g toxicity to reproducti
Category () Calegory {%) Calegory (") .
Yas No Yeos No Yes No DNA{‘) 'Reterence Nos
Carcinogenicily D D D [:l ” D D D:D UI] ED]
Mutagenicity dJ0 13 ] M 1 0 00D 0D ao
Toxicity to reproduction O 0 ] 0 N 0 000 00 0o
EMacts on man
EHecis on animals
Suspecied efiaciy

Data not available

5.6

iii)

Carcinogenicity, mutagenicity, toxicity to repraduction

Additionally the description given by the commisgion under 5.4, ECETOC (1984)
Technicel Report No. 21 ‘Guide to the Class!fication of Cercinogens, Mutagers end
Teratogens under VI Amerdment' contains detslled guidence on how to assses the data
which is available and essign the chemical to the spprapriste cetegory. The
process will require consultation with refevant experts in esch sres. This will
ensure that the dats supplied to the Comission will be cormistent ard merufactures
will be seen to have a cawmon understanding of the sssessment of cercirogers end
mutagens.

Toxicity to reproduction

when the reporting form is checked, It will be seen that only the one property of
Toxicity to Reproduction with 3 categories |5 sveilable for completion snd the two
components of Toxicity to Reproduction which are described {n the preanble sre not
identified separately.

It is recommended therefore that when completing this part of the reporting form,
reference is again made to ECETOC Technical Report No. 21 which refers to and
provides guidance on, the three categories of teratogens (or 'developmental toxin')
and the reporting form is suitably emnotated if such teratogenic properties are
present.

1 impairment of fertility is suspected (with or without developments!l toxicity)
then the ECETOC Technical Report No. 21 does rot sddress this. Accordingly, the
manufacturer must assess the available deta snd with expert input decide which of
the 2 categories (as described in the preamble to Amnex 1) is eppropriate and,
presumably therefore, strike out the 3rd box on the reporting form itself.

ECETOC Technical Report No. 21 has also been published eos:- Criteria for
Tdentifying and Classifying Carcinogens, Mutagens and Terstogens.

Regulstory Toxicity snd Pharmacology (1987) 7 1-20.
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5.6. cont.

61

Caroi i ity. foxicity o rep
{A short xumm-ry of the results mugt be given?

Substances causing development ioxiciv

Developmental torioty includes embryo-fetal toxicny, embryo-fetal death, structural
and/or funciionat defects. peri-/posi natal toxicity

Category |

Substances known ta cause developmental foxicity 10 man, There 1s sufficient evi-
dence 1o euablish a causal association belween human exposure 10 & substance and
subsequent non-henuble birth defects in offspring.

Caregory 2

Substances which should be regarded as if they cause developmental toncity to man
There is sufficient evidence to provide s sirong presumption that human exposure to
the substance may resuh in non:hentable birth in offspnng. generally on the basis of
appropriate snimal siudies

Calegory 1

Substances which cause concern for man owing to possible developmenial tosicity
but in respect of which the » le informalion 1s not sdequate for making a satis-
factory assessment. There 13 some evidence from appropnatc animal studies, but thrs
in insulTicient 10 place the subsiance in calegory 2.

Other dota ralevamt (o rish evaloation

Indicate if there are any daia relevent o risk evaluation znd give & shont summary of the
results including:

Degradability

Biodegradabilily
Bmuns ormauon

Lt

Stability in sorl

Pagnd FOR COMMISSION USE

00 OO0 o OO

ol 5.8

61

Asterence Nos

0T 0D 0D 00 00 0 00 0 00 (110 00 0D 00 0D
07 00 0D (00 00 [0 00 T0 (10 0D 08 I8 00 0D

OTHER DATA RELEVANT TO RISK EVALUATION

Degradsbility data Rutarence Nos
- Biodegradability o0 ano
= Botransformation E[D Dj]

oo a

- Stabrlity in air

- Stablity in water

aD
as
oo oo
D M
an

ca

[D]IID

- Stability in soil

EBE8EH

EBEEEH

Sumary of 5.6
Carcinogenicity

Note any differences in tumour induction between species or routes of exposure and the
Inftuence of dose on tumour Incidence. Refer to informstion on mechenisma of ection
snd metsbolic and pharmecokinetic dats relevant to carcinogenfc sctivity in apecies
tested. Sumarise similarities snd differences between effects in anismls ord firdings
in men, giving references.

Mutagenicity

Note mimilarities snd differences between results of the various in vitro tests and the
effects of metabolic sctivation of the systems. Cowpare firdings in in vitro systems
camment on the ressons for any differerces giving

with those in in vivo system;

references where possible,
Toxicity to reproduction

Note the type(s) of sbrormetity occurring in the mothers ard yourng snd the dosage
levels imbucing such sbnormslities; in perticuler rote where sbrorwalities occur et
exposure levels lower than those toxic to the mother.

6. OTHER DATA RELEVANT TO RISK EVALUATION
6.1 Degradabil ity dats

Indicate further evidence for destructive processes showing sny degredation
potential to the substence rot yet specified in 3. The substence may be degraded
biclogically or physico-chemically (e.g. photoonidation. hydrolysis etc).

Please group asvailsble dats sccording to the erwirowental compertment
(uater-so0il-sir) where they have been messured. Give a short summery of the
essential dats relevant to risk evalustion. Provide all wvailsble references in
support.
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N O B O
Summary of§ | TP . =
L% Transport and between p: ncluding con 6.2 Dats on trersport end distribution
cemrations and distnbution pathwavs, Irdicate messured results e.g. portitioning coefficients, Merry's corstant. Give
results in a short summery, explanstory cosments chould be given on an additionsl
63 Envranmental momitoring page. Provide all evaileble references in support.
64 Toswatw 10 ceher aquatic avganitme 6.3 Envirormental monitoring data
Data indiceting ervirormental substance concentrstions should be given for
65 Toxraty 1o bactena different compartments ss wster, air, biots, sediments, soil (ECETOC T.R. No. 29.
"Concentration of Irdustrisl Organic Chemicsls messured in the Envirorment: The
i8 Tovicuy 1o terestral orgamisms Influence of Physico-Chemical Praperties, Tonrage and Use Pattern™). Give results
in 8 short sumary end supply further information on en additionsl pege. Provide
all aveilable references in support.
67 Carcrogemctiy
6.4 Datm on toxicity to other squetic orgmnisms
68 Mutagencuy B . .
Irdicate the existence of dats from mqustic testsystems which sre not noted in
section 4. Such are test repetitions or tests which sre not stardardised by EEC or
LLg Toxany ta reproduciion L__ OECD, using test organisms described In section 4 es well es other equetic
Referanca Nos organisms. Show resuits, measured parsmeters and testconditions in & short
slo Other chrome toxie effects [ (D 00 00 00 (00 00 00 00 00 00 00 010 o sumery. Explenatory comments on the tests should be given on additionsl page.
Provide all available references in support.
a0 Epidemolory 00 0D 00 0D 00 01 00 U0 I0 0D 00 00 0D 0o
6.5 Dats on toxicity to bacteria
62  Dataon transport and distribution between compartmanis Relerence Nos Indicate the existence of dats using bacteria ss test organisms. Show results,
including estimated environmeniat . . R R .
concenlrations and distribution pathways D D]] E[D Em [D:] ED:’ origin of testorganism (e.g. sirgle strain, activated sludge), messured parameters
(e.g. grouth, respiration) and testconditions in s short summery, Provide all
63 Envi taf Horl) it
nvironments! monftoring dala 0 E[D D]:] Em ED] D:D available references in support,
64  Dala on loxicity la other squatic organisms N 00O 00 0o 00 oo
6.6 Datas on toxicity to terrestrial organisms
65  Dalaon toxicity to bacteria
D Djj I:[D m [D] Indicate the existence of data using terrestrisl organisss es plants or fnsects.
€6  Dataon toxicity fo terrestrial organisms 0 (I0 00 0D 0o 04J Show results, measured parameters, testconditions and species in a short summery.
67  Dataon carcinogenicity ] 00 00 0D 04O 04O Provide all sveitable references in support.
el
68  Dataon mutagenictty g an D]j [Dj [D] D:D 6.7-6.9 Cercirogenicity, mutagenicity, toxicity to reproductlon
69  Data on foxicity to reproduction 0 10 00 0D O oom Provide references to information (other than already provided in 5.8) which wlll
610 Data on other chronic sHects D D:D D:D D:D [ID EED help in the assessment of risk e.g. information on the carcinogenic, mutagenic or
reprotoxic risk of substance of similar composition physical properties ard
611 Epidemiological data 0 0000 00O oo

chemical reactivity.

6.10 Other chronic effects

Provide references to information on other chronic touic hezards prodiced by
exposure to the substances in enimals ard smn. The sumecy should rote esch
chronic toxic sbrormality produced srd the lowest exposure level snd no-effect
level for each. References should be provided to ey evidence on the mechanism(s)
of chronic toxic activity. Difference ond similarities between snimal species and
men should be noted.

6.11 Epidemiological

Provide references to experimental studies on man and clinical and epidemiological
studies on the substance. In the sumwmery cawent, glving references where
possible, on the strengths snd wesknesses of the studies. dote whether exposure
was to the substance alone; where not, the other substsnces should be noted.
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82 Teanspori and di ian between i i i con-
1ons and dismribution p
61 Environmemal monitoring
64 Torxicliy to other equairc organtyms
&3 Toxicity 10 bacrena
66 Toxicttv to terresinal organsms
L&) Carcinogenicry
L1 Muragentctry
69 Toxicty 1o reproducnon
610. Orher chromie toxic effects
an Epidemiclogy
612 Other data relevant to nrk evaluation

List of Refereacen

Note that if dura are available for entries 2.1 10 6.12. then these dela must be enteved
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00 00 0 O

Summary of 6 210 6.11.

Refersnce Nos

D 0D 0D 0D 01 00 1) 00 00 00 0D 0D 00 00
0D 00 0D 00 U7 0 0D 0D 0D 00 00 00 0D 0D
(00 0D 0D 01 00 00 00 00 00 0D 00 00 00 010

Yeos No
612 Other dala relevant to risk eveluation D D

Summary ol 6 12

6.12 Other data relevant to risk evelustion

Wote, piving references, similorities of the mubstence to others of similer
composition or physico-chemical ectivity which smy shed Light on the risks of the
swbstance. Where physico-chemical praperties of the substance (e.g. perticle size
of dusts of volatility may Influence profourdly the risks, these should be noted.
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Summary of 6 12, (contd)

7. LIST OF REFERENCES

Reterence Nos
(10 0.0 0D 00 00 00 00 0D 0D 00 00 01 00 00 Note that [f data are sveilable for entries 2 1 to 6 12, then these data WST be
0D 00 0D 01 00 0D 00 0D 0D 00 0D 0D 0D entered. ' ' o

013 (D OJ1 0D 00 010 0D 0D 00 00 010 0D 0o 00

7. LIST OF REFERENCES

Rsl No Author(s)

oo [ ]
e ]
Name ot sclentific joumnal, book, stc. Your of Vohume P

= ] OiD oo

pubdlication

Ref. No Author(s)

an [ ]
e ]
Name of scletific joumal, book, efc. Your of Volume P

| ) 01D (130

publication
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Draft - Data Set of EEC/OECD proposal
Harmonised Electronic Data Input Set
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EEC/OECD Draft Proposal on a Harmonised Electronic Data Input Set

Important General Information

The EEC/OECD data Input Set is sill being developed in order to harmonise
existing electronic data banks such as OECD and IRPTC. At the time of
publication of these guidelines, this data set has no official status.

This questionnaire and the available data to be entered follows a
standardised electronic input set. If more than one study (e.g. for acute
toxicity) exists, separate sets of the corresponding section must be used

for each study. When the glossary term corresponds to the available data,
then this specific term must be used. (In the final version of the data
set the glossary terms will be replaced by codes). When the glossary does
not contain the specific term needed, then this has to be addressed under
'Remarks’.






updated 30 September 1590

COMMISSION AND OECD DRAFT PROPOSAL ON A

HARMONIZED ELECTRONIC DATA INPOT SET

1 General Information

1.1 Name of Substance: CEC, OECD
Use the IUPAC NAME
1.2 EINECS No: CEC
1.3 CAS No: CEC, OECD
1.4 Synonyms a: CEC, OECD
b:
(ol
d:
e:
f:
g:
h:
iz
k:
Synonym = Name used in the company/Country
Synonym b = CAS name
1.5 Purity: CEC, OECD
a b c % weight/weight
a2: glossary: <,<=, =, >, >=, ca

b: numeric value or lower value
C: upps: value

1.6 Impurities CEC, OECD

1.6.1 a IUPAC name of inpurity

b Percentage: a b c %
a: glossary: <,<=, =, >, >=, ca
b: numeric value or lower value
C: upper value

¢ EINECS NO : d CAS No :

1.6.2 a IUPAC name of impurity :

b Percentage: a b C %
a: glossary: <,<=, =, >, >=, ca
b: numeric value or lower value
C: upper value

c EINECS NO : d CAS No

ECETOC Guidance

N

.5

Synonyms

Only synonyms e.g. ACETONE, ISOPHORONE etc. not trade names.

Purity

Purity according to technical specifications.



1.6.3 a IUPAC name of impurity :

ECETOC Guidance

b Percentage: a b

Ae

a: glossary: <,<=, =, >, >=, ca
b: numeric value or lower value
c: upper value

c EINECS NO : d CAS No

1.6.4 a IUPAC name of impurity :

b Percentage: a b

a: glossary: <,<=, =, >, >=, ca
b: numeric value or lower value
c: upper value

¢ EINECS NO : d CAS No

1.6.5 a IUPAC name of impurity :

b Percentage: a b

a: glossary: <,<=, =, >, >=, ca
b: numeric value or lower value
c: upper value

¢ EINECS NO : d CAS No

1.7 Additives

1.71 a IUPAC name of additive :

OECD

b Percentage: a b

a: glossary: <,<=, =, >, »>=, ca
b: numeric value or lower value
c: upper value

c EINECS NHO : d CAS No

1.72 a IUPAC name cof additive :

b Percentage: a b

a: glossary: <,<=, =, >, »>=, ca
b: numeric value or lower value
c: upper value

c EINECS NO : d CAS Mo

1.73 a IUPAC name of additive :

b Percentage: a b

o0

a: glossary: <,<=, =, >, >=, ca
b: numeric value or lower value
c: upper value

c EINECS NO : d CAS No

[

No additional comments
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1.8 Meolecular Formula : CEC, OECD

1.9 8Structural Formula (if possible, Smiles code)
CEC, OECD

1.10 Type of substance CEC, QECD
Glossary:

inorganic
organic
organometallics
element
natural substance
petroleum product

yes yes
1.11 Name of Producer Name of Bponsor Country
(Name of Contact Point)

CEC, OECD
Address: street Yo
Town Postal Code Cedex
Country Code Telephone Ext
Telex Telefax
yes yes
1.12 Name of Importer Name of Lead Organisation 1.13  Quantity produced or imported, greater than 1000 tonnes per year
CEC, OECD
Address: street No Indicate if the greatest amount produced is exported outside the EEC.
Town Postal Code Cedex
Country Code Telephone Ext
Telex Telefax
1.13 Quantity preduced or imported, greater CEC, OECD

than 1000 tonnes per year
produced: a b inported: a b

a: glossary: tonnes/year Year:
b: glossary:
1.000 - 5.000
5.000 - 10.000
10.000 - 50.000
50.000 - 100.000
100.000 - 500.000
500.000 - 1.000.000

more than 1.000.000



1.14 Indicate if the substance has been

e
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CEC

produced during the last 12 months after
entering in force of the Regulation

yes no

e . e

1.15 Indicate if the substance has been

cZcC

imported during the last 12 months after entering in

force of the Regulation
yes no

. .

1.16 Is the substance classified by:

EEC-Directive 67/548/EEC
Provisional Classification

Classified by other regulations
Which Regulation:

CEC, OECD

No Classification
(no dangerous properties)

No Classification
(No Data available)

1.17 Symbols

E o F+ F T+ T C Xn
1.18 R~-Phrases CEC, OECD 1.19 S~Phrases
R1 R1a R27 RA40 S1 S14 S27
R2 R15 PR28 R41 52 S15 Ss28
R3 R16 R29 R42 B X 8§16 S29
R4 R17 R30 R43 5S4 S17 S30
RS R18 R31 R44 SS $18 S31
R6 R19 R32 R45 S6 S19 S32
R7 R20 R33 R46 57 §20 833
R8 R21 R34 R47 S8 S21 S34
R9 R22 R35 R48 S9 S22 S35
R10 R23 R36 S10 S23 S36
R11 R24 R37 S11 S24 S37
R12 R25 R38 S12 S25 S38
R13 R26 R39 S13 S26 S39
1.20 Nota

A B C D E F

1.17  Symbols

1.18 R-Phrases
CEC, OECD

Xi 1.19  S-Phrases

CEC, OECD See comment on page 7 of this report.

S40 S53
541
S42
543
S44
S45
S46
S47
548
549
S50
S51
S52

CEC



1.21 Use Pattern CEC, OECD

Main Category

Glessary:
use in closed system
use resulting in inclusion or into/onto matrix
non dispersive use
wide spread use
Use category

Glossary:
Absorbents and adsorbents
Adhesive and/or binding agents
Aerosol propellants
Anti-condensation agents
Anti-freezing agents
Anti-set-off and anti-adhesive agents
Anti-static agents
Bleaching agents
Cleaning/washing agents and disinfectants
Colouring agents
Complexing agents
Conductive agents
Construction materials
Heat transferring agents
Corrosive inhibitors
Cosmetics
Dustbinding agents
Semiconductors
Explosives
Fertilizers
Fillers
Fixing agents
Flame retardants and fire preventing agents
Flotation agents
Flux agents for casting
Foaming agents
Focod additives
Friction agents
Fuel and fuel additives
Electroplating agents
Hydraulic fluids
Inpregnaticn agents
Insulating agents
Intermediates
Laboratory chemicals
Lubricants
Odour agents
Oxidizing agents
Paint and varnish removers
Paints, lacquers and varnishes, additives
Pesticides
pH-regulating agents
Pharmaceuticals
Photochemicals
Plastic additives

ECETOC Guidance

1.21

Use Pattern

Use Pattern see general comments on page 7 and 8 of this report.



Process regulators
Reducing agents
Scfteners

Soldering agents
Solvents

Stabilizers
Surface-active agents
Tanning agents
Viscosity adjustors
Vulcanising agents
Welding auxiliaries
Other or unknown function

Remarks:

1.22 Source of exposure (e.g.Disposal) OECD

Describe sources of potential human or environmental
exposure including workplace concentrations and
emission data (in % release), if available, for both
manufacturing and user areas.

Reference Nos

Remarks:

[T
Ay
[T

1.23 Occupational Exposure Limit Values OECD

Exposure Limit Value a b c

a. nurerical value

b: glossary: %, mg/g, mg/m3, nl/m3, ug/m3, ug/dl,
ug/1

c: glossary: TLV, MAK, etc

Short Term Exposure Limit Value

a b c d 2

a. numerical value

b: glossary: %, mg/g, mg/m3, ml/m3, ug/m3, ug/dl,
ug/1l

c: nunerical value

d: glossary: nin, h,

e: interval per working day

ECETOC Guidance

1.23

Occupational Exposure Limit Values

If a TLv,

MAK etc

value does not exist give the

standard of the producer company if available.

internal

hygiene
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1.24 Has the complete Data set already been submitted
by another manufacturer or importer? CEC

Glossary: yes, no, do not known
a) If yes, then indicate the manufacturer or importer
who is responsible for having filled in and returned No additional comments

the completed Data Set

Name of the responsible manufacturer or importer

e s e s e et " e nsasann ® % s et e e e e

Address: street .............. e A 8 R o ¢
TOWTY e siains «+.+.. Postal Code ....... Cedex ..usvanis
Country ........ Code ....... Telephone ..... . Ext..
Telex ........... TelefaX .uovuvueuuewnnnnno ...

b. if no or do not kmown, continue to fill the Data Set
1.25 Bpecify if you are acting on behalf of CEC
other concerned manufacturer or importer
Glossary: yes, no

1.26 Other Remarks: (e.g. disposal)







2 Physical-Chemical Data

updated 30 September 1990

2.1 Melting point CEC, OECD
References Nos
Value: a...... ) Cevennnnnn
a: glossary: <, <=, =, >, >=, ¢ (circa)
b: numerical value:
c: glossary: degree C
Range of values: a..... . =
a: lower value
b: upper value
Decomposition: ......
glossary: yes, no, ambiguous
Sublimation: ......
glossary: yes, no, ambiguous
Method:
Glossary:
OECD Guide-line 102, Year:
Directive 84/449/EEC, A.2
Other (see remarks)
GLP:  .....
Glossary:
yes, no, no data
Remarks:
2.2 Boiling point CEC, OECD
References Nos
Value: a...... < N Covenneana
a: glossary: <, <=, =, >, >=, ¢ (circa)
b: numerical value:
C: glossary: degree C
Range of values: a...... b....... ...
a: lower value
b: upper value
Pressure: a......... beooooaa..
a: numerical value:
b: glossary: hPa
Decomposition: ......
glossary: yes, no, ambiguous
Method:
Glossary:
OECD Guide-line 102. Year:

Directive 84/449/EEC, A.1l
Other (see remarks)

ECETOC Guidance

No additional comments



ECETOC Guidance

GLP: ceees
Glossary:
yes, no, no data
Remarks:
2.3 Density OECD
References Nos No additional comments
Value: a,..... ) o SRR &y Cai e
a: glossary: <, <=, =, >, >=, ¢ (circa)

b: nurerical valug:
c: glossary: g/czm”, no unit of measure

Range of values: a...... Baie msieisie wimen
a: lower value
b: upper value

Temperature: a........ Bosveassiaes
a: numerical value:
b: glossary: degree C

Method:
Glossary:
OECD Guide-line 109, Year:
Directive 84/449/EEC, A.3
Other (see remarks)
GLP: ce e
Glossary:
yes, ro, no data
Remarks:
2.4 Vapour pressure CEC, OECD
References Nos
Value: a....... boo..ooet. Cuovnnnnnn .
a: glessary: <, <=, =, >, >=, ¢ (circa)

b: nunerical value:
c: glossary: hPa

Range of values: a...... | RS
a: lower value
b: upper-value

Temperature: a......... DlveaTeeinie weres
a: numerical value:
b: glossary: degree C

Methed:
Glossary:
OECD Guide-line 104, Year:
Directive 84/449/EEC, A.4
Calculated

Other (see remarks)



GLP: .
Glessary:
ves, no, no data

Remarks:

2.5 Partition Coefficient ( log Pgy ) CEC, OECD
References Nos
Value: a...... booeoioo...
a glossary: <, <=, =, >, >=, ¢ (circa)
b numerical value:
Temperature? a........ Bisiveiviens
a: numerical value:
b: glossary: degree C
Method:
Glossary:
Directive 84/449/EEC, A.8
Calculated according to Leo and Hansch
OECD Guide-line 107, Year:
OECD Guide-line 117, Year:
Calculation:
other (see remarks)
GLP: [
Glossary:
yYes, no, no data
Remarks:
2.6 Water Solubility CEC, OECD
References Nos
Value: a...... Pivieeinenn Covennnnnn
a: glossary: <, <=, =, >, >=, c (circa)
b: numerical value:
c: glossary: g/1
ng/l
Volg
other (see remarks)
Range of values: a...... B
a: lower value
b: upper value
Temperature: a...... .. boooooi,
a: numerical value:
b: glossary: degree C
PH value concentration pKa value at 25 °C
Temperature: a........ b...... ceene

a: numerical value:

ECETOC Guidance

No additional comments
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b: glossary: degree C

Method:
Glossary:
OECD Guide-line 105, Year:
Directive B84/449/EEC, A.6
Calculated
Other (see remarks)
No additional comments
GLP: ceeen
Glossary:
yes, no, no data
Remarks:
2.7 Flash Point CEC, OECD
References Nos
Value: a....... b.o......... Covvnnnnns I
a: glossary: <, <=, =, >, >=, c (circa) -

b: numerical value:
c: glossary: degree C

Type: open cup closed cup
Method ...... Ceeeaaeas cerereasaean
Glossary:

Directive 84/449/EEC, A.9
other (see remarks)

GLP: ceeen
Glossary:
yes, no, no data

Remarks:

2.8 Auto Flammability CEC,OECD
References Nos

Value: a...... beveeeon. Ce ot o sins

a: glossary: <, <=, =, >, >=, c (circa)

b: numerical value:
c: glossary: degree C

Range of values: a...... Bven e #0ce aim
a: lower value
b: upper value

Pressure: @.....«-.-.- o
a: numerical value
b: glossary: hPa
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Method:
Glossary:
Directive 84/449/EEC, A.15
Other (see remarks)
GLP: cesea
Glossary:
Yes, no, no data
No additional comments
Remarks:
2.9 Flammability CEC,OECD
References Nos
Value: a...... ) o PR .lie Civennnnes
a: glossary: «, <=, =, >, >=, c (circa)

b: numerical value:
€: glossary: degree C

Range of values: a.....,. b.vesasiwin
a: lower value
b: upper value
Pressure: a......... booooa....
a: numerical value
b: glossary: hpa

Method:
Glossary:
Directive 84/449/EEC, A 10 (solids)
Directive 84/449/EEC, A 11 (gases)
Directive 84/449/EEC, A 12
Directive 84/449/EEC, A 15 (solids and
liquids)
Other (see remarks)
GLP: vesee
Glossary:
Yes, no, no data
Remarks:
2.10 Explosive Properties CEC, OECD
References Nos
Method:
" Glossary: —__

Directive 84/449/EEC, A 14
Other (see remarks)

Explosive Properties:
Glossary yes, no

IR
I

Iy

GLP: e
Glossary:
Yes, no, no data
Remarks:




2.11 oxidizing Properties CEC, OECD
References Nos
Method:
Directive 84/449/EEC, A 17
Other (see remarks)

oxidizing Properties:

Glossary: yes, no

GLP: ces e
Glossary:
yes, no, , no data
Remarks:
2.12 Other Data and Remarks CEC, OECD

References Nos
Remarks:

ECETOC Guidance

No additional comments



3 Environmental Fate

updated 30 September 1990

3.1

3.1.1 Photodegradation

2nd Pathways

Btability CEC, OECD

CEC, OECD
References Nos

ECETOC Guidance

Test substance:
Glossary: substance as prescrited by 1.1 - 1.8
other purity %
no data
Type:
Glossary: air
soil
water
Method: Year:
Glossary:

calculated (see remarks)

EPA Guide-line subdivision N 161-2 1982

OECD Guide-line draft
other (see remarks)

Light source:
Glossary:
Xenon burner
other

Wave lengths: a b nm

a:

lower value

b: upper value
Rel. Intensity: a b
based on intensity of sunlight a: lower value

Quantun yield
Rate constant (Kog) :

OH Radical concentration:

T1l/2: a

b: upper value
a
(cmj*molecule'l*sec'l)
(molecule/cmj)

b c d

200w

e e

Temperature:

a:
b:

glossary: <, <=, =, >, >=, ¢ (circa)
lower value

upper value

glossary: hours, days, months

a b

numeric value
glossary: degree C

Environmental Fate and Pathways

If possible use values described in the test methods .

Chemicals that pass

such tests are therefore believed to be so readily biodegradable that they
will be easily degraded in most environmental aerobic fresh waters or in
sewage treatment plants (ECETOC 1985.
Biodegradability Tests").

T.R. No 18 “Harmonisation of Ready

Other tests intended to find out whether chemicals are eliminated in waste
water treatment plants (Zahn-Wellens-Test, Activated Sludge Simulation Test

etc.) are described in Council Directive 87/302/EEC.

3.1 Stability

3.

1.

1 Photodegradation

Give information concerning direct or indirect photodegradation in air,

water and soil (experimental conditions, half-life, degradation etc).
Additional information should be given under "Remarks".
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% of degradation after a.... days b..... c..... d.....
a: numerical value
b: glossary: <, <=, =, >, >=, C (circa)
c: lower value
d: upper value
GLP:
Glossary: yes, no, nho data
Remarks: 3.1.2 Stability in Water
Give information concerning hydrolysis, half-life in water and resulting
3.1.2 Stability in Water (e.g. hydrolysis) CEC, OECD degradation products (incl. CAS number, name, percentage). Additional

References Nos information should be given under “Remarks".

Test substance:

Glossary: substance as prescribed by 1.1 - 1.8
other purity %
no data

Test type:

Glossary: abiotic
biotic (e.g. sediment)

Method: Year:

Glossary:
OECD Guide-line, 111
Directive 84/449/EEC, C 10
other (see remarks)

Rate constant K sec™l

numerical value duration temperature
tl/2 PpHS a b c ) d e £
tl/2 pH7 =a b c d e f
t1/2 pH9 a b c d e £
tl/2 pH_ a b c d e f

a: glossary: <, <=, =, >, >=, C (circa)
b: lower value
c: upper value
: glossary: nin, hour, day, month
e: nuneric value
f: glossary: degree C
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% of degradation after a.... days b..... c..... d.....

a: numerical value

b: glossary: <, <=, =/ >, >=, ¢ (circa)
c: lower value

d: upper value

Degradation products:

GLP:
Glossary: yes, no, no data 3.1.3 Stability in soil
Remarks:
Give information concerning stability in soil. Additional information
should be given under "Remarks".
3.1.3 stability in soil CEC, OECD

References Nos
Test substance:

Glossary: substance as prescribed by 1.1 - 1.8
other purity %
no data

Test type: __
Glossary: laboratory
field trial

Method: Year:

Glossary: OECD Guide-line 304A
other (see remarks)

Test concentration: a b
a: numeriic value
b: glossary: ppm, other (see remarks)

Radiolabel:
Glossary: yes, no

Soil temperature: a b
a: numeric value
b: glossary: degree C

Soil humidity: a b
a: numeric value
b: glossary: g water/100g9 soil

Remarks




soil classification: Year:
Glossary: USDA
DIN19863
NF X31-107
other
clay: a b %
silt: a b %
sand: a b %

a: numeric value or lower value
b: upper value

Organic carbon: a b %

a: glossary: <, <=, =, >, >=, c (circa)
b: numeric value

PH: a b c
a; glossary: <, <=, =, >, >=, c (circa)
a: numeric or lower value
b: upper value

Cation exchange capacity: a b
a: glossary: <, <=, =, >, >=, ¢ (circa)
b: glossary: megu/100g soil

Microbial biomass: a b
a: numeric value
b: Glossary: mg CMIKRo/100g9 soil

Dissipation time DT50_ a b c 4
a: glossary: <, <=, =, >, >=, c (circa)
b: lower value
c: upper value
d: glossary: hour, day, month

ECETOC Guidance

GLP:
Glossary: yes, no, no data
Remarks:
3.2 Monitoring Data (Environment) CEC, OECD

Indicate whether the data are measurements of background
concentrations: or measurements at
contaminated sites:

air:

surface water:

ground water:

3.2

Monitoring Data (Environmental)

Note  that Data on Biological Effects Monitoring  including
biomagnification and biotransformation and kinetics in environmental
species is to be reported in section 4.7 and 4.8 respectively.
Nonetheless concentrations in various compartments should be reported
here including negative data. Data on concentrations in the work place

or indoor environments should be reported under item 5.11.

Results: Give detailed information, e.g. concentration of the chemical,
location and date of measurement, and specify the type of measurement.
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soil/sediment:

food:

biota:

References Nos

3.3 Transport and Distribution between environmental
compartments including estimated environmental
concentrations and distribution pathways

3.3.1 Transport (Volatility, Adsorption CEC, OECD
Desocrption)
Method: Year:
Glossary: other (see remarks) 3.3.1
Conpartment:
water soil air
water soil air
water soil ailr
water soil air 3.3.2
Results:
References Nos
3.3.2 Distribution between environmental CEC, OECD
compartments Note :
Method: Year:

Glossary: calculated Mackay, Level I
calculated Mackay, Level II
other (see remarks)

Conmpartments
water soil air biota
water soil air biota
water soil air biota
water soil air biota

3.3 Transport and Distribution between environmental

compartments including

estimated environmental concentrations and distribution pathways.

Transport

Give information on transport from one compartment to the other (water,
biota).
“Other Remarks".

soil, air, Additional information should be given under 3.8

Distribution between environmental compartments

Give information on distribution between different compartments (water,
soil, air, biota). Additional results should be given under 3.8 "Other

Remarks".

In 3.3.1 and 3.3.2 the section "compartments" will be redefined by the
EEC/OECD in the final version of the data set.
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Results:

References Nos

3.4 Identification of main mode of degradation in

actual use CEC, OECD 3.4 Identification of main mode of degradation in actual use.

References Nos Give information about the principal degradation route of the product (e.g;

Remarks:

via Hydrolysis, Phototolysis etc).

3.5 Biodegradation CEC, OECD

3.5 Biodegradation
References Nos g

Test substance:

, Indicate whether evidenc i i i
Glossary: as prescribed by 1.1 - 1.8 i vidence exists showing that the substance s

other purity s biodegradable. If possible use the value of more than one biodegradation
no data test

Provide all available references in support.

Type of test
Glossary: aerobic, anaerobic

Method: Year:

Glossary:
DIN 38409, part 51
DIN 38412, part 24
DIN 38412, part 25
Directive 84/449/EEC,
Directive 84/449/EEC,
Directive 84/449/EEC,
Directive 84/449/EEC,
Directive 84/449/EEC, C.
Directive 87/302/EEC, part C, p 99
Directive 87/302/EEC, part C, p 106
Directive 87/302/EEC, part C, p 123
IS0, 7824
ISO DP 9408,
ISO DIS 9453
1SO Draft, BOD test for insoluble substances
OECD Guide-line 301
OECD Guide-line 301
OECD Suide-line 301
OECD 3uide-line 301
OECD Guide-line 301
QECD Guide-line 302
OECD Guide-line 302
OECD Guide-line 303
ECETOC, Anaerobic

biodegradation

other (see remarks)

nnoaon
[« 3 U W]

YwrIrmoOm»



Incoculum: ........... —

Glossary:
activated sludge

activated sludge, (adapted)
activated sludge, (non-adapted)

of industrial waste
of industrial waste
of waste water from
of waste water from
(adapted)

other (see remarks)

water

water (adapted)
domestic sewage
domestic sewage

Concentration a..... b...... related to C........

a: numerical value:
b: glossary: g/1, mg/l mmol/l, mol/l ug/l

umol/1

c: glossary: CSB, DOC, Test substance

% of degradation after a.

glossary: <,
c: lower value
d: upper value

Degradation products:

... days b..... Cuovunn d.....

numerical value

<=, =, >, >=, c (circa)

ECETOC Guidance

Results: ....ccceecnnnenn

Glossary:

L T T

inherently biodegradable

readily biodegradable

under test conditions no biodegradation
observed

other (see remarks)

Remarks:

Zahn-Wellens Test

3 h Biieiiti o% o biraiiieai i [
7 d Al alele aiea o R - [
. [- PN baswisanie [
e " - TR S bis s Covinnnnn .
. Aueiw s beveoo.. Coveennnns

glossary: <,
lower value
upper value

0o

GLP:

Glossary: yes, no, no data

Remarks:

In biodegradation tests a substance under investigation (the substrate) is
contained in a fixed amount of test medium and determined analytically as a
function of time (normally 28 days). Biodegradation 1is due to
microorganism inoculated from various sources (ECETOC 1983, T.R. No. 8;
“Biodegradation of Ready Biodegradability Tests: An Assessment of the
Present Status").

The Modified OECD Screening Test and the Modified AFNOR Test are a kind of
DOC Die Away Tests: Biodegradation of the test substance is measured by
following a decrease of initially added 20 or 40 mg/l dissolved organic

carbon (DOC). Regularly 1 Jliter test volume is incubated at room
temperature in a 2 liter Erlenmeyer flask and aerated by shaking.

In the Modified Sturmtest evolution of C0p during the mineralisation of the

test compound is quantitated within absorption vessels through which the
outcoming gas flushes.



3.6 In those cases where the COD and BODg are

available use the BODS5/COD ratio

BODg
Method: Year
Glossary: Directive B4/449/EEC C 8
ISO 5815
DIN 38409 part 51
DIN 38409 part 52
other (see remarks)
BODs: a b
Glossary: a; <, <=, =, >=, >, C
b; numeric value
CoD
Method: Year:
Glossary: Directive 84/449/EEC C 9
ISO DP 6060
DIN 38409 part 41
DIN 38409 part 43
other (see remarks)
COD: a b
Glossary: a; <, <=, =, >=, >, ¢
b; numeric value
Ratio BODs/COD: a b
Glossary: a; <, <=, =, >=, >, C
b; numeric value
GLP:
Glossary: yes, no, no data
Remarks:

CEC

References Nos

T
[T
LT

3.7 Biocaccumulation

Test substance:

CEC, OECD

References Nos

Glossary: as prescribed by 1.1 - 1.8
other

purity %

no data

Species:
Glossary:

ECETOC Guidance

3.6

3.7

COD and BODg

If only COD (Chemical Oxygen Demand) and BODg values (Biochemical Oxgen
Demand after 5 days) are available, give BODg/COD ratio and provide the
available reference(s) in suport. Chemicals with BOD values in the range
of 20% COD or even less need to be investigated further by biodegradation
tests.

The respirometric methods (e.g. Closed Bottle Test, Modified MITI Test and
the BODg Test) substantiate the oxidation process of the biodegraded

compound by recording the oxygen consumption during the test period.
Biodegradation is expressed as BOD5/COD ratio.

Bioaccumulation

Give the bioconcentration factor BCF (factor describing the relation
between the concentration of a chemical in water and it's concentration in
Additional
depuration kinetics, metabolism, correlation formulas of calculated values

the organism e&fter equilibration). information such as

should be given under ‘Remarks'.



Method: Year:

Glossary:

OECD Test Guide-line 305
OECD Test Guide-line 305
OECD Test Guide-line 305
OECD Test Guide-line 305
OECD Test Guide-line 305
Calculated (see remarks)
other (see remarks)

moow»

Remarks:

Bioconcentration Factor (log BCF)

Value: a...... Covvocenn

a: gleossary: <, <=, =, >, >=, ¢ (circa)
b: numerical value or lower value
C: upper value

GLP:

Glossary: yes, no, no data

Remarks:

3.8 Other remarks CEC, OECD
Remarks:

References Nos:

ECETOC Guidance

3.8 Other Remarks

Give any other relevant information which has not already been described
under previous headings of section 3.






~4 Fcotoxicity updated 30 September 1990

4.1 Toxicity to Fish (acute and prolonged) CEC, OECD

References Nos
Test substance:

Glossary: as prescribed by 1.1 - 1.8
other purity %
no data

ARRRN
T

Type:
Glossary:
static
semistatic
flow through
field observation
other

Species of fish
Glossary:

Alburnus alburnus
Brachydanio rerio
Carassius auratus
Cyprinodon variegatus
Carpinus carpio
Esox lucius
Fundulus heteroclitus
Gambusia affinis
Lepomis macrochirus
Leuciscus idus
Oryzias latipes
Petromyzon fluviatilis
Phoxinus phoxinus
Pimephales promelas
Poecilia (Lebistes) reticulata
Rasbora heteromorpha
Salro gairdneri
Salro trutta
other (see remarks)

1]
11
[

Methed: Year:
Glossary:
Directive 84/449/EEC, C.1
I50 7346/1-3
OECD Guide-line 203
other methods (see remarks)

Exposure peried a b
a: numerical value:
b: glossary: days: hours

ECETOC Guidance

4

1

Ecotoxicity

Common test methods for investigation of ecological data are prescribed in
Annex V of Council Directive 79/831/EEC of 18 September 1979, as laid down
in Commission Directives 84/449/EEC of 24 April 1984 and 87/302/EEC of 18
November 1987. These test methods are usually based on OECD Test
Guidelines. Please note test results according to these guidelines.
Results from test methods not standardised by normed guidelines should be
quoted under section 4.9.

Toxicity to Fish (acute and prolonged)

Indicate whether toxic effect on fish were -found. Give the results as
NOEC, LCO, LC50, LC100 and others together with the duration of the test
(in hours). If there is a range available indicate minimum and maximum.
Comments on a test e.g. use of dispersants/solvents, effect of pH on
toxicity, closed or  open test systems, evaluation of the
dose-response-curve, narcotic effects etc. should be given under "Remarks".
Provide all available references in support.



Unit of measurement

Glossary:
g/1
mg/1l
mmol/1
mol/1
ug/1l
umol/1

NOEC Fish - W bBeveeennne Crivennnnns
LCco Fish Bowvwnss beveeeann. Cevernnenn
LCS0 Fish A.vennes < J Coerennnan
LC100 Fish I S | = S Crivennnnns
..... Fish - QT < Cevenn e

a: glossary: <, <=, =, >, >=, ¢ (circa)

b: lower value
c: upper value

GLP:
glossary: yes, no, no data

Remarks:

4.2 Toxicity to daphnia and other aquatic
invertebrates (acute and prolonged) CEC, OECD

References Nos
Test substance:

Glossary: as prescribed by 1.1 - 1.8

other purity s
no data
Species
Glossary:

Artemia salina
Ceriodaphnia spec.
Daphnia magna
Daphnia pulex
Nitocra spinipes
other

Method: Year:
Glossary:
Directive B4/449/EEC, C.2
IS0 6341 15
OECD Guide-line 202
other methods (see remarks)

ECETOC Guidance

4.2 Toxicity to daphnia and other aquatic invertebrates (acute and prolonged)

Indicate whether toxic effects on daphnia or other invertebrates were
found. Give the results as NOEC, ECO, EC50, EC100 or other values together
with the duration of the test (in hours). If there is a range of values

indicate minimum and maximum.

Comments on a test e.g. use of dispersants/solvents, effect of pH on
toxicity, closed or open test system, evaluation of the
dose-response-curve, narcotic effects should be given under "Remarks".
Provide all available references in support.



Exposure period a b

a: numerical value:
b: glossary: days; hours

Unit of measurement

Glossary:
g/l
ng/1
mmol/1
nmol/1
ug/1
umol/1
NOEC agua inv A Galerahils b.vies . (=
ECO aqua inv [ P, D ey sinisinin s . G w i e ol
ECS0 aqua inv A, aeme w9 bowsine e vi S5 e pisde i
EC100 aqua inv Q. aiadis by b.ewsFin i Covnnnnnnn
seo.. agua inv Q.5 e na o Civie sisim i
a: glossary: <, <=, =, >, >=, ¢ (circa)
b: lower value
C: upper value
GLP:
glossary: yes, no, no data
Remarks:
4.3 “oxicity to algae CEC, OECD
Refgrences Nos
Test substance: [
Glossary: as prescribed by 1.1 - 1.8
other purity %
no data

Species of algae
Glossary:
Ankistrodesmus falcatus
Chlorella pyrenoidosa
Chlorella vulgaris
Microcystis aeruginosa

Phaeodactylum tricornutum

Scenedesmus quadricauda
Scenedesmus subspicatus

Selenastrum capricornutum

Skeletonema costatum
other

ECETOC Guidance

4.3 Toxicity to algae

Indicate whether toxic effects on algae were found. Give the results as
EC10, EC50, NOEC, LOEC and others together with the duration of the test
(in hours). If there is a range available, indicate min. and max.
Comments on a test e.g. use of dispersants/solvents, effect of pH on
toxicity, closed or open test system, evaluation of the
dose-response-curve, EC100, bleaching of algae, effects on photosynthesis,
substance incorporation into algal biomass should be given under "Remarks".

Provide all available references in support.



Method: Year:
Glossary:
Directive 87/302/EEC, ::rt C, p 89
ISO B6S2

OECD Guide-line 201
DIN 38412 part 9
other methods (see remarks)

Exposure period a b

a: numerical value:
b: glossary: days, hours

Unit of measurement

Glossary:
g/1
mg/1
mmol/1l
mol/1
ug/1
umol/1

EC10
ECS0
NOEC
LOEC
e algae Q.swwiss

algae - G b.........
algae - P b..eoe....
algae Bessons . ) <
algae Q. pimenne b.........
<

a: glossary: <, <=, =, >, >=,
b: lower value
c: upper value

GLP:

glossary: yes, no, no data

Remarks:

c (circa)

4.4 Toxicity to bacteria

Test suc. tance:

CEC,

References

Glossary: as prescribed by 1.1 - 1.8

other
no data
Species
Glossary:

Bacillus subtilus
activated sludge

purity

ARRERER
[T

activated sludge of an industrial sewage
activated sludge of a domestic sewage

Escherichia coli

Nocardia spec.
Photobacterium phoshoreum
Pseudomonas fluorescens

OECD

ARRRAREE

ECETOC Guidance

4.4 Toxicity to bacteria

Indicate whether toxic effects on bacteria were found. Give the résults as
ECI0, EC50 and others together with the duration of the test (in hours).
If there is a range available, indicate min. and max. Comments on a test
e.g. use of dispersants/solvents, effect of pH on toxicity, closed or open
test system, evaluation of the dose-response curve, should be given under

"Remarks". Provide all available references in support.



Pseudomonas putida
Salmonella typhmiurium
other
Method: Year:
Glossary:
Directive 87/302/EEC, part C, p 118
OECD Guide-line 209
DIN 38412 part 27
DIN 38412 part 8
ISO 8192
ETAD, Fermentation tube method
Fermentation tube method
(see remarks)
ISO 9509
other methods (see remarks)

Exposure period a b
a: numerical value:
b: glossary: hours, min

Unit of measurement

Glossary:
g/1
mg/1
nmol/1
nol/1l
ug/1
umol/1

EC10 micro org a....... b...... e S
EC50 micro org a...... - D..aeoows i Ciori v o
e TIiCro Org @.esess. b.aveas e i Soiti e

a: glossary: <, <=, =, >, >=, ¢ (circa)
b: lower value
C: upper value

GLP:
glossary: yes, no, no data

Remarks:
4.5 Chronic Toxicity to aquatic organism OECD
4.5.1 Chronic Toxicity to Fish OECD

References Nos

Test substance:

Glosszry: as prescribed by 1.1 - 1.8
other purity 3
no data

[T
[T
LT
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4.5.

1

Chronic toxicity to fish

Indicate whether chronic toxic effects on fish (growth rate,
reproduction rate) were found. Give the results as EC50, NOEC, LOEC and
others together with the duration of the test. If there is a range
available indicate min. and max. Comments on a test e.g; use of
dispersants/solvents, effect of PH on toxicity, closed or open test
system, evaluation of the dose-response-curve, narcotic effects etc.
should be given under "Remarks". Provide all available references in
support.






Growth length of fish (larve

ECS50 - PP | Y T it i atiine
NOEC. - N b aisaigat Crasinam.ns
LOEC. - W | - & vom wce i
..... - W, o Bix awiwsies

a: glossary: <, <=, =, >, »>=, ¢ (circa)

b: lower value
C: upper value

Results: Remarks:

GLP:

glossary: yes, no, no data

Remarks:

4.5.2 Chronic Toxicity to daphnia
invertebrates

Test substance:

and aguatic

References

Glossary: as prescribed by 1.1 - 1.

other purity %

no data

Species of daphnia

Glossary:
Artemia salina
Ceriodaphnia spec.
Daphnia magna
Daphnia pulex
Nitocra spinipes
other

8

[T
ARRRRR
[T

Method: Year:

Glossary:
OECD Guide-line 202, Part 2
other methods (see remarks)

Exposure period: a b

a: numerica. value:
b: glossary: days

Unit of measurement

Glossary:
g/1
mg/1
mmol/1l
mol/1
ug/1
umol/1

OECD

Nos

ECETOC Guidance

Chronic toxicity to daphnia and aquatic invertebrates

Indicate whether chronic toxic effects on daphnia or other aquatic
invertebrates (reproduction rate, mortality of parents) were found.
Give the results as EC50 (concentration with 50% effects), NOEC, LOEC
and others together with the duration of the test. If there is a range
available indicate min. and max. Comments on a test e.g. use of
dispersants/solvents, effect of pH on toxicity, closed or open test
system, evaluation of the dose-response-curve, should be given under
"Remarks”. Praovide all available references in support.



Reproduction rate

EC50 - U | = PR PR Cromi e

NOEC A.cnssna Dleasiavesinwe Crazasi #s

LOEC Ai.onere Biwsiaiaaines Clamin's
Q. .uwwes o P ok SO Cobomi i $iim

a: glessary: <, <=, =, >, >=, C
b: lower value
c: upper value

Unit of measurement

(circa)

ECETOC Guidance

Glossary:
g/l
rg/1
mmol/1
mol/1
ug/1
umol/1

Mortality of parents

EC50 [- .

a: glossary:

<, <=, =, >, »>=, ¢ (circa)

b: lower value
c: upper value

Results: Renarks:

GLP:

glossary: yes,

ne, no data

4.6 0 Toxicity to terrestrial organisms CEC, OECD

4.6.1 Toxicity to soil dwelling organisms

Test substance:

References Nos

Glossary: as prescribed by 1.1 - 1.8

other

purity 3

no data

4.6.1

Toxicity to soil dwelling organisms

Indicate whether toxic effects on soil dwelling organism were found.
Give the results as NOEC, LCO, LC50, LCI00 and others together with the
duration of the test. 1if there is a range available, indicate min. and
max. Comments on a test e.g. use of dispersants/solvents, effect of pH
on toxicity, closed or open test system, evaluation of the dose-response
Provide all available

curve, should be given wunder ‘“remarks".

references in support.



Type:
Glossary:
Filter paper
artificial soil
Species
Glossary:
Eisenia foetida
other
Method: Year:
Glossary:
OECD Guide~line, 207
Directive B7/302/EEC, part C, p 95
other
see (remarks)
Exposure period a b

a: numerical value:
b: glossary: days; hours

Unit of measurement

ECETOC Guidance

4.6.2 Toxicity to plants

Glossary:

g/1

mng/1

mmol/1

mol/1

ug/1l

umol/1l
NOEC terrestrial. org a...... beoooo.,. Cavetiness & s et
Lco terrestrial. org a....... Deooo.... G R .
LC50 terrestrial. org a....... booo.... i nn i
LC100 terrestrial. org a....... boooa... G nin e esa &
+++.. terrestrial. org a...... b.v..... i Svalens &

a: glossary: <, <=, =, >=, ¢ (circa)

b: lower value
C: upper value

GLP:

glossary: yes, no, no data

Remarks:

4.6.2 Toxicity to plants

Test substance:

References Nos

Glossary: as prescribed by 1.1 - 1.8

other
no data

purity

%

LT

Indicate whether toxic effects on plants were found. Give the results
as NOEC, EC50, LC50 or other values together with the duration of the
test., If there is a range of values, indicate min. and max. Comments
on a test e.g. use of dispersants/solvents, effect of PH on toxicity,
evaluation of the dose-response-curve, should be given under "Remarks".
Provide all available references in support.



Species

Glossary:
Category 1 Test species

Lolium perenne
Oryza sativa
Avena sativa
Triticum aestivum
Sorghum bicolor

Category 2 Brassica alba
Brassica napus
Raaphanus sativus
Brassica rapa
Brassica campestris
var, chinensis

Category 3 Vicia sativa
Phaseolus aureus
Trifolium pratense
trifolium ornitho-

podioides

Lactuca sativa
Lepidium sativunm
other

Method: Year:
Glossary:
OECD Guide-line, 208

other (see remarks)

Exposure period a b
a: numerical value:
b: glossary: days; hours

Unit of measurement

Glossary:

g/l

ng/1

nmol/1

nol/1

ug/1

umol/1
Category 1
NOEC terrt. plants a....... Devaaaas
ECO terre. plants a...... . | - SR
EC50 terre. plants a....... Diwnanwee
EC100 terre. plants a....... Bivivess
v.... terre. plants a....... o

ese.. terre. plants a...... . < Y —

rye-grass
rice

oat
wheat
sorghum

mustard

rape

radish

turnip

Chinese cabbage

vetch
mung bean
red clover
fenugreek

lettuce
cress
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Unit of measurement

Glossary:
g/1
mg/1
mmol/1
mol/1
ug/1
umol/1
Category 2
NOEC terrt. organism a....... Devsssiois C T e il
ECO terre. organism a....... biserwiaan Codbimurnnns
EC50 terre. organism a....... bissinssiiae o
EC100 terre. organism a....... | < C .o aariani.
«++.. terre. organism a....... R C. 5t aia.
++.... terre. organism a....... bisin ssss Comnnrn aeme
Unit of measurement
Glossary:
g/1
mg/1l
mmol/1
mol/1
ug/1l
umol/1
Category 3
NOEC terrt. organism a....... b.o..... .. Cralimifisa . i 403
ECO terre. organism a....... boswmismas Chslis il i ¥is
EC50 terre. organism a....... bramaiangry i Cuovinnnn
EC100 terre. organism a....... bo....... Cain s irvos &%
..... terre. organism a....... < Cai widiaiiald s s
-.... terre. organism a....... ba s s, Codbmnnnas
a: glossary: <, <=, =, >, >=, ¢ (circa)
b: lower value
C: upper value
GLP:
glossary: yes, no, no data
Remarks:
4.6.3 Other species (including avians) OECD
References Nos

Test substance:

Glossary: as prescribed by 1.1 - 1.8
other purity
no data

o

%

[T

|1

[

11
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4.6.3

Toxicity to other species (including avians)

Indicate whether toxic effects on birds were found. Give comments on a

test e.g. use of dispersants/solvents, effect of PH on toxicity,

evaluation of the dose-response-curve and application method under

"Remarks. Provide all available references in support.



Species:
Glossary:

Anas platyrhynchas

Colinnus virginianus

Colomba livia

Coturnix coturnix
japonica

Phasianus colchicus

Alectoris rufa

other

Method: Year:
Glossary:
OECD Guide-line 205
OECD Guide-line 206
other

Exposure period a b

(mallard duck)
(bobwhite quail)
(pigeon)
(Japanees gquail)

(ring necked pheasant)
(redlegged partridge)

a: numerical value:

b: glossary: days; hours

Unit of measurement

Glossary:
g/1
mg/1
mnol/1
nol/1l
ug/1
unol/1

NOEC terrestrial. org a....... | R Cuire, sTainta & .

LCO terrestrial. org a......
LC50 terrestrial. crg a......
LC100 terrestrial. org a......
..... terrestrial. org a......

a: glossary: <, <=, =,
b: lower value
c: upper value

Remarks:

, >=, C (circa)

GLP:

glossary: yes, no, no data

ECETOC Guidance
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4.7 Biological Effects Monitoring (including OECD
biomagnification)

Remarks:

References Nos

4.8 Biotransformation and Kinetics in
Environmental species

Remarks

References KNos

4.9 Other remarks CEC, OECD

Remarks:

References Nos

ECETOC Guidance

4.7

4.8

4.9

Biclogical Effects Monitoring

Describe the results of the studies e.9. on the predominant species in
certain ecosystems, monitoring of biological effects and biomagnification
(i.e. bioaccumulation through food chains and the environment). Give
information on organism, species or ecosystem studied, data on substance
analysed (e.g. CAS number and name), analytical method, effects monitored
(e.q. (e.q.
characteristics such as temperature, hardness).

eggshell), conditions water

suspended matter, pH,

thinning of monitoring

Soil/sediment characteristics such as content of organic carbon (%), clay
if available. If data is linked to

content (%) should be described

information in item 3.2, indicate the connection.

Specify the monitoring site and the route of contamination of the site.

Biotransformation and Kinetics in Environmental species

Describe the results of the studies on absorption, distribution, metabolism
and excretion of the chemical in environmental species. Give information
on species studied, data on substances including metabolites analysed (e.g.
CAS number and name), analytical methods, organs studied, mechanism of the
transformation and metabolism, kinetic data on metabolism or absorption and
excretion (e.g. half life), data on distribution among organs and effects
of the chemicals, if any. Data on concentrations of the parent chemical
should be reported in item 3.2. If the data reported here is 1inked to

information in item 3.2, indicate the connection.

Other Remarks

Give any other relevant information which has not already been described
under previous headings of section 4.
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5 Toxicity updated 30 September 1990
§.1 Acute Toxicity CEC, OECD
5.1.1 Acute oral Toxieity CEC, OECD
References Nos
Test substance: _— 5.1 Acute Toxicity
Glossary: as prescribed by 1.1 - 1.8
Othsrt. purity % The figures for the LDg; and LCgy should be inserted along with the species
no data
in which the estimates were made and references which substantiate the
. _— figures. Use one data set for each test.
Type a __ Species b
a: glossary: LD50, LDLo, LD100, LDO, other Range of values: if a range of values is obtained for a test, quote the
b: glossary: rat, mouse, rabbit, guinea pig,
Syrian hamster, Chinese hamster, lower and upper values
other
Method: Year: Remarks: where possible give further information (e.g. on test method, test
Glossary: OECD Guide-line, 401 results, dose response curve, other signs of toxicity, validity of the
Directive 84/449/EEC, B. 1
other (see remarks) test).
Remarks:-
Value a b c
a: glossary, <, <=, =, >, >=, ca.

b: numerical value
c: Unit of measure
glossary: mg/kg

Range of values: a b
a: lower value
b: upper value

Remarks:

GLP:
Glossary: yes, no, no data



§.1.2 Acute inhalation Toxicity

Test substance:

References Nos

Glossary: as prescribed by 1.1 - 1.8

other

no data

a: glossary:

b: glossary:

Methed:

Glossary: OECD Guide-line, 403

Species b
LC50, LC1oo0, LCLo, LCO, other
rat, mouse, rabbit, guinea pig,
Syrian hamster, Chinese hamster,

other

Year:

Directive 84/449/EEC, B. 2
other (see remarks)

Remarks:

Value a

b c

a: glossary, <, <=, =, >, >=, ca.
b: numerical value

c: Unit

of measure

glossary: mg/1

.Exposure time a

b

a: numerical value
b: glossary: hour

Range of values:

a: lower value
b: upper value

GLP:
Glossary: yes, no, no data
Remarks:
5.1.3 Acute dermal Toxicity CEC, OECD

Test substance:

References Nos

Glossary: as prescribed by 1.1 - 1.8

other

no data

ECETOC Guidance

CEC, OECD

No additional comments
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Type a Species b
a: glossary: LD50, LD100, LDLo, LDO, other

b: glossary: rat, mouse, rabbit, guinea pig,
Syrian hamster, Chinese hamster,

other
Method: Year:
Glossary: OECD Guide-line, 402
Directive B4/449/EEC, B. 3 No additional
other (see remarks)
Remarks:
Value a b c
a: glossary: <, <=, =, >, >=, ca.
b: numerical value
c: Unit of measure
glossary: mg/kg
Range of values: a b
a: lower value
b: upper value
Remarks:
GLP:

Glossary: yes, no, no data

5.1.4 Acute Toxicity (other routes of administration)

References Nos
Test substance:

Glcssary: as prescribed by 1.1 - 1.8
other purity 3
no data

Type a Species b

a: glossary: 1D50, LC50, LDLo, LCLo, LD10O,
1Cl00, LCO, LDO, other

b: glossary: rat, mouse, rabbit, guinea pig,
Syrian hamster, Chinese hamster,
other

Route of administration

Glossary: i.m. i.p., i.v., s.c., infusion, other,

comments



Method: Year:

Remarks:

Value a b

a: glossary: <, <=, =, >, >=, ca.
b: numerical value

Exposure time: a__
a: numeric value
b: glossary: hour

Unit of measurement
glossary: mg/kg, mg/l, other

Range of values: a b
a: lower value
b: upper value

Remarks:

GLP:

Glossary: yes, no, no data

5.2 Corrosiveness and Irr-:ation

5.2.1 8kin Irritation CEC, OECD

References Nos
Test substance:

Glossary: as prescribed by 1.1 - 1.8
other purity
no data

o\®

Species

glossary: rat, mouse, rabbit, guinea pig,
other, no data

Method: Year:
Glossary: OECD Guide-line, 404
Directive 84/449/EEC, B. 4
Draize-Test
Estimation
in vitro test
other (see remarks)

Remarks:

ECETOC Guidance

5.2 Corrosiveness and Irritation

Describe all available studies for the substance. Fill in one data set for

each study. Indicate the result of the test as a classification specified

in the glossary. Give any further information necessary to clarify the
results.(See ECETOC 1988 Monograph No 11, Eye Irritation and ECETOC 1990
Monograph No 15, Skin Irritation).

5.2.1

5.2.2

Skin Irritation

Eye Irritation

Indicate whether data are available to show that the substance is an
irritant or free from irritant properties. Where irritancy has been
demonstrated in eyes or on skin this should be indicated. Where data
are equivocal this should be indicated by writing ambiguous. References
should be given to support these facts.



Classification (see 1.16):

Glossary: highly corrosive (causes severe burns),
corrosive (causes burns), irritating, not irritating

Remarks:

ECETOC Guidance

GLP:
Glossary: yes, no, no data

5.2.2 Eye Irritation

Test substance:

CEC, OECD

References Nos

Glossary: as prescribed by 1.1 - 1.8
other

no data

Species
Glossary: rat, mouse, rabbit, guinea pig,
other, no data
Method: Year:

Glossary: OECD Guide-line, 405

Directive B4/449/EEC, B. 5

Praize~Test
other (see remarks)

Remarks:

Classification (see 1.16):

Glossary: risk of serious damage to eyes,

irritating, not irritating

GLP:
Glossary: yes, no, no data

5.3 Sensitization

Test substance:

CEC, OECD

References Nos

Glossary: as prescribed by 1.1 - 1.8
other

no data

5.3 Sensitisation

Indicate whether data are available to show that the substance is capable
of inducing allergic sensitisation. Where data are equivocal (e.g.
substance causes sensitisation in some animals but no evidence of
sensitisation in exposed human subjects provide all available references in
support. (See ECETOC 1990 Monograph No 14, Skin Sensitisation Testing).



Type a

other,
no data
Species:
Glossary:
human, other
Method: Year:

Species b

a: glossary:

Guinea pig maximation test,

Split ad-avant test,
Freund c =plete adjuvant test,
Mouse ear swelling test,

Buehler test,

Patch test,

Intracutaneus test,
Mouse local lymphnode assay,
Skin painting test,

Draize test,

Open epicutaneous test,
Mauer optimisation test,

Glossary: OECD Guide-line, 406

Directive 84/449/EEC, B.

other (see remarks)

Remarks:

6

rat, mouse, rabbit, guinea pig,

Overall result:

Remarks:

Glossary: ambiguous
sensitizing
not sensitizing

GLP:

Glossary: yes, no,. no data

5.4 Repeated Dose Toxicity

Test substance:

CEC, OECD

References Nos

Glossary: as prescribed by 1.1 - 1.8

other

no data

ECETOC Guidance

5.4 Repeated dose toxicity (subacute)

Exposure period: give the duration of treatment (e.g. 28 days, 90 days)

Interval of application: give the frequency of treatment (e.g. for
inhalation studies: 6 hours per day / 7 days per week).

Postexposure observation period: give the duration of the postexposure
observation period, if any (e.g. 14 days).

Doses: give the dose level and number of animals for each test group.



Species a Strain b
a: glossary: rat, mouse, rabbit, guinea pig, dog,
hen, mammal, monkey,
b: glossary: Sprague-Dawley, Wistar, Fischer 344,
Beagle, other, no data
Sex a Route of administration b
a: glossary: male, female, male/female, no data
b: glossary:
feed
infusion
gavage
drinking water
dermal
i.m.
i.p.
i.v.
inhalation
oral
s.c.
other
Method: Year:
Glossary:
OECD Guide-line, 407
OECD Guide-line, 408
OECD Guide-line, 409
OECD Guide-line, 410
OECD Guide-line, 411
OECD Guide-line, 412
OECD Guide-line, 413
Directive 84/449/EEC, B.
Directive 84/449/EEC, B.
Directive 84/449/EEC, B.
Directive 87/302/EEC Part
Directive 87/302/EEC Part
Directive 87/302/EEC Part
Directive 87/302/EEC Part
Directive 87/302/EEC Part
other (see remarks)
Remarks:

Syrian hamster, Chinese hamster,

B6C3F1, CD-1, Strain A, NMRI, C3H,
Swiss, Himalayan, New Zealand white,

7
8
9

other

'‘v'oo oo

8
12
16
20
27
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Exposure period

Interval of application

Postexposure observation period

Doses

Control

group

Glossary: yes, no, further information (see

remarks), no data



NOEL a b

LOEL a b

a: numeric value

b: glossary: mg/kg bw, mg/l

c: glossary: day

Results:
Remarks:
GLP:
Glossary: yes, no, no data
5.5 Genetic toxicity in vitro CEC, OECD

Test substance:

References Nos

Glossary: as prescribed by 1.1 - 1.8

other

g
c
H
[oN
f'fl

>
o8

no data

Type:

Bacterial gene mutation assay
Ames test
Salmonella typhimurium
reverse mutation assay,
Escherichia coli reverse
mutation assay,
Mammalian cells gene mutation
assay
HGPRT assay
Mouse lymphoma assay
Cytogenetic assav
DNA damage and r<pailr assay
Sister chromatid exchange
assay,
Unscheduled DNA synthesis
Bacillus subtilis
recombination assay
Yeast gene mutation assay
Gene mutation in
Saccharomyces cervisiae,
Mitotic recombination in
Saccharomyces cervisiae
Yeast cytogenetic assay
other

ECETOC Guidance

5.5 Genetic Toxicity In Vitro

System of testing: specify the test system used e.g.
mutation assays give full identification of bacteria
Specify cell-Tines or cell types.

Remarks: where necessary give further information (e.g.

test results, cytotoxic effects, validity of the test).

for bacterial gene
and strains used.

on test method,



Method:
Glossary:
OECD Guide-line,
OECD Guide-line,
OECD Guide-line,
OECD Guide-line,
OECD Guide-line,
OECD Guide-line,
OECD Guide-line,
OECD Guide-line,

Year:

471
472
473
476
479
480
481
482

Directive B4/449/EEC, B. 10
Directive B4/449/EEC, B. 13
Directive 84/443/EEC, B. 14
Directive 87/302/EEC
Directive 87/302/EEC
Directive 87/302/EEC
Directive 87/302/EEC
Directive 87/302/EEC
Directive 87/302/EEC
other (see remarks)

System of testing

Part
Part B
Part B
Part B
B
B

o

L
r

Part
Part

~ % = o~

55

61
64

73

‘To 'y oo™
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Metabolic activation

Glossary: with, without, with and without,

ne data
Results
Glossary: ambiguous
negative
positive
Remarks:
GLP:

Glossary: yes, no, no data
5.6 Genetic toxicity in vive

Test substance:

Glossary: as prescribed by 1.1 - 1.8

other

no data

CEC, OECD
References Nos
purity %

5.6 Genetic Toxicity In Vivo

Exposure period: give the duration of treatment.
Doses: give the dose level and number of animals for each test group.

Results: state, if possible, whether the overall result is positive,
negative or  ambiguous. State  if the test substance  produced
statistica]ly-significant, dose-related mutagenic  effects, Report
experimental observations where relevant including signs of toxicity, time
of sacrifice (e.g. for the rodent dominant lethal test).

Remarks: give further information (e.g. on test method, test results,
validity of the test, comparisons with in vitro results),



Type:

Species:

Strain:

Method:
Glossary: OECD Guide

QOECD Guide
OECD Guide
OECD Guide
OECD Guide
OECD Guide
OECD Guide
Directive
Directive
Directive
Directive
Directive
Directive
Directive
other (see

Sex

Dominant lethal assay,
Micronucleus assay,

Sister chromatid exchange assay,
Unscheduled DNA synthesis,
Heritable translocation assay,
Somatic mutation assay,
Drosophila SLRL test,

Mouse spot test,

Cytogenetic assay,

Mammilian germ cell cytogenetic
assay,

Inhibition of DNA-Synthesis
other, no data

rat, mouse, rabbit, guinea pig,
syrian hamster, Chinese hamster,
mammal, Drosophila melanogaster,
other

Sprague-Dawley, Wistar, Fischer
344, B6C3F1l, CD-1, Strain A,
NMRI, C3H, Swiss, Himalayan, New
Zealand white, other, no data

Year:
-line, 474
-line, 475
-line, 477
-line, 478
-line, 483
-line, 484
-line, 485

84/449/EEC, B. 11

84/449/EEC, B. 12

87/302/EEC Part B, p 71
87/302/EEC Part B, p 76
87/302/EEC Part B, p 79
87/302/EEC Part B, p 82
87/302/EEC Part B, p 85

remarks)

Glossary: male,

Route of administration

female, male/female, no data

Glossary:
feed
infusion
gavage
drinking w
dermal
i.m.
i.p.
i.v.
inhalation
oral
s.cC.
other

Exposure period:

ater

10
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Doses:

Results:

Remarks:

GLP:

Glossary: yes, no, no data

5.7 Carcinogenicity CEC, OECD

References Nos
Test substance:

Glossary: as prescribed by 1.1 - 1.8
other purity %
no data

Species a Strain b

a: glossary: rat, mouse, rabbit, guinea pig, dog,
Syrian hamster, Chinese hamster,
mammal, monkey, other

b: glossary: Sprague-Dawley, Wistar, Fischer 344,
B6C3F1, CD-1, Strain A, NMRI, C3H,
Swiss, Himalayan, New Zealand white,
Beagle, other, no data

Sex a Route of administration b
a: glossary: male, female, male/female, no data
b: glossary:
feed
infusion
gavage
drinking water
dermal
1.m.
i.p.
i.v.
inhalative
oral
s.c.
implantation
other
Method: Year:
Glossary:
OECD Guide-line, 451
OECD Guide-line, 453
Directive 87/302/EEC Part B, p 32
Directive 87/302/EEC Part B, p 37
other (see remarks)

ECETOC Guidance

5.7 Carcinogenicity

Exposure period: give the duration of treatment (e.g. 2 years).

Interval of Application: give the frequency of treatment (e.g. for
inhalation studies: 6 hours per day/7 days per week).

Postexposure observation period: give the duration of the postexposure
observation period, if any (e.g. 14 days).

Doses: give the dose level and number of animals for each test group.

Results: Give a summary of the test results including clinical findings,
haematology, pathology. Report adverse effects in treated groups compared
to control groups. Tumour incidence in treated groups should be compared to
control group incidence. Relate increased incidence of tumour types in
treated groups to dose Tevel, site of effect, sex. Include any other
relevant  information on carcinogenic  action €.9. pre-neoplasia,
hyperplasia. Indicate other data which may influence tumour formation e.g.
bodyweight changes, haematology. Ensure that tumour types and their sites
are clearly identified. Make an overall assessment of carcinogenic
potential. When the result is inconclusive, state the reasons.

Remarks: where hecessary give additional information on the test method,
results etc. Refer to any information on mechanisms of action and
metabolic or pharmokinetic data relevant to carcinogenic activity. (See
ECETOC 1986), Technical Report No 21, 'A Guide to Classification of
Carcinogens, Mutagens and Teratogens under the VI Amendment) .



Remarks:

Exposure period
Interval of application

Postexposure observation period

Doses

Control group

Results:

Remarks:

remarks), no data

Glossary: Yes, no, further information (see

GLP:

Glossary: yes, no, no data

5.8 Toxicity to Reproductien

Test substance:

CEC, OECD

References Nos

Glossary: as prescribed by 1.1 - 1.8

Method:

other

no data

Year:

Glossary:

Type:

OECD Guide-line, 415

OECD Guide-line, 416

Directive 87/302/EEC Part B, p 43
Directive 87/302/EEC Part B, p 47
other (see remarks)

Glossary: Fertility,

One generation study,
Two generation study,
other

12
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5.8 Toxicity to Reproduction

Premating exposure period: give the duration of the dosing period prior to
the mating period for males and females and if possible the age of the
animals at the start of dosing (e.g. ten weeks dosing for male rats
starting at 6 weeks old).

Duration of the test: give the total duration of the test including the
premating exposure period.

Doses: give the dose level and the number of animals in each test group.
Give the frequency of treatment (e.g. for inhalation studies: 6 hours per
day / 7 days per week).

NOEL Parental: if possible give the no observable effect level for parental
males and females.

NOEL F1 Offspring: if possible give the no observable effect exposure level
for Fl-generation animals.

NOEL F2 Offspring: if possible give the no observable effect exposure Jevel
for F2 generation animals.

Test results: give a summary of test results. Include clinical data (e.g.
body weight, food consumption, clinical examination, examination of litters
and litter size) and post-mortem examination (e.g. gross pathology,
of the test
substance and the incidence and severity of abnormalities, body weight
fertility

abortions, corpora lutea, pup weights, other survival indices (e.g. live

histopathology). Report relationships between the dose

changes, effects on mortality, index (pregnancies/mating),

birth index) and other toxic effects. Note where abnormalities occur at
treatment levels lower than those toxic to the mothers. (See ECETOC 1986,
Technical Report No 21 'A Guide to the Classification of Carcinogens,
Mutagens and Teratogens under the VI Amendment'.
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Species a Strain b
a2: glossary: rat, mouse, rabbit, guinea pig,
Syrian hamster, Chinese hamster,
other

b: glossary: Sprague-Dawley, Wistar, Fischer 344,
B6C3F1, CD-1, Strain A, NMRI, C3H,
Swiss, Himalayan, New Zealand white,
other, no data
Sex a Route of administration b

a: glossary: male, female, male/female, no data

b: glossary:
feed infusion
gavage drinking water
dermal i.m.
i.p. i.v.
inhalation oral
s.c. other

Premating exposure period: male
female

Duration of the test:

Doses:

Control group
Glossary: yes, no, further information (see
remarks), no data

Remarks:

NOEL Parental: a b c
NOEL Fl Offspring: a b c
NOEL F2 Offspring: a b c

a: numeric value
b: glossary: mg/kg bw/day, mg/l/day
c: other

Test results:

GLP:

Glossary: yes, no, no data



5.9 Developmental Toxicity /Teratogenicity

References Nos
Test substance: _

|
]

Glossary: as prescribed by 1.1 - 1.8

other purity
Method: Year:
Glossary
OECD Guide-line, 414
Directive 87/302/EEC Part B, Page 24
other (see remarks)
Remarks:

Species a Strain b )
a: glossary: rat, mouse, rabbit, guinea pig,
Syrian hamster, Chinese hamster,
other

b: glossary: Sprague-Dawley, Wistar, Fischer 344,
B6C3F1, CD-1, Strain A, NMRI, C3H,
Swiss, Himalayan, New Zealand white,
other, no data

Route of administration

Glossary:
feed infusion
gavage drinking water
dermal i.m.
i.p. i.v.
inhalation oral
S.C. no data
other

Duration of test

Exposure period

Interval of application

Doses

Control group :
Glossary: yes, no, no data, further information
(see remarks), no data
Remarks:

14
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5.9

Developmental Toxicity/Teratogenicity

Duration of the test - Give the day of gestation (with day 0 being defined
as the day on which a vaginal plug and/or sperm was observed) on which the
dams were sacrificed or, for certain developmental studies, the age of the
pups when killed.

Exposure period: give the period of gestation over which dams were exposed
to the test compound (e.g. days 6-15 where day 0 is the day on which
vaginal plug and/or sperm are observed).

Interval of application: give the frequency of treatment (e.g. for

inhalation studies: 6 hours per day/7days per week).

Doses: give the dose level and the number of animals in each test group (if

appropriate indicate any treatment of male animals).

NOEL Maternal Toxicity: if possible give the no observable effect exposure
level for maternal animals.

NOEL Teratogenicity: if possible give the no observable effect exposure
level for teratogenic effects.

Test results: give a summary of test results. Include clinical data (e.g.

body weight, food consumption, clinical signs and mortality) and
post-mortem examination of reproductive organs (e.g. gross pathology,
number of corpora lutea, embryonic or fetal death, morphological

examination of fetuses). Give information about fetal data (e.g. live/dead

soft tissue and skeletal defects),. Indicate the type of abnormalities
observed (e.g. cleft palate, fused ribs, hydrocephalus etc.). Note where

lower than those toxic to the
Report No 21, 'A Guide to the

Mutagens the VI

abnormalities occur at treatment levels
(See ECETOC 1989,
Classification

mothers. Technical

of Carcinogens, and Teratogens under

Amendment').



T T

- Value

glossary other
NOEL Maternal Toxicity: a b c
NOEL Teratogenicity: a b c
a: numeric value
b: glossary: mg/kg bw/day, mg/l/day
c: other
Test results:
Remarks:
GLP:
Glossary: yes, no, no data
5.10 Other relevant information CEC, OECD
(e.g. Toxicodynamics, Immunotoxicity, Neurotoxicity

etc)

Remarks:

5.11 Experience with Human Exposure

CEC, OECD

(including Biological Monitoring) Give full
Description of Study Design, Effects of Accidental
or Occupational Exposure, Epidemiology.

References Nos

6 List of References

b

reference No

auther(s)
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5.10 Other Relevant Information

Remarks: provide references to information on other toxic effects produced
by the substance in animals or man. Give short déscription of study design
and observed effects including the NOEL. Indicate any differences or

similarities between animal species and man.

5.11 Experience with Human Exposure

Provide references to experimental studies on man and clinical and
epidemiological studies on the substance. In a summary comment, giving
reference where possible, on the strengths and weaknesses of the studies.
Note whether exposure was to the substance alone; where not, the other

substances should be noted.





