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1. Purpose/Aim

This document provides justification for including a substance in the rolling action plan
(RAP) under Atrticle 44 of UK REACH.
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2. ldentity of the substance

2.1 Ildentifiers of the substance

EC name: N-butylbenzenesulphonamide
IUPAC name: N-butylbenzenesulphonamide
CAS no.: 3622-84-2
EC no.: 222-823-6
Index number in GB Mandatory Not listed
Classification and Labelling® (MCL) list:
Molecular formula: C10H15NO2S
Ir\({li(rj]lge;::ular weight or molecular weight 2133
BBSA
Synonyms/Trade names?: z;lll?)a;ol BBS

Type of substance:

mono-constituent

Structural formula:

/—/7I2H3
Il

5 — NH

[

1 GB Mandatory Classification and labelling list; UK mandatory classification and labelling and self-

classification - Chemical classification (hse.gov.uk)

2 ECHA dissemination website: Registration Dossier - ECHA (europa.eu) [accessed February 2023]



https://www.hse.gov.uk/chemical-classification/classification/harmonised-classification-self-classification.htm
https://www.hse.gov.uk/chemical-classification/classification/harmonised-classification-self-classification.htm
https://echa.europa.eu/registration-dossier/-/registered-dossier/13402
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2.2 Similar substances/grouping possibilities

There is no evidence to indicate that a grouping approach would aid this evaluation.
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3. Hazard information (including
classification)

3.1 Classification in the GB Mandatory Classification and

Labelling List

The substance is not currently listed in the GB Mandatory Classification and Labelling
(MCL) list and no proposals to add the substance are planned.

3.2 Harmonised classification in Annex VI of EU CLP

The substance is not listed in Annex VI of EU CLP and no proposals to add the substance

are planned.

3.3 Self-classification

There is one registration for the substance under UK REACH; a New Registration of an
Existing Substance (NRES)3.

e There is no information on self-classification in the NRES UK REACH dossier.

 Self-classification in the ECHA C&L Inventory*

The following hazard classes have been included in notifications:

Not classified
Aquatic Chronic 3
STOT SE 2
STOT RE 2
STOT RE 2
STOT RE 2
STOT RE 2
STOT RE 2
STOT RE 2

H412

H371 (Central nervous system)

H373 (Liver, kidney, reproductive organs) (oral exposure)
H373 (Liver)

H373 (Liver, reproductive organs) (oral exposure)

H373 (Organs)

H373 (Respiratory tract)

H373

3 UK REACH registration of a substance made after 31st December 2020 for which there is an existing
equivalent registration under EU REACH made before 1st January 2021

4 ECHA Classification and Labelling Inventory; C&L Inventory - ECHA (europa.eu)
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https://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
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Acute Tox. 3 H331
Acute Tox. 4 H302
Acute Tox. 4 H312
Skin Irrit. 2 H315
Eye Irrit. 2 H319
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4. Information on (aggregated) tonnage
and uses

4.1 Aggregated tonnages

Transitional registration arrangements are currently in place under UK REACH. The
information presented in this section is based on that currently provided in the UK REACH
registration dossier and will be verified in discussions with the registrant(s) during the
evaluation.

There is one UK REACH registration for the substance at = 1000 tonnes per year.
According to the ECHA dissemination site®, the amount manufactured and/or imported into
the European Union (EU) is in the range of 1000 — 10,000 tonnes per year.

4.2 Uses

The following use types are currently identified in the UK REACH registration dossier:

Use Type Use identified
Industrial Yes
Professional No

Consumer Yes

Closed System No

The following uses are identified in the UK REACH registration dossier:
1. Manufacture of the substance (N-butylbenzenesulphonamide)

2. Formulation or re-packing:
e Compounding in plastics (polyamide)

5 Information on substances registered under EU REACH: https://echa.europa.eu/information-on-
chemicals/registered-substances
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https://echa.europa.eu/information-on-chemicals/registered-substances
https://echa.europa.eu/information-on-chemicals/registered-substances
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3. Uses at industrial sites

e Conversion to plastics (polyamide)

e Manufacture of plastic products including compounding and conversion

e General manufacturing, e.g. machinery equipment, vehicles, other transport
equipment

4. Service life & waste
e Use of vehicles (machinery, mechanical appliances, electrical/electronic articles)
e Use of plastic articles



Justification for inclusion of a substance in the UK REACH RAP — N-butylbenzenesulphonamide
EC: 222-823-6, CAS: 3622-84-2
Date: May 2023 — Version 1.3

5. Justification for the selection of the
candidate substance

5.1 Legal basis for the proposal

In accordance with Article 44(1) of UK REACH, the substance meets the following criteria
for inclusion on the RAP:

Selection Criteria Met:

CMRS® No
Sensitiser’ No
Endocrine disrupter® No
PBT/vPvB?® No
Substances that are suspected to be Yes

persistent, and for which environmental
monitoring data or screening laboratory
data (such as organic-water partitioning
coefficient) indicate the likelihood of
widespread distribution in the environment

High (aggregated) tonnage (> 1000 tonnes |Yes
per year)

Exposure information Yes

6 CMR: known or suspected (e.g., based on structural similarities) carcinogenic and/or mutagenic and/or
reprotoxic properties.

7 Known or suspected (e.g., based on structural similarities) skin and/or respiratory sensitisers.

8 Known or suspected (e.g., based on reproductive effects and/or structural similarities) endocrine disruptors.
9 PBT: Known or suspected Persistent, Bioaccumulative and Toxic. vPvB: known or suspected very
Persistent and very Bioaccumulative.

9
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5.2 Initial grounds for concern to be clarified under substance
evaluation

Hazard based concerns

Information from the ECHA dissemination website'® shows that acute aquatic ecotoxicity
data indicating toxicity are available but there are no chronic ecotoxicity data. Those
endpoints are waived under EU REACH based on the registrant’s Chemical Safety
Assessment as the current assessment calculates RCRs to be less than 1.

The substance is confirmed to be very persistent based on the results of an OECD TG 309
study??, which estimated the environmental half-life in water to be 858 days at 25 °C.

The EU REACH registration included self-classification as STOT-RE 2, but this was later
removed following the conduct of a sub-chronic (90-day) oral toxicity study. As
classification as STOT RE 2 meets the Annex 8 criteria for “Toxic’ (T), an assessment of
available human health data is considered appropriate.

Adsorption-desorption data are waived in the EU REACH registration as indicated on the
ECHA dissemination website® as the log Kow is low (log Kow = 2.01). This log Kow value
suggests that the substance is likely to be mobile in the environment.

Exposure/risk based concerns

The substance is widely detected in contemporary semi-quantitative monitoring of English
ground and surface waters'!. According to the information currently present in the UK
REACH registration, N-butylbenzenesulphonamide has a wide dispersive indoor and
outdoor use in long-life articles and materials with low release.

Based on the substance being registered at = 1000 tonnes per year under UK REACH, a
high volume of the substance could be manufactured/imported into the UK which could
impact exposure to the environment.

10 Reqistration Dossier - ECHA (europa.eu) [accessed February 2023]

11 E.g. Spurgeon, David. 2021. Worst-case ranking of organic substances detected in groundwater and
surface waters in England. Wallingford, UK Centre for Ecology & Hydrology, 96pp. (UKCEH Project no.
07514) (Unpublished)
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5.3 Other completed/ongoing regulatory processes in GB that
may affect suitability for substance evaluation

Regulatory Process Action

Dossier Evaluation No action
Annex 15 — SVHC identification No action
Annex 14 - Authorisation No action
Annex 17 - Restriction No action
Plant Protection Products Regulation No action
Biocidal Products Regulation No action
Other No action

5.4 Preliminary indication of information that may need to be
requested to clarify the concern

1. Long-term aquatic toxicity testing to provide fuller characterisation of environmental
hazard

2. Adsorption-desorption testing to provide an accurate value for the environmental
exposure assessment

3. Further information on exposure and use

4. Targeted environmental monitoring of emissions at different life-cycle stages
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Further information
This publication is available on the HSE website.
© Crown copyright If you wish to reuse this information visit

the HSE website for details.
Published by the Health and Safety Executive



https://www.hse.gov.uk/coronavirus/assets/docs/good-ventilation-a-summary.pdf
https://www.hse.gov.uk/



