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ANNEX 15 — IDENTIFICATION OF 6-[(C10-C13)-ALKYL-(BRANCHED, UNSATURATED)-2,5-DIOXOPYRROLIDIN-1-
YLJHEXANOIC ACID AS SVHC

1. Proposal

Substance name: 6-[(C10-C13)-alkyl-(branched, unsaturated)-2,5-dioxopyrrolidin-
1-yllhexanoic acid

EC number: 701-118-1
CAS number: 2156592-54-8

The substance is proposed to be identified as a substance meeting the criteria of Article 57
(c) of UK REACH owing to its classification in the hazard class toxic for reproduction
category 1B".

Summary of how the substance meets the criteria set out in Article 57 of UK REACH

6-[(C10-C13)-alkyl-(branched, unsaturated)-2,5-dioxopyrrolidin-1-yllhexanoic acid is
included in the GB Mandatory Classification and Labelling (MCL) list. It is covered by the
entry with index number 607-764-00-X and classified in the hazard class toxic for
reproduction category 1B (H360FD: May damage fertility. May damage the unborn child).

' Classification in accordance with section 3.7 of Annex | to the retained Regulation (EC) No 1272/2008 as
amended for Great Britain (hereinafter referred to as GB CLP).
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2. Justification

2.1 Identity of the substance and physical and chemical

properties

2.1.1 Name and other identifiers of the substance

Table 1: Substance identity

EC number: 701-118-1

EC name: 6-[(C10-C13)-alkyl-(branched, unsaturated)-
2,5-dioxopyrrolidin-1-yllhexanoic acid

CAS number: 2156592-54-8

IUPAC name: 6-[(C10-C13)-alkyl-(branched, unsaturated)-

2,5- dioxopyrrolidin-1-yllhexanoic acid

Index number in GB MCL List:

607-764-00-X

Molecular formula:

Not applicable — UVCB?

Molecular weight range:

Not applicable — UVCB

Synonyms:

Tetra-PSCA

(Tetrapropenylsuccinimido)-caproic acid

Structural formula:

See image 1 below

Substance type:

uvCB

Data source: EU Annex XV report (

ECHA, 2024).

2 Substances of Unknown or Variable composition, Complex reaction products or Biological materials
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https://echa.europa.eu/documents/10162/1929e576-a9c7-afe1-fb8b-96c48045a46b
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Other chemical identifiers may also be in scope of this proposal, having also been used to
identify the UVCB substance and would be covered by this proposal. For example, 1-
pyrrolidinehexanoic acid, 2,5-dioxo-3-(tetrapropenyl)- (CAS: 1424148-99-1), which is
considered covered by this proposal.

2.1.2 Composition of the substance

6-[(C10-C13)-alkyl-(branched, unsaturated)-2,5-dioxopyrrolidin-1-yllhexanoic acid is a
UVCB with a combination of constituents, including a 6-(2,5-dioxopyrrolidin-1-yl)hexanoic
acid moiety with varying aliphatic substituents (R) on the pyrrolidine ring (refer to image 1
below as an illustration). It is noted that whilst the name refers to the range C10-C13,
constituents with carbon number outside that range may in addition be present in the
composition (ECHA, 2024).

Image 1: structural formula (source ECHA, 2024)

R = C1o0-13 (branched, unsaturated)

2.1.3 Identity and composition of degradation products/metabolites relevant for the
SVHC assessment

Not relevant for the identification of the substance as a SVHC in accordance with Article
57 (c) of UK REACH.

2.1.4 Identity and composition of structurally related substances (used in grouping
or read-across approach)

Not relevant for the identification of the substance as a SVHC in accordance with Article
57 (c) of UK REACH.

2.1.5 Physicochemical properties

Not relevant for the identification of the substance as a SVHC in accordance with Article
57 (c) of UK REACH.
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2.2 Mandatory classification and labelling

Table 2: Mandatory classification in the GB MCL list

Index |International EC CAS No |GB MCL list Classification Aligned
No Chemical No with EU
Identification CLH2
Hazard Class Hazard Y/N
and Category statement
Code(s) code(s)
607- |6-[(C10-C13)- [701- |2156592-|Repr. 1B H360FD Y
764- |alkyl- 118-1 |54-8
00-X |(branched, Eye Irrit. 2 H319
unsaturated)-
2,5-
dioxopyrrolidin-
1-yllhexanoic
acid

aEU CLH is harmonised classification and labelling in accordance with Regulation (EC) 1272/2008

2.3 Human health hazard assessment

Please see Section 2.2 (Mandatory classification and labelling).

2.4 Conclusions on the SVHC properties

241 CMR assessment

6-[(C10-C13)-alkyl-(branched, unsaturated)-2,5-dioxopyrrolidin-1-yllhexanoic acid is
covered by the entry with index number 607-764-00-X in the GB MCL list and is classified
in the hazard class toxic for reproduction category 1B (H360FD: May damage fertility. May
damage the unborn child).

Therefore, the substance satisfies the criterion in Article 57 (c) of UK REACH.



ANNEX 15 — IDENTIFICATION OF 6-[(C10-C13)-ALKYL-(BRANCHED, UNSATURATED)-2,5-DIOXOPYRROLIDIN-1-
YLJHEXANOIC ACID AS SVHC

3. Information on use, exposure and
alternatives

3.1 UK and EU REACH registration status and tonnage

The substance is not registered under UK REACH and no Downstream User Import
Notifications (DUINs?3) have been submitted.

Under EU REACH, the substance is registered in the 10 - 100 tpa range®.

3.2 General description of uses and exposure

6-[(C10-C13)-alkyl-(branched, unsaturated)-2,5-dioxopyrrolidin-1-yllhexanoic acid is
manufactured in the EU and used in lubricants, greases, release products and metal
working fluids. Consumer uses are not included in the EU REACH registration (ECHA
2024).

3.3 Alternatives

ECHA, 2024, notes that the substance belongs to the group of 2,5 dioxo-pyrrolidin
hexanoates, all of which have structural similarity and are classified in the hazard class
toxic for reproduction category 1B (H360FD; May damage fertility. May damage the
unborn child). The other substances in the group include ‘penta-PSCA’ (EC 701-162-1)
and penta-PSCA Na-TEA (EC 701-271-4).

ECHA, 2024 also notes that a variety of substitutes appear to be available or under
research for the uses in hydraulic fluids, lubricants, greases and metal working fluids but
suitability would depend on the intended formulation to be substituted.

3 GB-based companies who imported substances from EU-based suppliers before UK REACH became law
on 1 January 2021 had no EU REACH registration obligations as they were classed as Downstream
Users (DUs). As they are now importers from outside of GB, they may have registration obligations under
UK REACH. However, a transitional measure allows former DUs to suspend the registration until one of
three deadlines (depending on tonnage and hazard). Where the identity of these imported substances
was known, they could be included in a Downstream User Import Notification (DUIN) submitted to the
Agency.

4 ECHA Chemicals database; ECHA CHEM https://chem.echa.europa.eu/
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3.4 Additional information

No additional information available.
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Agency, the HSE

CLP

DUIN

ECHA

EU

HSE

MCL

REACH

SVHC

uvCB

Classification, labelling and packaging
Downstream User Import Notifications
European Chemicals Agency
European Union

Health and Safety Executive
Mandatory Classification and Labelling

Registration, Evaluation, Authorisation and Restriction of Chemicals
regulation

Substance of very high concern

Substances of Unknown or Variable composition, Complex reaction products
or Biological materials









Further information

This publication is available on the HSE website here.
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