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THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,
Having regard to Regulation (EC) No 1907/2006 of the European Parliament and of the
Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending
Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission
Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission
Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC1, and in particular Article
64(8) thereof,
Whereas:
(1)

Trichloroethylene (TCE) is listed in Annex XIV to Regulation (EC) No 1907/2006 and
therefore subject to the authorisation requirement referred to in Article 56(1) of that
Regulation.

(2)

An application for authorisation was submitted by the companies A.L.P.A.-Azienda
Lavorazione Prodotti Ausiliari S.P.A. and Caffaro Industrie S.P.A. (‘the applicants’)
on 16 October 2014 in accordance with Article 62 of Regulation (EC) No 1907/2006
for the use of TCE as a solvent in the synthesis of vulcanization accelerating agents for
fluoroelastomers.

(3)

On 8 June 2015 the Committee for Risk Assessment (RAC) and the Committee for
Socio-economic Analysis (SEAC) of the European Chemicals Agency adopted their
opinions2 on the application. The Commission received those opinions on 18 June
2015.

(4)

In its opinion the RAC confirmed that it is not possible to determine a derived noeffect level (DNEL) for the carcinogenic properties of TCE in accordance with Section
6.4 of Annex I to Regulation (EC) No 1907/2006 and therefore TCE is a non-threshold
substance. In accordance with Article 60(3)(a) of Regulation (EC) No 1907/2006,
Article 60(2) of that Regulation does not apply to that substance, and therefore an
authorisation may only be granted on the basis of Article 60(4) of that Regulation.

(5)

In its opinion the RAC also confirmed that the risk management measures and
operational conditions as described in the application are appropriate and effective in
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limiting the risk to workers and the general population that could be potentially
exposed via the environment.
(6)

In its opinion the SEAC confirmed that the applicants conclusion that the overall
socio-economic benefits arising from the use applied for outweigh the risks to human
health and the environment arising from the use has been adequately demonstrated and
that, there are no suitable alternative substances or technologies in terms of their
technical and economic feasibility for the applicants.

(7)

Based on the RAC and the SEAC opinions, and in accordance with Article 60(4) of
Regulation (EC) No 1907/2006, it is therefore appropriate to authorise the use applied
for, provided that the risk management measures and operational conditions described
in the application and in particular in the chemical safety reports are fully applied.

(8)

In its opinion, the SEAC recommended the review period referred to in Article
60(9)(e) of Regulation (EC) No 1907/2006 to be set at seven years. The recommended
review period takes into account that the health impacts of continued use are very low
compared to the socio-economic benefits but also that, limited testing has been done
until now, the analysis of alternatives has not been elaborated enough to justify a
longer review period.

(9)

It is therefore appropriate to set the review period for the use of TCE at seven years as
from the sunset date set out in Annex XIV to Regulation (EC) No 1907/2006.

(10)

In its opinion, the RAC recommended monitoring arrangements for the authorisation.
The application is based only on modelling data since the industrial process at the sites
of the two applicants had not started at the time of submission of the application.
According to the RAC, measured data would provide a better understanding of the
process and support the results of the exposure modelling provided. It is therefore
appropriate to require the holders of the authorisation to implement regular
programmes of occupational exposure measurements relating to the use applied for.

(11)

The language used for the description of the risk management measures and
operational conditions included in the application for authorisation is different from
the official language of the Member State where the use applied for takes place.
Therefore, in order to facilitate the enforcement of the authorisation, it is appropriate
to include a monitoring arrangement requiring the holders of the authorisation to
submit, upon request, a succinct summary of those risk management measures and
operational conditions in an official language of the Member State concerned.

(12)

The measures provided for in this Decision are in accordance with the opinion of the
Committee established under Article 133 of Regulation (EC) No 1907/2006,

HAS ADOPTED THIS DECISION:
Article 1
An authorisation is granted in accordance with Article 60(4) of Regulation (EC)
No 1907/2006 for the following use of trichloroethylene (EC No: 201-167-4; CAS No: 79-016) subject to the full application of the risk management measures and operational conditions
described in the chemical safety report3 submitted pursuant to Article 62(4)(d) of that
Regulation. The authorised use is identified by the following authorisation number:
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REACH/16/6/0

A.L.P.A. – Azienda
Lavorazione Prodotti
Ausiliari S.p.a.

REACH/16/6/1

Caffaro Industrie S.p.a.

Use as solvent in the synthesis of
vulcanization accelerating agents
for fluoroelastomers

Article 2
The review period referred to in Article 60(9)(e) of Regulation (EC) No 1907/2006 shall
expire on 21 April 2023.
Article 3
The following monitoring arrangements referred to in Article 60(9)(f) of Regulation (EC) No
1907/2006 shall apply:
(a)

EN

the holders of the authorisation shall implement regular monitoring programmes of
occupational exposure measurements relating to the use referred to in Article 1 .
Those monitoring programmes shall:
(a)

take place at least annually;

(b)

be based on relevant standard methodologies or protocols;

(c)

comprise personal inhalation exposure and biomonitoring (measurement of the
trichloroethylene metabolite trichloroacetic acid in urine);

(d)

be representative of the range of tasks with possible exposure to
trichloroethylene and of the total number of workers that are potentially
exposed, including process, maintenance and laboratory workers;

(b)

the results of the monitoring as described in point (a) shall be documented and
included in the review report referred to in Article 61(1) of Regulation (EC)
No 1907/2006 and, upon request, submitted to the competent authority of the
Member State where an authorised use takes place;

(c)

on request of the competent authority of the Member State where the authorised use
takes place, the holders of the authorisation shall submit to that authority a succinct
summary of the applicable risk management measures and operational conditions
referred to in Article 1 in an official language of that Member State.
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Article 4
This Decision is addressed to:
A.L.P.A. – Azienda Lavorazione Prodotti Ausiliari S.p.a., Via Castellazzo 58, 20010
Pregnana Milanese, Milano, Italy
Caffaro Industrie S.p.a., piazzale Marinotti 1, 33050 Torviscosa (Udine), Italy
Done at Brussels, 29.11.2016

For the Commission
Elżbieta BIEŃKOWSKA
Member of the Commission
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