Ozone compliance
with REACH

What is REACH?

Registration, Evaluation and Authorization of
CHemicals.

REACH is a Regulation (Regulation (EC) No.
1907/2006) that determines procedures for
collecting and assessing information on the
properties and hazards of substances. It applies, in
principle, to all chemical substances and, companies
that manufacture and/or market substances in the
EU/EEA - area are obliged to identify and manage
the risks linked to those substances. By registering
under REACH, companies prove to ECHA that the
substance can be safely used.

Do | need to comply with BPR or
REACH?

The Biocidal Products Requlation (BPR, Regulation (EU)
No 528/2012) requlates the use of biocidal products. If
you are using ozone for disinfection or preservation,
meaning that the ultimate purpose of the ozonation is to
create a microbiological barrier, your installation must
comply with BPR. In this case, your responsibility is only
to operate a generator that is compliant with BPR, which
is the responsibility of the device manufacturer.

If ozone is used in your installation to oxidise substances
and compounds, you must comply with REACH,
regardless of the side effect on microorganisms.

If, for example, a water treatment system has two
ozonation stages, one for oxidation and another for
disinfection, the first falls under REACH and the second
under BPR. In other words, both are required, a REACH
registration and an authorisation under BPR.
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Ozone uses under REACH

Ozone can be used for both chemical oxidation and
disinfection. If the application of ozone is located
within the EU/EEA area, and is mainly of non
biocidal purpose, and the total annual production of
ozone on-site is>1ton, the application will fall in the
scope of REACH.

If multiple ozone generators are operated by the
same legal entity, for oxidation, their ozone
production must be summed up, even if such ozone
generators are located at different sites.

It is the responsibility of the operator of the ozone
generator to comply with REACH and to guarantee a
safe use of ozone.

“To prove that you are using ozone safely
according to EU Regulation, you must get
access rights to ozone under REACH and
become a co-registrant.”

/Do | need to register the
ozone produced in my
installations?

~

If you are producing and using ozone for non-
biocidal purposes and manufacturing more
than 1ton ozone per year, for oxidation, you
must become a co-registrant for the
substance.

The most typical ozone applications that
would fall under REACH are:

* decolorization

¢ removal of pharmaceuticals

¢ pulp bleaching

¢ drinking water treatment (via oxidation of
i.e., arsenic)

e ozonolysis

e wastewater treatment

¢ removal of manganese in mineral water
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How to become a co-registrant for ozone?

EurO;zon ivzw decided to carry the burden of the REACH registration in order to keep the use of ozone for
oxidative purposes legal, by submitting an ozone REACH dossier to ECHA, on behalf of the Lead
Registrant. The initiated process under REACH, evaluating the protection of human health and of the
environment for the use of ozone, allows the use of ozone within the European Economic Area(EEA)

market.

All further registrations must relate to this lead registration. This way, ECHA is not overloaded with
hundreds of dossiers for the same substance and the costs linked to the registration, including studies and

to submit the ozone REACH co-registration dossier is derived from the cost sharing calculation method as

Q data collection, are fairly and clearly shared among all co-registrants. The cost of acquiring access rights

in the Eur0Oszon REACH Co-Registrant Agreement that applicants may enter into with EurOszon. A
proportional share is foreseen for all co-registrants, based on the volume, on the principle of fair, non-
discriminatory cost sharing, considering the interests of all co-registrants and the lead registrant.

How can EurO,zon help?

To become a co-registrant, you must purchase
Access Rights to the ozone REACH dossier.

It starts with getting the token through the secure and
transparent platform established by EurO,zon, the
EurO,zon REACH 'LoA shop'. Afterwards, the following
steps are required:

e you will need to have a REACH-IT (ECHA)
account,

o purchase your access to the ozone REACH
dossier,

o submit an Article 26 inquiry (only for co-
registrants that were not pre-registered),

° complete your own co-registration via
REACH-IT at ECHA.

EurGszon can provide advisory support for the
completion of the procedure.
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Can my ozone installation be
exempted?

1. First of all, there is no requirement for the
operator to register under REACH when the ozone
production is not exceeding 1ton per year.

2. Secondly, the BPR applies when ozone is only
used as a disinfectant.

3. Thirdly, ozone produced for research goals is
exempted under REACH.

Ozone used for the synthesis of compounds, with
ozone being an intermediate reaction product,
could in theory be exempted (REACH Art. 3 §15), the
resulting new compounds must then be registered
according to REACH Art. 17. However, even then,
the safe use of ozone according to EN 17971
requires the installation of equipment on reaction
tanks to remove undissolved ozone from the
reaction system ("vent off"). In other words, the use
of ozone as an "non-isolated intermediate" does
not hold, because the undissolved ozone is
"intentionally removed from the equipment in
which the synthesis takes place".


http://www.euro3zon.org/
https://www.euro3zon.org/LoA/IndexReach

