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Notification of substances of very high concern (SVHC) in articles
Producers, importers and suppliers of articles, plan your notifications!

REACH* requires a notification of substances of very high concern (SVHC) in articles.
REACH This obligation affects producers, importers and suppliers of articles. The first deadline
is 1 June 2011.

Where to find further information?

Section “REACH procedures: authorisation”.

An article is “an object which during production is given a special shape,
surface or design which determines its function to a greater degree than
does its chemical compositions”. For instance, an article can be a

ECHA (European Chemicals Agency) website
Section « Substances in articles »
Questions _and answers and News Alert on

finished object (clothing, furniture, building products...), a component (e- notification on SVHC in articles.
card, spare parts...) or even a papkaging'. The packaging must be FAQs about REACH (version 3.2.3), section 8 on
evaluated separately from any object it contains. requirements for substances in articles.
. . w ’ The Navigator tool can help you to figure out your
What is a chemical substance “SVHC"? roles and obligations under REACH.
According to Article 57 REACH, a substance can be identified as ECHA guidances
substance of very high concern (SVHC) if it meets at least one of the Guidance on requirements for substances in articles
following characteristics: (verS|on 2, updated early April 2011).
- Carcinogenic, mutagenic, or toxic for reproduction (CMR), category - Chapter 4: “req“'remems concering SVHC™
1A or 1B according to the CLP regulation* , - z(a:r?iilrgg’r 5: “obtaining information on substances in

- Persistent, bioaccumulative and toxic (PBT) or very persistent and
very bhioaccumulative (vPvB) in accordance with the criteria set out in substances in articles”
An.nex.)l(lll REACH' ) A quick overview of the guidance is available in
- Scientific evidence of probable serious effects to human health or the “Guidance in a Nutshell’ and “Guidance Fact Sheet”
environment which give rise to an equivalent level of concern (e.g.
endocrine disruptors).

- Chapter 6: “exemptions from requirements for

Do you want to know more?
The “REACH&CLP Coffee” which takes place on 12
May 2011 at 4 p.m. (in French and German), is

What is the “Candidate List”? organized around this theme.

The “Candidate List" includes all substances that have been officially identified as substances of very high concern (SVHC), i.e. they
can be chosen for inclusion in Annex XIV REACH. Annex XIV is the list of substances that are subject to authorisation. They can no
longer be placed on the market or used by any company without obtaining a prior authorisation from the European Commission.

The inclusion of a substance in the “Candidate List" triggers a

| —p Autorisation process - .
Goa number of obligations for companies (see next page).

= One of the goals of the ——

= REACH regulation is to CandidateList  Annex XV .

= achieve the substitution of . * Regulation (EC) 1907/2006 for Registration, Evaluation, Authorisation and Restriction of

E hazardous substances l N Chemicals, so called REACH came into force on 1 June 2007.

. ** Regulation (EC) 1272/2008 on Classification, Labelling and Packaging of substances and
. Authorisation . mixtures, so called CLP came into force on 20 January 2009.
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What are the obligations related to “SVHC”? < concentration of the

substance of 0.1% (w/w)
applies to the article as

.
®agans®

A notification of a SVHC in articles is required when all the conditions of Article 7(2) REACH are met: :
- the substance is included in the “Candidate List”, "\ duced or imoorted.
- the substance is present in those article above a concentration of 0,1% (weight/weight), ,.E)ro eed orimpor e".‘,
- the total amount of the substance present in all articles produced and/or imported, which contain AL
more than 0.1% (w/w) of the substance, exceeds 1 tonne per year (see chapter 4.4 and 4.5 of the

Guidance on requirements for substances in articles).

.

Already the inclusion of a substance in the candidate list also raises some immediate obligations of communicating information by
suppliers of chemical substances, mixtures and articles to their clients. It is also important to check if you are subject to those
obligations that are already applicable (Article 33 REACH).

When do we have to notify SVHC substances?
»**" NOTIFICATION **«,

BEFORE ., As stated in Article 7(7) REACH, the notification of SVHC in articles shall be done within six
N 1 JUNE 2011 “months after the inclusion of the substance in the “Candidate List”. For substances included
: of the 38 substances = before 1 December 2010, the notification must be submitted before 1 June 2011.

““ in.clllj,ded in the “candidate 5 prnesrEssseanssns iy

"St beforzeollgecemb‘e‘r‘a‘ © feelinked tothe : Where to find further information?
=notification of SVHC.:
. TR _ Download IUCLID 5

Are there exemptlons? tlr?: r:]téttyi/f%fr Create a LEO (Legal Entity Object) and
The noification is not required if the producer or importer can exclude | import LEO XML (LEOX)
exposure to humans or the environment during normal or reasonably nSubstance  AVailable on ECHA's website, section
foreseeable conditions of use (Article 7(3) REACH) or if the substance has Dataset”  candidate List”
already been registered for that use (Article 7(6) REACH). Importing

To determine whether a substance has already been registered for a | “sypstance MPOtINE i”f_omﬁtion of the substance
specific use, you must investigate in the supply chain of the object. A Dataset” 1 IUCLID 5 (i5z files)

request may be made within the SIEF linked to concerned substance (see Complete By the feature "update” of the IUCLID 5

chapter 5 and 6 of the Guidance on requirements for substances in the orogramme
articles). information

] ) ] Createa  Notification of a substance in an article
What information do we have to provide to ECHA? dossier dossier in IUCLID 5 |
The information to be notified to ECHA is listed in Article 7(4) REACH Exportthe  Export the notification dossier from
and includes, among others, the identity [P dossier 'FEJECAL(':'ID_ﬁTtO send it to ECHA by
of the producer or importer, the identity ~_.«**" : - .
and classification of the substance .~ The notification must . Submit the - Create an account in REACH-IT and

' ‘e dossier Login by "Submit Dossier

and a brief description of the uses. =" be submitted only electronically by
the REACH-IT portal. This portal will ad
only accept files created with the Data Submission Manual 20 «How to Prepare and

latest version of IUCLID 5.3 and the Submit a Substance in Articles Notification using

*, latest version of the bulk Excel 2.0 IUCLID».

‘.. tool, provided by ECHA o News alert from 13/04/2011 about the notification for

: . SVHC in articles through REACH-IT.

For further information:

To facilitate the submission of
notifications, ECHA has made
available pre-filled substance
datasets in IUCLID format for
substances on the Candidate List.
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These 8.2 Under what conditions and when do | have to notify substances of very high concern in articles?

FAQs 8.3 As Article 7(6) states "Paragraphs 1 to 5 shall not apply to substances that have already been registered for that use" does it
should help refer to the same supply chain or to different supply chains?
you! 8.4 Can | already rely on the provisions of Article 7(6) when a substance in an article has been pre-registered?
-

This Newsletter is published by the REACH&CLP Helpdesk Luxembourg. This advisory service, however, does not
represent any legal interpretation of the existing legislation. The REACH and CLP regulations and related
regulations and directives are the only legally binding sources. The information provided in this document is not
legally binding and is provided “AS IS, without any warranty or representation of any kind, given or to be implied, :
as to its sufficiency and accuracy. Therefore, the CRP Henri Tudor takes no legal responsibility and liability for any [
errors, omissions or misleading statements and the recipient of this email shall be entirely responsible for the use to

which it puts such information. O
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