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Obligations relating to
nanoforms
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reacH#cLP  What are the nanomaterials?

e and Technology
u Climat

e Nanomaterials are materials with at least one dimension between 1

to 100 nanometres (hm). 1 nm is 10~ metres.

Atom Molecule Virus Bacteria Cell Period Tennis ball

Nanomaterials and
nanotechnology have received @ & —%-

growing attention in the past - 5-----------—--" - -~ —"— -~ - - - - -~ — -
few decades thanks to i

attractive properties and -

characteristics, nanomaterials

are increasingly integrated into

many products.
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 On 18 October 2011, the European Commission adopted the following
definition of a nanomaterial as a recommendation to be used as a
reference for determining whether a material should be considered as a
‘nanomaterial’ for legislative and policy purposes in the Union:

* "A natural, incidental or manufactured material containing particles, in an unbound
state or as an aggregate or as an agglomerate and for 50% or more of the particles in
the number size distribution, one or more external dimensions is in the size range 1
nm — 100 nm. In specific cases and where warranted by concerns for the
environment, health, safety or competitiveness the number size distribution threshold
of 50% may be replaced by a threshold between 1% to 50%.”

« Nanomaterials fall under the existing REACH and CLP definition of a
substance, and provisions set by both regulations apply.
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* According to the Commission Regulation (EU) 2018/1881 - amending REACH Annexes to address

nanoforms of substances, as of 1 January 2020, explicit legal requirements under REACH apply

for companies that manufacture or import nanoforms.

* These obligations are outlined in revised annexes to the REACH regulation:
» chemical safety assessment (Annex |);
» specific requirements related to the content of the safety data sheet (SDS), related to nanoforms (Annex Il)
» characterisation of nanoforms or sets of nanoforms covered by the registration (Annex VI);

» registration information requirements (Annexes Ill and VII-XI); and
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» downstream user obligations (Annex XII).
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helpdesk luxernbourg Registration of nanoforms under
REACH' *CLP

* ECHA’s guidelines and manuals providing more information on
fulfilling these obligations including the manuals:

»How to prepare registration dossier covering nanoforms

»How to report nanomaterial parameters in IUCLID 6 (Annex 8).
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Brexit: End of transition period
on 31 December 2020
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* On February 2020, the United Kingdom (UK) withdrew from the European
Union (EU) with an effective transition period until the 31 December 2020.

e REACH, CLP, the BPR, PIC and POPs will continue to apgly in the EU and the
Northern Ireland %UK(NI)) after the transition period, but will no longer

apply in the rest of the UK (UK(GB)).

e As of 1 January 2021, if you have business partners in the UK, your
company might face a new role under the EU legislation.

* So what does it mean for Luxembourgish companies in their obligations to

REACH & CLP?
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* As of the end of the transition period, a registration held by a registrant

established in the UK is no longer valid in the EU.

. If you are relying on substance registration that is done by a UK-based company

under REACH, after the end of transition period you have the following options:

» Whether, UK-based company has appointed an only representative established in one of the EU or EEA countries after
the end of transition period.
» Alternatively, your Luxembourg-based company to register the substance as an importer.

> If you are a downstream user in Luxembourg/EU, you should assess whether the substance used is registered by a

registrant established in the EU also after the end of the transition period and whether their uses are covered by the

A LE GOUVERNEMENT
LIST / DU GRAND-DUCHE DE LUXEMBOURG
j Ministére de I'Environnement, du Climat

et du Développement durable

LE GOUVERNEMENT
DU GRAND-DUCHE DE LUXEMBOURG

Ministére de I'Economie

registration.
LUXEMBOURG

INSTITUTE OF SCIENCE
AND TECHNOLOGY




helpdesk luxembourg

Brexit: implications for
REACH®CLF __ authorisation

et le Ministére de I'Eco

 REACH authorisations granted to UK suppliers will no longer exist after the transition period.

* As aresult, Luxembourg-based companies relying on such authorisations will need to find suppliers
with valid authorisations in Luxembourg/EU/EEA or apply for new authorisations themselves.

* The Luxembourgish downstream user of an authorised substance by a UK-based authorisation
holder/applicant, you have the following options:

» apply and become an authorisation holder of the substance yourself;

» UK-based only representatives can transfer their authorisation or pending application for authorisation to

a new only representative based in Luxembourg/EU/EEA, appointed by the non-EU manufacturer.
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* As from the end of the transition period, if you (as a Luxembourg-
based company) would like to import mixtures/substances from the
UK to Luxembourg/EU, you will need to comply with EU CLP
regulation:

» Classification and labelling
» Notification to C&L inventory
» Notification to Poison Centre
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02008L0098 — EM — 05.07.2018 — 003.002 —1

This text is meant purely as a docomentation tool and has no lezal effect. The Union's institotions do not assume any lability
for its contents. The authentic versions of the relevant acts, imcluding their preambles, are those published i the Official
Jowrnal of the Enropean Union and available in EUR-Lex. Those official texts are directly accessible thromgh the links
embedded in this document

* Directive 2008/98/EC Of the European Parliament and
of the Council on waste

* The revised Waste Framework Directive (WFD) PE  DIRECTIVE 20SSSEC OF THE EUROPEAN PARLIAMENT AND OF THE COTNCIL
entered into force 4 July 2018 on wast aud rpealing cerain Direcives
(Text with EEA relevance)
 Objective: to address the adverse impacts of the (O L 312, 2112008, . 3

generation and management of waste on the
environment and human health.
Official Journal

 Mission for the European Chemicals Agency (ECHA) No opes  du

Amended by:

to develop a database for information on Substances PMZ  Comminion Dinivs (D) JUISLY of 10 by 005 L1 13 110ns
. . . »M}  Council Regulation (EU) 2017/997 of § June 2017 L 150 1 1462007
Of Concern In articles as such or in COmpleX ObJeCtS »M4  Disective (EU) 2018851 of the European Parlioment and of the L 150 108 1462018

Council of 30 May 2018

(Products), SCIP (Art. 9(2) WEFD).

Cormrected by
»Cl  Comigendum, OF L 297, 13.11.2015, p. 9 (2015/1127)
) ) »C2  Comigendum, OF L 42, 1822017, p. 43 (1357:2014)
2. The European Chemicals Agency shall establish a database for the
data to be submitted to it pursuant to point (1) of paragraph 1 by
5 January 2020 and maintain 1t. The European Chemicals Agency
shall provide access to that database to waste treatment operators. It « /N - LE GOUVERNEMENT
shall also provide access to that database to consumers upon request. r 2h S ANEBUEIE BELLGEMBOURS
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REACH/SCL Obligation under the WFD

En partenariat avec le Ministére de |'Environnement, du Climat et du Développement durable
et le Ministére de I'Economie

» Introduction of new requirements related to SVHCs:

v Art. 9(1)(i): Companies supplying articles containing substances on
the Candidate List in a concentration above 0.1% weight by weight
(w/w) on the Europen market have to submit information on these
articles to ECHA.

= As from the 5" of January 2021
- Who is concerned?

o EU producers and importer;

o Assemblers

o EU distributors of articles and other actors in the supply chain placing
articles on the European market.

o Retailers, excluding those who are importers and/or producers, and other
supply chain actors supplying articles directly and exclusively to
consumers are not covered by the duty to provide information to ECHA
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SCIP submission
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e Type of information Detailed type of information Mandatory/Required

Identification of the article article name Mandatory
- ECHA has established a harmonised other names (brand, model) /1
IUCLID format for the SCIP identifier (EAN, GTIN, catalogue Mandatory
notification number, part number etc.)
* The information in the SCIP database Categorisation Article category (CN/TARIC code) Mandatory
is made publicly available by ECHA,
in particular to waste operators and production in the EU Required
consumers. Concern elements SVHC name Mandatory
« SCIP will not disclose
. e . concentration range Required
* the link between the notification ¢ :
and its submitter material category and/or mixture Required
e t EUPCS
- specific names (e.g. brand, model) category (EUPCS)
or identifiers of components additional material characteristics //
Safe use instructions Disassembling instructions Required

Mandatory: no data means failed submission
Required: input needed but can be fulfilled without data for a successful submission
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Online session “SCIP Database — How to comply with the
Waste Framework Directive on SVHC in your articles”

The REACH&CLP Helpdesk Luxembourg, in collaboration with the Betriber &Emwelt
platform, organises an online conference on how to get ready for the SCIP database
notification. This online event will take place on the 23rd of September 2020 from
1400 to 1620,

B 23092020

LEGISLATION & IMPLEMENTATION

https://echa.europa.eu/scip-database

Submission of information into
SCIP — available support

MECHA

EUROPEAN CHEMICALS AGENCY

LEGISLATION

ECHA > Législation > WFD > Base de données SCIP

Home = Resource ce
WFD
Comprendre la directive-cadre
relative aux déchets
Base de données SCIP
Practical Information Fournisseurs darticles

Opérateurs de traitement des
déchets
Date: Wednesday 23 Septer Consommateurs et SCIP
Soutien SCIP
Format: Online Conference
Outils
Language: English SCIP infographic
Législation
Schedule: 14:00 - 16220
Registration fee: the registrz

mandatory

CHA

A propos de I'Agence Contact Emplois

Requirements for SCIP notifications

INFORMATION SUR LES PRODUITS
CHIMIQUES

CONSULTATIONS DOCUMENTS ET INFORMATIONS D'APPUL October 2020

Base de données SCIP

SCIP is the database for information on

‘ Substances of Concern In articles as such or in
complex objects (Products) established under the
Q »> Waste Framework Directive (WFD).

Companies supplying articles containing

substances of very high concern (SVHCs) on the
Candidate List in a concentration above 0.1% weight by weight (w/w) on the EU
market have to submit information on these articles to ECHA, as from 5 January 2021.
The SCIP database ensures that the information on articles containing Candidate List
substances is available throughout the whole lifecycle of products and materials,
including at the waste stage. The information in the database is then made available
to waste operators and consumers.

New to SCIP?
Check out our
infographic

7 Access ECHA Cloud Services

News
= = 2 December 2020
SCIP database: over 50 000 notifications received
28 October 2020
Tracking chemicals of concern in products - SCIP database ready for
use

"2 ber 2020

SCIP is the database for information on Substances of Concern In articles as such or in complex objects (Products) established under
the last amendment of the Waste Framework Directive (WFD) published in 2018. As from 5 January 2021, companies supplying articles
containing substances of very high concern (SVHCS) in a concentration above 0.1% weight by weight (w/w) on the EU market will have

to submit information on these articles to ECHA through the 5CIP database.

Contact
Ghaya Rziga, REACH&CLP Helpdesk Luxembourg |

THCILTD 6 5 is availahle

ghaya.rziga@list lu

The REACHE&CLP Helpdesk Luxembourg offers this introductory session to help companies comply with their upcoming SCIP

notification obligation, which is aimed to ‘ensure that the information about the presence of SVHCs is available throughout the whole
life cycle of products and materials, including at the waste stage’ These obligations complement the already existing obligations
under REACH (communication, registration and notification obligations under Articles 33, 7(1) and 7{(2) REACH). Therefore, the
Helpdesk will also refer to the AskREACH database and how it helps you to prepare for your 5CIP database notification.

As usual, the participants will also have the opportunity to ask their questions to the experts.

Public

This event is addressed to any company producing or supplying articles on the EU market that may contain substances of very high

concern (SVHCS), including importers, and recycling operators.

Programme

Linked Documents

ECHA
presentation

570 X

Lauréne Chochois - Helpdesk REACH&CLP
Luxembourg

lara Rueda - European Chemicals Agency (ECHA)
Dr. loannis Dosis - Umweltbundesamt (UBA)
SCIP (ECHA) - AskREACH databases Separate ways,

similar goals
Frank Fellens - SuperDrecksKéscht (SDK)

& Ortwin Meeuws - Arcadis Belgium

https://echa.europa.eu/documents/10162/28213
971/Information_requirements_for_scip_notifica
tions_en.pdf/db2cf898-5ee7-48fb-e5c8-
4ebced9ee9d?2

[...] aims to assist users in complying with
their obligatigns under the Article 9(1)(i) of
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Thank you for your attention
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Déclaration au format harmonisé des
meélanges dangereux au centre antipoison

Laurene Chochois
Helpdesk REACH&CLP Luxembourg
Luxembourg Institute of Science and Technology

Conférence annuelle REACH&CLP 2020
15 Décembre 2020
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S e Harmonisation des informations

2
REACH /& CLP \ 74

Un service du Luxembourg Institute of Science and Technology

En partenariat avec le Ministére de I'Environnement, du Climat et du Développement durable

et le Ministére de |'Economie

( )

1¢" janvier 2021

Adootion du rel A Déclaration pour les 1¢" janvier 2024
o?dg;zoul;iifzmen 1% modification de utilisations par des Déclaration pour les 1% janvier 2025
I’'annexe VIII du CLP consommateurs et utilisations Fin de la période

Annexe VIl du CLP

transitoire

reglement (UE) 2020/11 industrielles

professionnelles )

2017 2018 2019 2020 2021 [...] 2024 2025

[r—p—

REGLEMENTS

2¢me modification de
I'lannexe VIll du CLP
reglement (UE) 2020/1677
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* Paquet REACH :

A qui déclarer au Luxembourg?

« Le ministre ayant la Santé dans ses attributions est chargé de la réception des informations
pertinentes communiquées par les importateurs et les utilisateurs en aval qui mettent des mélanges sur
le marché, aux fins notamment de la formulation de mesures préventives et curatives, en particulier en

cas d’urgence sanitaire. »

* Depuis juin 2015 :
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DECLARATIONS POUR LE GRAND-DUCHE DE
LUXEMBOURG

Depuis juin 2015, le Centre Antipoisons belge est accessible au public et aux professionnels de la santé du
Grand-Duché de Luxembourg via le numéro gratuit {+352) 8002-5500.

Pour pouvoir répondre aux appels, les professionnels du Centre Antipoisons doivent avoir accés aux compositions
des produits mis sur le marché luxembourgeois.

En application de I'article 45 du réglement suropéen (CE) n° 1272/2008, le Centre Antipoisons belge a été désigné
pour recevoir la composition des mélanges classés comme dangereux en raison de leurs effets sur la santé ou de
leurs effets physiques, y compris les biocides, mis sur le marché au Grand-Duché de Luxembourg.

Les données A transmettre sont les m&me que pour les produits mis sur le marché belge.
Aucune rétribution n'est due pour déclarer les produits mis sur le marché luxembourgeois.

Les produits mis sur le marché a |a fois en Belgique et au Grand-Duché ne doivent pas étre déclarés deux fois pour
autant qu'ils soient en tout point identiques (méme(s) dénomination(s) commerciale(s). méme composition, méme
étiquette).

Une adresse mail depot.lux@poisoncentre.be a été créé pour recevoir les données et répondre aux questions des
entreprises.

Il n'y a pas d'obligation de déclarer les mélanges non classés dangereux. Nous invitons toutefois les entreprises 3
déclarer I'ensemble de leurs produits, qu'ils soient ou non classés dangereux: les accidents surviennent avec tous
les types de produit. Il est important pour les médecins d'avoir accés a la composition d'un produit en cas
d'accident, en particulier en cas d'ingestion accidentelle

Pour permettre aux entreprises de déclarer leurs produits, nous mettons & leur disposition deux formulaires sous
forme de fichier Excel a utiliser pour déclarer les mélanges et les biocides.
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https://www.centreantipoisons.be/entreprises/comment-d-clarer-au-centre-antipoisons/d-clarations-pour-le-grand-duch-de-luxembourg
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A B
i9 EDF 2.1 DANG: tableau a compléter et a renvoyer avec les fichiers a: i

Formulaire de declaration (EDS) Documents
Fichier Excel Fiche de données de sécurité, etiquette
et composition complete du mélange
Pour le Luxembourg :
v" FDS et etiquette peuvent étre soumises en Francais ou allemand.
v" Sila FDS et I'etiquette sont soumises en allemande, il est recommandé de soumettre volontairement une
version anglaise.
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Par e-mail : Par la Poste (sur CD/DVD/ USB) :
depot@poisoncentre.be Votre CD/DVD/ USB doit étre envoyé a I'adresse
(taille max. de I'e-mail : 5Mb. Vous suivante :

pouvez envoyer votre déclaration en

. . : Centre Antipoisons
plusieurs e-mails si nécessaire)

c/o Hopital Militaire Reine Astrid
Rue Bruyn 1, 1120 Bruxelles
BELGIQUE


mailto:depot@poisoncentre.be
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Déclaration des mélanges
dangereux au Luxembourg —

Support disponible

Evénements - Détail Home | Centre de ressources | Evénements / Evénements

Informations Pratiques

Conférence en ligne sur la J[EEEUTT K Yy E el T ES
dangereux au Luxembourg

Le Helpdesk REACH&CLP Luxembourg organise une session d’information en ligne sur Date : Mardi 10 novembre 2020

Bienvenue au Helpdesk REACH&CLP Luxembourg / Une urgence 7 Appelez le centre anti-poison (+352) 8002 5500 APROPOS ~ CONTACT CENTRE DE RESSOURCES FRY

E?Amcﬁff;ffff'ﬁ REACH CLP CHAINE D'APPROVISIONNEMENT LEGISLATION & MISE EN (EUVRE SUBSTITUTION

Dans le cadre du réglement CLP les entreprises ont pour obligation de déclarer les mélanges dangereux quielles mettent sur le marché

Frais d'inscription : votre inscription est gratuite, m
obligatoire

Contact
Lauréne, Helpdesk REACHE&CLP Luxembourg |
laurene.chochois@listlu

européen, conformément 3 Larticle 45. Les informations relatives 3 ces mélanges dangereux doivent étre fournies & lorganisme

national chargé de la réception des informations concernant la réponse a apporter en cas durgence sanitaire.

Au Luxembourg, l'application de Larticle 45 du CLP est régie par larticle 10 de |a loi du 16 décembre 2011 (Paquet REACH). Larticle

10.1 identifie le Ministére de la Santé comme &tant lorganisme chargé de la réception des informations concernant La réponse a

apporter en cas durgence sanitaire. Le 2 juin 2015, le Luxembourg et la Belgique ont signé un accord de coopération avec le centre Documents Liés
antipoison de Bruxelles, ceci en application de Farticle 10.4 de la loi du 16 décembre 2011. Depuis cette date, le centre antipoison
belge est donc désigné comme l'organisme responsable de la réception des informations spécifiques requises par Larticle 45 du CLP * Ghaya Rziga - REACH&.CLP Helpdesk Luxembou
* Frangois Wuyts - Brussels Poisons Centre

# Lauréne Chochois - REACH&CLP Helpdesk

Luxembourg

pour tous les mélanges dangereux mis sur le marché du Luxembourg.

Le 22 mars 2017, une nouvelle réglementation a été publiée et introduit une nouvelle annexe au réglement CLP (annexe VIII). Celui-ci
3 permis de mettre en place un cadre juridique plus précis quant aux informations 3 déclarer et le format a utiliser. Ce réglement
inroduit également de nouveaux éléments tals que lidentifiant unique de formulation (UFI), qui est un code unique qui doit &tre
imprimé sur létiquette du produit.

Le Helpdesk REACH&CLP Luxembourg propose une session dinfarmation en ligne afin de revenir sur les derniers développements
relatifs aux exigences réglementaires. Le centre antipoison de Bruxelles sera également présent afin de présenter les derniers
développements ainsi que les problémes rencontrés afin de permettre la mise en ceuvre de la réception des notifications soumises a
partir du portail de soumission de 'ECHA. Une troisiéme partie sera consacrée aux aspects pratiques de la déclaration pour le
Luxembourg.
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Online session on the declaration
of hazardous mixtures in

Luxembourg
Tuesday 10 November 2020
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Merci de votre attention

Vous avez des questions sur REACH ou CLP ?
Contactez nous !

Helpdesk REACH&CLP Luxembourg
Luxembourg Institute of Science and Technology (LIST)
Environmental Research & Innovation Department (ERIN)
41, rue du Brill | L-4422 Belvaux | Luxembourg
Email : reach@list.lu
Tel. : (+ 352) 275 888-1
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