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Obligations relating to 
nanoforms



What are the nanomaterials?

• Nanomaterials are materials with at least one dimension between 1 
to 100 nanometres (nm). 1 nm is 10-9 metres.

• Nanomaterials and 
nanotechnology have received 
growing attention in the past 
few decades thanks to 
attractive properties and 
characteristics, nanomaterials 
are increasingly integrated into 
many products. 



EU Commission’s definition of 
nanomaterials

• 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. 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32011H0696


The obligations under REACH

• 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 I);

 specific requirements related to the content of the safety data sheet (SDS), related to nanoforms (Annex II)

 characterisation of nanoforms or sets of nanoforms covered by the registration (Annex VI);

 registration information requirements (Annexes III and VII-XI); and

 downstream user obligations (Annex XII).



Registration of nanoforms under 
REACH

• 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).



Brexit: End of transition period 
on 31 December 2020



Brexit

• On February 2020, the United Kingdom (UK) withdrew from the European 
Union (EU) with an effective transition period until the 31 December 2020. 

• REACH, CLP, the BPR, PIC and POPs will continue to apply 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)).

• 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?



Brexit: implications for 
registration

• 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 

registration. 



Brexit: implications for 
authorisation

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

• As a result, 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.



Brexit: implications for CLP

• 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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Waste Framework Directive



Waste Framework Directive (WFD)

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

• The revised Waste Framework Directive (WFD)
entered into force 4 July 2018 
• Objective: to address the adverse impacts of the 

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

• Mission for the European Chemicals Agency (ECHA) 
to develop a database for information on Substances 
of Concern In articles as such or in complex objects 
(Products), SCIP (Art. 9(2) WFD).



Obligation under the WFD

 Introduction of new requirements related to SVHCs:
 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 5th 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

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

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


SCIP submission



Submission of information into SCIP 

• ECHA has established a harmonised 
IUCLID format for the SCIP 
notification

• The information in the SCIP database 
is made publicly available by ECHA, 
in particular to waste operators and 
consumers.

• SCIP will not disclose 
• the link between the notification 

and its submitter
• specific names (e.g. brand, model) 

or identifiers of components

Type of information Detailed type of information Mandatory/Required

Identification of the article article name Mandatory

other names (brand, model) //

identifier (EAN, GTIN, catalogue 
number, part number etc.)

Mandatory

Categorisation Article category (CN/TARIC code) Mandatory

production in the EU Required

Concern elements SVHC name Mandatory

concentration range Required

material category and/or mixture 
category (EUPCS)

Required

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



Submission of information into
SCIP – available support

https://echa.europa.eu/documents/10162/28213
971/Information_requirements_for_scip_notifica
tions_en.pdf/db2cf898-5ee7-48fb-e5c8-
4e6ce49ee9d2

[…] aims to assist users in complying with 
their obligations under the Article 9(1)(i) of 
the Waste Framework Directive2008/98/EC 

(WFD)

ECHA 
presentation

reach.lu

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

https://echa.europa.eu/scip-database
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Harmonisation des informations 
à déclarer

2017 2018 2019 2020 2021 […] 2024 2025

Adoption du règlement 
(UE) 2017/542

Annexe VIII du CLP

1er janvier 2021
Déclaration pour les 
utilisations par des 
consommateurs et 

professionnelles

1er janvier 2024
Déclaration pour les 

utilisations 
industrielles

1er janvier 2025
Fin de la période 

transitoire 

1ère modification de 
l’annexe VIII du CLP

règlement (UE) 2020/11

2ème modification de 
l’annexe VIII du CLP

règlement (UE) 2020/1677

https://eur-lex.europa.eu/legal-content/FR/TXT/PDF/?uri=CELEX:32017R0542&from=EN


A qui déclarer au Luxembourg?

• Paquet REACH :
« 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 :
Déclaration auprès du centre antipoison de Bruxelles

https://www.centreantipoisons.be/entreprises/comment-d-clarer-au-centre-antipoisons/d-clarations-pour-le-grand-duch-de-luxembourg


Que doit contenir votre déclaration?

Formulaire de declaration (EDS)
Fichier Excel

Documents
Fiche de données de sécurité, etiquette 

et composition complète du mélange
Pour le Luxembourg :
 FDS et etiquette peuvent être soumises en Français ou allemand.
 Si la FDS et l’etiquette sont soumises en allemande, il est recommandé de soumettre volontairement une

version anglaise. 



Comment envoyer votre déclaration?

Par e-mail :
depot@poisoncentre.be

(taille max. de l’e-mail : 5Mb. Vous
pouvez envoyer votre déclaration en

plusieurs e-mails si nécessaire)

Par la Poste (sur CD/DVD/ USB) :
Votre CD/DVD/ USB doit être envoyé à l’adresse 

suivante :

Centre Antipoisons
c/o Hôpital Militaire Reine Astrid

Rue Bruyn 1, 1120 Bruxelles
BELGIQUE

mailto:depot@poisoncentre.be


Déclaration des mélanges 
dangereux au Luxembourg –
Support disponible



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

mailto:reach@list.lu
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