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What does REACH say?

e ECHA

o Provides technical and scientific guidance
and tools for the operation of REACH for:

» Industry, especially SMEs
> Other stakeholders

(Provides support to the helpdesks)
o Provides assistance to registrants

o Provides explanatory information on REACH
to other stakeholders

echa.europa.eu
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...and what does CLP say?

e ECHA

o Provides technical and scientific guidance
and tools for the operation of CLP for industry

o Provides technical and scientific guidance for
the operation of CLP for competent authorities

o Provides assistance to helpdesks established
by Member States

echa.europa.eu 3
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...ahd what does the Biocidal
Products Regulation say?

e ECHA

o Provides technical and scientific guidance and tools
for the operation of this regulation for the application of
this Regulation by the Commission and Member States’
competent authorities and providing support to
national helpdesks

o Provides advice and assistance to applicants, in
particular to SMEs, for the approval of an active
substance or its inclusion in Annex I to this Regulation or
for a Union authorisation;

o Prepares explanatory information on this regulation

echa.europa.eu 4
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...and what does the PIC Regulation
say?

e ECHA

o Provides with the agreement of the Commission and
after consultations with Member States, assistance and
technical and scientific guidance and tools for the
industry in order to ensure the effective application of
this Regulation;

o Provides with the agreement of the Commission, the
designated national authorities of the Member States
with assistance and technical and scientific guidance in
order to ensure the effective application of this
Regulation

echa.europa.eu



EEEEEEEEEEEEEEEEEEEEEEE

Partners of the ECHA Secretariat

e Non-institutional partners (accredited
stakeholders)

e ECHA Committees & Forum

e European Commission and MSCAs

e Third country representatives invited by
the ECHA Management Board
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Guidance

e To assist stakeholders in implementing their
obligations - but not legally binding
» Historically, first versions were developed by the
Commission and agreed with industry, NGOs, MSCAs and

ECHA (RIPs) to ensure broad support of all important
players

» Guidance management has been handed over to ECHA
and today new (versions of these) guidance documents
are developed by ECHA itself

ECHA Guidance shows the “"safest” way for industry to
implement the Regulations within ECHA's remit.

echa.europa.eu
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How are ECHA Partners involved?

1. Initiation of the consultation procedure

2. Consultation of ECHA partners

= Partner Expert Group
=  Committees and/or the Forum

= European Commission and the MSCAs

3. Main interim documents prepared at
different stages of the consultation
process published on the ECHA website

echa.europa.eu
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1. Initiation of the consultation

procedure,

Trade
Associations
External
Sources Tool: LETTER
to HelpNet
OBSERVERS

National
REACH&CLP

MSCAs,
COM, Industry
Experts

All Guidance
Users
(also non-EU)

Tool:
CARACAL
Meeting and
dialogues

Tool:
WEBFORM

Helpdesk Visit
Programme

Helpdesks

Tool: LETTER
to HelpNet

<--cceeec-ccccccca-

Tool:

Harvesting feed-back
INTERVIEWS

on Guidance and
Guidance
Development L cccccccccccacanaa]

Dir. A,B,
C,D & E staff +
Secretaries of

Committees/
Forum
Tool: DOCS ON
HARED DRIV

Internal
Sources

nterviews with

key people
Helpdesk involved with
Questions Guidance
escalated to Development

level 2

Tool: REMEDY
QUERY plus
ANALYSIS

echa.europa.eu
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YECHA 1t Initiation of the consultation
EUROPEAN CHEMICALS AGENCY procedure (web—form)
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Feedback on ECHA Guidance Documents

As a user of the ECHA Guidance Documents, yvou are invited to provide yvour comments on yvour experience of working with them. ECHA is seeking to
continually improve the service it provides to its customers and the gquality of the guidance that is available on REACH. For any enquiries on REACH or
press enquiries please contact ECHA.

Comments would be welcomed in relation to:

a) the "accessibility” of guidance documents e.g. the ease of finding the information vou need;

b) the specific guidance documents mentioned below by selecting the guidance document and appropriate chapter of the guidance document; or
c) on any other guidance document not specified in (b) or to make general remarks.

Comments are collected within the framework of guidance update and revision. Please note ECHA cannot reply to these comments.

Compulsary fields are marked with an asterisk (%)

Please provide us with your contact information.

* First Name | |

* Last Name

= Email

= Country Please select country.. v|

Mame of company |

Please provide some information on your organisation.

= Please provide the size of company or organisation O less than 250 employees
Q250 employees or mare
* Your role under REACH | Flease select hd

If vou selected "Other”, please specify | |

My comments are related to: |.."-"\c:cessibilit},.r V|

https://comments.echa.europa.eu/co
mments _cms/FeedbackGuidance.aspx =




2. Consultation of ECHA partners

ECHA drafts text

Corrigendum

Legal issue:
consult COM

“Normal” amendment,
revision or new guidance

PEG reviews ECHA's draft

ECHA revises draft

Type of action?

Committees/Forum

Either “normal” If needed/useful

process with short
deadlines for ECHA revises draft

PEG / C'ttees /| MSCA 7

or MSCAs & Commission
limited consultation

e.g. via CARACAL

I

\ 4

ECHA finalises text and
publishes it on its website

echa.europa.eu
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Consultation of ECHA partners
e Partner Expert Group “"PEG”

" Egmﬂi‘nations by MSCAs, Stakeholder Organisations or

= Established by ECHA

= A meeting will be convened as part of the consultation
process

e Committees and/or Forum

= ED will be advised by the ECHA Secretariat/PEG on their
involvement

= To avoid disagreement at the end
= To feed in top-level expertise

e Consultation of MSCAs and the Commission
= Obligatory for amendments, revisions and new guidance

echa.europa.eu 13
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Outcome of a consultation

e A stakeholder consultation

= Involves all stakeholders, includin
Commission, MSCAs, mdustry, enforcement
authorities -

= Should meet deadlines while achieving buy-in

= All efforts will be made to reach consensus for
achieving the basic objective:

Guidance that is acceptable to
* those applying it,
= those using it, and
 those enforcing REACH and CLP

echa.europa.eu
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3. Publication of main interim (and
final) documents

e The results of consultation of the Partner
Expert Group “"PEG”, Committees and/or
Forum and CARACAL can be seen on the

ECHA website:

= Comments made
= ECHA response - including reasons when rejected

= Resulting draft text for next stage of consultation and final
text of the guidance after completion of the process.

echa.europa.eu 15



How to find ECHA guidance
and view consultation status
on new guidance




EEEEEEEEEEEEEEEEEEEEEEE

ECHA website - (live hyperlink?)

e http://echa.europa.eu/

eeeeeeeeeeeeee
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ECHA website - (em Portugués!):

e http://echa.europa.eu/pt/

18



Guidance = (part of) Support
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About Us Regulations

News Alerts

07 December 2012
SEAC concludes on scientific opinions for two
restriction proposals

The ECHA Committee for Socio-ecanamic Analysis
{SEAC) has concluded that it has no basis to
support the Danish proposal to further restrict
four already classified phthalates (DEHP, DBP,
EEPR, and DIBP). SEAC's opinion is based on the
June Committee for Risk Assessment opinion
(RAC) which said that the available data does
not indicate a current risk from combined
axposure to the four phthalates. The SEAC
opinion therefore confirms its draft opinion of
June 2012.

07 December 2012
RAC adopts seventeen scientific opinions

The Committee for Risk Assessment (RAC) has
adopted fifteen opinions for harmonised
classification and labelling (CLH), ong opinion at
the Executive Director's request concerning the
safety of a plant protection product (Article 77
(3)) and an opinion on the restriction proposal of
Chromium VI in leather compounds.

30 November 2012
ECHA updates its CSR illustrative example with
IUCLID and Chesar data files

Document library’ | News and Events

Contact | | English "’l a

Information on
Chemicals

Addressing Chemicals
of Concern

13 December 2012
ECHA starts publishing dossier evaluation decisions
From the 13 December 2012 onwards, ECHA's dossier

evaluation decisions on compliance checks and examination of
testing proposals will ba available on the Agency's website.

Press Releases

1% December 2012
ECHA to start publishing comments during CLH
public consultations

Starting with the next public consultation on 18
December 2012, ECHA will publish comments
received during the public consultation on
proposals for Harmaonised Classification and
Labelling {CLH) while it is ongoing. The Agency
has done this to make the consultation process
mare transparent and efficiant, From now on,
interested parties will be able to read and
respond to comments submitted within the 45-
day public consultation, ECHA encourages parties
concerned to submit comments early during the
consultation period to allow sufficient time for the
public to react and provide comments.

04 Drecember 2012

Preliminary results of enforcement project
point to high rates of incompliance among
chemical formulators

The preliminary results of REACH-EN-FORCE-2
were presented to the participants of the 13th
plenary meeting of the Forum which took place
from 27 to 30 Movember 2012 in Helsinki. The
project loaked at the obligations of formulators
of mixtures and the quality of safety data sheets
(5D5s).

Chemicals in our Life

330

=1 £ 1

4]

Search for Chemicals

I™ 1 have read and I accept the legal notice

Document Library

? REACHTIT

| >

PETIES AR

FCELID S

=

Identify vour obligations
? ECHA-term

? Publications

Committee for Secio-Economic Analysis
Registered Substances



Guias = (uma parte do) Apoio

HECHA

EUROPEAN CHEMICALS AGENCY Pesquisa avangada »

“

Acerca da ECHA Regulamentos Gestdo de Informacdo sobre 0s produtos quimicos Apoio
substincias quimicas substincias quimicas na nossa vida
que suscitam
preocupacio
ECHA > Apoio > Orientacdo sobre a implementagdo dos Regulamentos REACH e CRE mn ] 1

Orientagao sobre a implementagdo dos Regulamentos REACH e CRE

Estes documentos foram desenvolvidos com a participagdo dos interessados (industria, Estados-Membros € ONGs) no quadro de projectos geridos pela
Comissdo. O objectivo destes documentos é facilitar a aplicacdo do REACH através da descricdo de boas praticas no cumprimento das obrigacdes.

Guias de Orientacdo Guias de orientagdo resumidos

A lista abaixo indica todos os Guias de Orientacdo actual ou

futuramente disponiveis, neste sitic Web. Estes documentos The European Chemicals Agency (ECHA) is producing a series of
foram desenvolvidos com a participacdo dos interessados shortened versions of the R!EACH Guidance Documi_ents in order to
(industria, Estados-Membros e ONGs) no quadro de projectos make the correspundmg Gu!dance Documents published by the
geridos pela Comissdo. O objectivo destes documentos € facilitar a aplicacdo Agency more accessible for industry.
do REACH através da descricdo de boas praticas no cumprimento das » Mais
obrigagdes.
> Mais Procedimento de consulta

Fichas técnicas de orientacdo

Consult the different steps of updating and developing Guidance
documents.

A Agéncia Europeia dos Produtos Quimicos vai publicar uma » Mais

série de Fichas Informativas. As Fichas Informativas

apresentam uma panoramica geral estruturada dos

documentos de orientacdo REACH publicados pela Agéncia e ]dentifique as suas obrigagées
incluem um resumo dos aspectos mais importantes,

informacdes bibliograficas e outras referéncias.

» Mais

O Mavigator € uma ferramenta que ajuda os fabricantes, os
Guias préticos importadores, os utilizadores a jusante, os distribuidores de

substdncias quimicas e os produtores ou importadores de artigos

a determinar as suas obrigaces no dmbito do REACH.

» Mais

Estes documentos apresentam informacdes concretas sobre os
requisitos dos Regulamentos REACH e CRE e sobre as melhores
praticas a adotar para os cumprir.

» Mais

Formatos
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MECHA

EUROPEAN CHEMICALS AGENCY Advanced zearch

About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals

» Document Library » Frequently Asked Questions

» Publications

Guidance Dossier Submission Tools

s REACELIT
M
'( y IUCLID 5

Guidance on REACH and CLE implementation

Identifv vour obligations

» CHESAR

~

Practical examples of exposure scenarios

? Information Toolkit » Restriction

* Information for Registrants ? Authorisation

7 Small and Medium Enterprises ? Spcio-economic analysis in REACH
> » CLH

Webinars

Y ROHA Halndesk ? National Helpdesks
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About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals
ECH& = Support * Guidance on REACH and CLP implementation @n W | . 53

Guidance on REACH and CLP implementation

Guidance documents aim at facilitating the implementation of REACH and CLP by describing good practice on how to fulfil the obligations, They are
developed with the participation of many stakeholders: industry, Member States and NGOs.

@ Guidance in a nittshell

These documents have been developed with the participation

of many stakeholders; Industry, Member States and NGOs. = The European Che_m'lcals Agency (ECHA.) is producing a ser_ies
The objective of these dacuments is to facilitate the - of shortened versions of the REACH Guidance Documents in
implementation of REACH by describing good practice on haw order to make the carresponding Guidance Documents

to fulfil the obligato published by the Agency more accessible for industry.
% Read more
Fact Sheets Consultation procedure table

Fact Sheets provide a structured overview of Guidance Consult the different steps of updating and developing

documents. They include a summary of the key aspects, nts.
bibliographic information and other references.
» Read more

Identify vour obligations
Practical Guides

with this tool vou can determine your obligations under REAZH
These documents provide practical information on REACH and .:n%flng tl’zel_approprlate guidance on how to fulfil them.
CLP requirements and best practice an how to fulfil them. il
| ¥ Read more

Formats

Industry and authorities can download templates here to
use in the context of REACH and CLP.
» Read more
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Pesquisa avancada

Acerca da ECHA Regulamentos Gestdao de Informacdo sobre 0s produtos quimicos Apoio
substdncias quimicas substéncias quimicas na nossa vida
que suscitam
preocupacdo
ECHA > Apoio > Orientacgdo sobre a implementacdo dos Regulamentos REACH e CRE mn w 1

Orientacdo sobre a implementacao dos Regulamentos REACH e CRE

Estes documentos foram desenvolvidos com a participacdo dos interessados (inddstria, Estados-Membros & ONGs) no quadro de projectos geridos pela
Comissdo. O objectivo destes documentos £ facilitar a aplicagio do REACH através da descrigdo de boas praticas no cumprimento das obrigacies.

| Guias de Orientacdo I Guias de orientacio resumidos

A lista abaixo indica todos os Guias de Orientacdo actual ou . . . )
futuramente disponiveis, neste sitioc Web. Estes decumentos The European Chemicals Agency (ECHA) is producing a series of
foram desenvolvidos com a participacio dos interessados shortened versions of the REACH Guidance Documents in order to
(indtistria, Estados-Membros e ONGs) no quadro de projectos make the correspongling Guildance Documents published by the

geridos pela ", O objectivo destes documentos é facilitar a aplicacdo Agency more accessible for industry.

do REACH gjfavés da d¥gcricdo de boas praticas no cumprimento das 2 %

obrigacées

Procedimento de consulta

Consult the different steps of updating and developing Guidance

documents]
A Agéncia Europeia dos Produtos Quimicos vai publicar uma » Mais
série de Fichas Informativas. As Fichas Informativas

apresentam uma panoramica geral estruturada dos

documentos de orientacdo REACH publicados pela Agéncia e Ident:ifique as suas obrigagc‘:es
incluem um resumo dos aspectos mais importantes,

informacdes bibliograficas e outras referéncias.

» Mais

O Mavigator € uma farramenta que ajuda os fabricantes, os
Guias préticos importadores, os utilizadores a jusante, os distribuidores de
substancias quimicas e os produtores ou importadores de artigos
a determinar as suas obrigacdes no ambito do REACH.
» Mais
Estes documentos apresentam informacdes concretas sobre os
requisitos dos Regulamentos REACH e CRE e sobre as melhores
praticas a adotar para os cumprir.
5 Mais

23
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About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals
ECHA = SBupport = Guidance gn REACH and CLP mplementation. = Guidance Documents > Guidance on REACH @nﬂ' - 11

+ About Us Guidance on REACH

+ Regulations
The list below contains all the Guidance Documents which are available, or will be available, an this website. These
+ Addressing Chemicals of documents have been developed with the participation of many stakehaolders: Industry, Member States and NGOs.
Cancern The objective of these documents is to facilitate the implementation of REACH by describing good practice on how
to fulfil the obligations.

+ Information on Chemicals ) ) )
Some of these documents have been or will be translated into 21 official EU languages. You can access the

+ Chemicals in our Life translations from this webpage: use the language menu on the top right corner of the page.
- Support Search all Guidance documents
= Guidanice on REACH and Feadback Form
CLP implementation
Identify your Guidance on REACH Guidance on CLP
abligations

Consultation Procedure * Guidance on information requirements and chemical safety assessment
Guidance Documents
Guidance in a Nutshell ¥  Guidance for Annex V

¥ Guidance on registration

Guidance Fact Sheets

Practical Guides

Formats _
? Guidance for monomers and polymers
AQls
Information tootkic > Guidance on data sharing
Webinars

. R ¥ Guidance for identification and naming of substances under REACH and CLP
Infarmation far

registrants
+ Dassier Submission Toals * Guidance on the compilation of safety data sheets
+ Helpdesks
; > Guidance on requirements for substances in articles
Practical examples of
E¥pOosUra scenarios
ol ond Modhanr ot Guidance on the preparation of an application for autherisation
Enterprises (SMEs)

Restriction ¥  Guidance on Socio-Economic Analysis — Authorisation
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Pesguisa avancada =

Acerca da ECHA Regulamentos Gestdo de Informacao sobre 0s produtos guimicos Apoio
substdncias guimicas substincias guimicas na nossa vida
que suscitam
preocupacao
ECHA = Apoio > Onentacdo sobre a implementacio dos Regulamentos REACH e CRE > Documentos de orientacio > Guias de m n ¥ _ 0

onentacao relativos ao Regulamento REACH

+ Acerca da ECHA Guias de orientacao relativos ao Regulamento REACH

+ Regulamentos
A lista abaixo indica todos os Guias de Orientacdo actual ou futuramente disponiveis, neste sitio Web. Estes documentos

+ Gestdo de substincias foram desenvolvidos com a participacdo dos interessados (indlstria, Estados-Membros e ONGs) no quadro de projectos
guimicas gue suscitam geridos pela Comissdo. O objectivo destes documentos & facilitar a aplicacdo do REACH através da descricdo de boas
preocupacdo praticas no cumprimento das obrigagbes.

+ Informacdo sobre substancias Parte destes documentos j3 estd ou estard traduzida em todas as linguas da Comunidade Europeia.
quimicas : o : 4
Pasquisa em todos o5 guias de orientacdo
+ Os produtos guimicos na

s Formuldrio para comentarios
nossa vida
- Apoio Guias de orientacdo relativos ao Regulamento REACH Guias de orientacdo relativos ao Regulamento CRE
- Orientacdo sobre a
implementacdo dos }  Documentos de orientacdo sobre os reguisitos de informacdo e avaliacdo da seguranca quimica
Regulamentos REACH e
CRE

Identifique as suas ? Guia de ori ] nexo V
obrigagtes

Procedimento de
consulta

! } Guia de orientacdo sobre o registo

Documentos de = = . % - i = o
orientacio ?» Documento de orientacao para a identificacdo e designacao de substincias no REACH e CRE

Guias de orientacio

resumidos } Guia de orientacdo para mondmeros e polimeros
Flghas t-I?“CI'TiEEIS de ? Guia de orientacdo sobre partilha de dados
orientacaoc

Guias praticos 25

Formatos ? Guia de orientacio sobre a elaboracéo de fichas de dados de seguranca
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sf101 62113632/ registration, en. pdf - Microsoft Internet Explorer provide... E[§|
°F

»

glsinki Air... 9 Kypcel pycckoro ssbika Po... €| Styrene Monomer & | ECHA Exchange Adwvanced search

4 ;@http:,l',l'echa.ei.lropa;eu,l'da... | [ {% Sl | = @ * Page - Safety - Tools -
— ressing Chemicals Information on Chemicals in our Life Support
S = = M ;
= 5 s %I 1)1z = @) [51,5% - Is:f B of Concern Chemicals
_ tion = Guidance Documents = Guidance on REACH .;‘._—_‘-,.n ¥ [ n 14
MECHA
i 5 all the Guidance Documents which are available, or will be available, on this website, These
n developed with the participation of many stakeholders: Industry, Member States and NGDs.
ke documents is to facilitate the implementation of REACH by describing good practice on how
GUIDANCE =
ments have been or will be translated into 21 official EU languages. You can access the
Guidance on l'egistratiml webpage: use the language menu on the top right comer of the page.
Search all Guidance documents
Feedback Farm
May 2012
Version 2.0 Guidance on CLP
Guidance for the implementation of REACH
Jormation requirements and chemical safety assessment
€ Unknown Zone o

Guidance Fact Shests

; ¥ Guidance on registration
Practical Guides

Formats Reference name: Guigance on registration

This document describes when and how to

register a substance under REACH. It

consists of two parts: one on Registration
arbligatt er on the

FAQs Description:
Information toolkit

Webinars
) _ download full PDF document (02.05.2012)
Information far
registrants

+ Dossier Submission Tools :
}  Guidance for monomers and polymers

+ Helpdesks
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GUIDANCE

Orientacoes sobre o registo

Maio de 2012
Versdo 2.0

Orientacdes sobre a implementacdo do Regulamentg REACH

Orientacfes sobre o registo
2 Vers3o 2.0 - maio de 2012

Pesquisa avancada =

Informacdo sobre 0s produtos quimicos Apoio
ubstancias quimicas na nossa vida
Documentos de orientagio > Guias de mn [ [+ L

70S ao Regulamento REACH

igdo actual ou futuramente disponiveis, neste sitio Web, Estes documentos
tteressados (indlstria, Estados-Membros e ONGs) no quadro de projectos
:umentos € facilitar a aplicacde do REACH através da descricdo de boas

duzida em todas as linguas da Comunidade Europeia.
Pesquisa em todos os guias de orientacdo

Formuldrio para comentérios

to REACH Guias de orientacdo relativos ao Regulamento CRE

requisitos de informacdo e avaliacdo da seguranca quimica

Orientacdes sobre o registo

Este documento descreve quando & como se
dewve registar uma substancia de acordo com
o REACH. Divide-se em duas partas: uma
centra-se nas tarefas e obrigacdes de registo
outra na preparacdo do Dossié Técnico.

descarregar documento PDF
integral { Atualizado 02/05/12 )

ntificacdo e designacédo de substdncias no REACH e CRE

e polimeros
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@ E C H A Consultation (on ongoing guidance

updates; not translated)

EUROPEAN CHEMICALS AGENCY

MECHA

EURDPEAN CHEMICALS AGENCY

Advanced search =

About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals
ECHA = Support = Guidance on REACH and CLP implementation = Consultation Procedure n w | é 12
+ About Us Consultation Procedure

* Regulations
If ECHA identifies a need for updating existing guidance or for developing new guidance, it will prepare a

+ Addressing Chemicals of corresponding draft, potentially involving external experts. Based on this draft, the consultation will follow the
Concern following steps:

+ Information on Chemicals Consultation of a Parther Expert Group (PEG);

+ Chemicals in our Life Consultation of ECHA's Committess and/ar Forum, where relevant;

- Suppaort Concluding consultation of the European Commission and Member States Competent Authaorities via the meeting of

S Giidses on REACH: Sh the Competent Authorities for REACH and the CLP Regulations (CARACAL).

CLP implementation In arder to ensure that the guidance updating process will be kept transparent and open to participation by relevar
Identify yvour partners drafts of the different consultation steps will be published on this webpage.
obligations

More information on the "Consultation procedure on Guidance” is readily available.
Cansultation Procedure

Guidance Documents » Ongoing Consultations » Closed Consultations

Guidance in a Nutshell

Guidance Fact Sheets

Practical Guides
http: #/echa.europ%:&u/Web/guest/support/guidance-on-reach-and-cip-
implementation/consultation-procedure
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MECHA

Thanks for your attention

Questions?




