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The storyline

You are sitting in your Helsinki office and it is a
warm and sunny day outside

The calendar on your wall tells you that it’s
Monday 31 July 2017

Suddenly your phone rings... It's your boss, telling
you that your company has decided to start
manufacturing the substance Oxytraining sulfate
in Europe as there seems to be a big market for
the substance. Your task is to “deal with REACH"!

echa.europa.eu
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The storyline S

Reading up on REACH on the ECHA web site you
learn that all new substances need to be
registered before placed on the market

After a deeper analysis you learn that you first
need to Inquire to find other potential registrants
of the substance. Apparently you all need to share
data and submit jointly the registration dossier

In the support section you read that you need to
use IUCLID for the data files and REACH-IT for
submitting it to ECHA

echa.europa.eu
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The storyline

When it comes to IUCLID, you read that you can
Download and install it, or as you are an SME you
can also use the newly released IUCLID Cloud
application from the ECHA Cloud Services.

Apparently you can even create a member
registration directly in REACH-IT...

You create an account for the ECHA IT tools and
write it down on a piece of paper next to you and
get started...

echa.europa.eu
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5. Prepare
member
dossier online

4. Join joint
submission

The goal of the training

6. Submit
member
registration

7. Get
registration

number

3. Submit
inquiry in
REACH-IT
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What is | ?
ECHA Cloud Services

A new platform for delivery of Business Information
systems in ECHA - Released today!

« Triggers

1. The need to maintain an operational IUCLID version has been raised
as a burden for Small and Medium size Enterprises (SMEs)

2. The usage of IUCLID for non-frequent users is seen as complex

« Solution

« Provide IUCLID 6 as a Cloud service and simplify the usage for non-
frequent users

echa.europa.eu 10
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What are the goals with l ?
ECHA Cloud Services

- Release ECHA Cloud Services providing IUCLID
access through the cloud with the aim to:

« Significantly reduce the technical burden and costs
(financial, labour) for hosting, updating and managing
IUCLID locally for industry

« Ensure better protection against loss of data and
ensure continuous availability of on-line IUCLID
services over the internet

> Pave the future of the Business Information
Systems delivery

echa.europa.eu 1 1
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Always work on

the latest version
of the application

Data is more
secure because
of reduced
number of local
copies

r./ S
No cost for users
managing

installations and
hardware

Possibilities for
better online
support

echa.europa.eu

ECHA Cloud Services

Reduced risks of
data loss
(backups

managed by
ECHA)

Facilitate working
anywhere (easier
remote access)
and delegation to
consultants

12
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Milestones
M1 M2 M3

Nov 16 Jan 17 Toda Apr 17 Jul 17 Nov 17 Dec 17

roject Kick-off Infrastructure Set-up IUCLID Cloud Trial IUCLID Cloud for SMEs ECHA Cloud Services Project Closu
Jan-17 Apr-17 Jul-17 Oct-17
Nov-16 Dec-17

1. IUCLID Cloud trial

« first access to the service

« JUCLID data can be browsed with a web interface and edited
with the ‘IUCLID Cloud client’

2. IUCLID Cloud services for SMEs available (mid 2017)

3. Easier dossier preparation with the help of tasks (end
2017)

echa.europa.eu 1 3
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What service are provided?

-@

<

-@
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|UCLID 6 1ucLIDp cloud Trial (April 2017)
Trial

|UJCLID 6 1ucLID cloud for SMEs (Summer 2017)
SME

echa.europa.eu
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ECHA Cloud Services

IUCLID Cloud for SMEs *d.uu._.._.ts

9 SME
Aimed for SME users to prepare registration dossiers under
REACH for 2018 deadline
Work fully on a web browser without installing anything locally
Automated backup and data recovery in case of data loss
Helpdesk support during office hours
Immediate subscription activation
Up to 1 GB of secure data storage

Target 24/7 availability except for pre-defined maintenance
periods occurring outside the working hours

Controlled service updates with every new release of IUCLID

Integrated help and support for dossier preparation (End 2017)

echa.europa.eu
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IUCLID Cioud

Eg Dashboard

"dIU\JI—IU6
Trial

Support
function

alities

Creation of new
substance

| SUBSTANCES

Collapsible

navigation menu

‘4 Download App /
)

Launch the IUCLID
Cloud Client for full
IUCLID 6 functionality

N

| IMPORT IUCLID FILE

Drop file to upload

.o 'I
U or Browse

/

Quick access to
Substances

echa.europa.eu
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IUCLID Cioud

s‘lUL,T!TAI;US @ EE?%?TCLO’Q.?imz h
IENU .
= @ ECHA Training substance

T e

35e588¢c

IUC5-16d020d0-fe12-4b08-9387-9afdf35e588¢ ECHA CSR Example "
SUBMISSION TYPE
11111111
REACH Regqistration 10 - 100 tonnes |
+ 1 GENERAL INFORMATION *
TABLE OF CONTENTS
1. General information* + 1.1 Identification o
i i i =] Sk Last Modified
g'sgéissfrlwfe‘;latim" & Labelling and PBT [EX EcHA Training substance 2170372017 00:49
3. Manufacture, use and exposure* + 1.2 Composition * o
= Last Modifi
4. Physical and chemical properties* R ECHA Substance 21703/2017 00:49
5. Environmental fate and pathways* 1.3 Identifiers
6. Ecotoxicological information* ~ 1.4 Analytical Information * o
7. T logical inf ion* Analytical Information Last Modified
oxicological information Iyt 21/03/2017 00:49
8. Analytical m 1.5 Joint submission
IUCLID Tree view
12. Literature search ShortCUts to a” With access to a”
13. Assessment reports* SeCtlonS docu ments
14. Information requirements
| T ASSESSMENT *
v 21 GHS* (1]
Last Modified
ECHA Substance 21/03/2017 00:49
: ~ 22 DSD-DPD (]
.' e A

| 2ot Madifiad

echa.europa.eu
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IUCLID Cioud

‘IUL.LlLJ 6
@ Tl

DOCUMENT SECTIONS

General Information

Classification

Labelling

Notes

General Information
Name ECHA Substance

Not classified false

Shortcuts to sub-
sections

Related composition v ECHA Substance

Classification

Physical Hazards

Explosives

Reason for no classification conclusive but not sufficient for classification

Flammable gases and chemically unstable gases

Reason for no classification data lacking
Aerosols
Reason for no classification data lacking

Nuidicina mneae

IUCLID 6
o Trial

Open the

editing

document for

‘@ ECS_Test X102
@ &) ECSTect company 102 ¥

-q Edit in TUCLTD app

Access additional
information and
attachments

Document easily
readable

echa.europa.eu

ion. The impurities in the ECHA Substance have no hazardous effects and thus do not affect the classification of the ECHA Substance.
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HECHA

EUROPEAMN CHEMICALS AGENCY Advanced =earch =»

About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals
ECHA = Support = Dossier Submission Tools = ECHA Cloud Services DE EH a

+ About Us ECHA Cloud Services

+ Regulations

ECHA Cloud Services is a secure online platform used to distribute ECHA's IT
. . applications in a cloud environment. Access ECHA Cloud Services
+ Addressing Chemicals of
Concern The first services focus on IUCLID as it is crucial for the 2018 reqgistration deadline.
Their functionalities are prioritised for the needs of small and medium-sized
+ Information on Chemicals enterprises (SMEs). The IUCLID Cloud application runs in a browser and, therefore,

complements the IUCLID application in helping SMEs to register their chemicals for See also

+ Chemicals in our Life the upcoming registration deadline.

To access the cloud space, yvou need to log in using your ECHA Account credentials. » Q8A on ECHA Accounts
- Support These are the same that you have, for example, to access REACH-IT. If you do not )
have an ECHA Account, you can create one on the ECHA Cloud Services web page » What is IUCLID?
+ Guidance before accessing a service. » IUCLID website
) Getting started Once you are logged in, you can select between the available services: 3 Terms and conditions for
1. IUCLID Cloud Trial using the Cloud Services
[PDF]
Q&As Support 2. IUCLID Cloud for SMEs
» REACH 2018: Prepare your
Testing methods and registration as a IUCLID
alternatives dossier

TUCLID Cloud Trial

» Simpler IUCLID for smaller
companies, Newsletter
4/2016

+ Wehinars
Try out the service by working fully on a web browser without installing anything

- Dossier Submission Toals  locally. This service gives you 100 MB of data storage and will be automatically
updated whenever there is a new release of IUCLID. As this is a trial version, there
are no backups taken of the data or dedicated helpdesk support.

Manuals
You can either use the IUCLID Cloud application to import and view your substance,
+ REACH-IT mixture and dossier datasets or [aunch the IUCLID Cloud client (traditional IUCLID
that stores data in the cloud) to edit datasets. However, yvou will not yet be able to
IUCLID use all IUCLID functionalities. These will be available in July 2017 when the IUCLID

Cloud for SMEs is launched.
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A new platform for delivery of Business Information systems,
initially used for distributing IUCLID Cloud

The cloud distribution of IUCLID is a complemented service to
the downloadable versions of IUCLID

Initial aim is to support SMEs users in their preparation for the
REACH 2018 deadline - Trial release

Security is at the heart of the ECHA Cloud Services. Global
measures such as encrypted communications between the client
computer and the Cloud are enforced

SMEs can from 04/04/2017 start to get familiar with the IUCLID
Cloud Trial, but the main service will be released in summer
2017

echa.europa.eu
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Subscribe to ECHA
Cloud Services

6. Submit
member
registration
1.
Subscribe
to ECHA
Cloud

BoEisbele Services

member
dossier online

7. Get
registration

number

ECHA Cloud Services

2. Prepare
inquiry in
- IUCLID
4. Join joint Cloud Demo subscription

submission

3. Submit
inquiry in
REACH-IT
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Prepare inquiry in
memear IUCLID Cloud

1.
Subscribe
to ECHA
Cloud

5. Prepare .
Services
member
dossier online

reg':;t‘:f:ttio“ = Introduction on IUCLID 6
number and IUCLID 6 main
functions
. Prepare
et = Exercise

- IUCLID
4. Join joint Cloud
submission

3. Submit
inquiry in
REACH-IT

echa.europa.eu



Sign In

IUCLID 6 i

Advanced search »

IUCLID Product Download Software
IUCLID = Home (@] £ ]t |w]+ i
29 April 2016
File Edit Go View Help IUCLID 6 is available
| | | flél | A new major version of IUCLID, used for managing scientific information in a
regulatory context, is now online. Updated manuals and plugins are also
available.

'IE Mavigation Panel
Main tasks Se@ch | TOC Annotations 12 April 2016

A new IUCLID 6 test version is available
This test version includes bugs fixes and improvements.

Re=sult type  Substance

Query type | Get all substances

5 February 2016

Test a new version of [IUCLID 6
You can now download the latest IUCLID & test versions directly from this
website.

D | d 24 Movember 2015
ownioa Register to be part of the IUCLID 6 testing

IUCLID 6 development continues and new test versions are made available
to registered testers.

=ubstance

Chemical name*

substance

NHIAL IR 2 wlamre a2 cacmésel cala fm dlea 1T cwmsrios s o = b

echa.europa.eu



. ECHA 1UCLID: dataset content

EUROPEAN CHEMICALS AGENCY

Section 1:

« Substance identification

« Composition(s)

Section 3: manufacture, use and
exposure (CSR sections 9-10 extract
structured fields)

» Section 3.2 - Estimated quantities

« Section 3.5 - Life cycle description: brief
description of uses based on the REACH use
descriptor system

« Section 3.7 — Exposure scenarios, exposure
and risk assessment

Sections 4 - 7 (OECD Harmonised
templates)

Section 13: assessment reports

« The CSR document is attached to this
section as a Word or PDF file

echa.europa.eu

E 0 Related information

Elﬁ 1 General information

é 1.1 Identification

E 1.2 Compaosition

--E 1.3 Identifiers

E 1.4 Analtical infermation

E 2 Classification & Labelling and PBT assessment
Elﬂ 3 Manufacture, use and exposure

E 3.1 Technological process

-- E 3.2 Estimated quantities

--E 3.3 Sites

E 3.4 Information on mixtures

-- E 3.5 Life Cycle description

E 3.6 Uses advized against

-- E 3.7 Exposure Scenarios, exposure and rizk assessment
E 4 Phy=ical and chemical properties

E 5 Environmental fate and pathways

E & Ecotoxicological information

E T Toxicological information

E & Anabhytical methods

E 11 Guidance on safe use

E 12 Literature search

Elﬂ 13 Aszzessment reports

L @ ~ssessment reports.001

26
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File Edit Use-_g

Create new or Create a

i modify your template to
existing reuse same

| B substances here 4 endpoint data View your
Main tasw — \ in different 4 dossiers

datasets.
T

Mixture / Product Template

Search by UUID

B ®

My account Import Bulk export

Substance ijT — e Import files: LE,

Category Atoe substance datasets,
reference substances

Store chemical information
on particular chemicals
once in the database and

Inventories link it from there to any Plugins
IUCLID section.

View what
information will
be published on
Validate the substance Walidation assistant the ECHA website

om0 4

Legal entity Legal entity site Reference substance
E \& datasets and also the
H N final dossiers in order
Contacts Chemical inventories Literature reference to minimize the risk
for errors

Dissemination preview Fee calculator Help

echa.europa.eu 27



©“ECHA Embedded Help System (F1)

EUROPEAN CHEMICALS AGENCY

Help Navigator

File View Go Toole Help

4 oaw | =4 R

C"””“ S IUCLID 6 functionalities

@ Functionalties of IUCLID &

: . '! IVVLIWV

[ nqui

g Eiz: IF-t:gi;ratiun and PPORD

G- ication for Authorization 11 1

5 -uS How to create specific dossiers (e.g. how

@ REACH Nofifization of substance in articles
@ CLP Atternative name request
@ CLP Classification and labelling notification
- Documents in IUCLID

to create a registration dossier)

descrip'tiun of the functians of the software. In addition, it includes a set of guides an haow
to prepare data for submission to ECHA. under a particular set of leaislations.

Contents | Search

EJ--Q Functionalities of IUCLID &

G- REACH Inquiry

EJ--Q REACH Registration and PPORD

EJ--Q REACH Application for Authorisation
%} - EJ--Q REACH Downstream user report

[

[

[

[

J--@ REACH Notification of substance in articles
J--@ CLP Alternative name reguest
J--@ CLP Classification and labelling notification

3)

- Documents in IUCLID

ECHA.EUROPA.EU




C“ECHA Embedded Help System (F1)

EUROPEAN CHEMICALS AGENCY

Help Mavigator

Fie View Go Tools Help

< » | o

Contents | Search

e [2] Welcome -
(-6 Functionaliies of IUCLID 6
G- REACH Inquiry
=RV REACH Registration and PPORD
- |E] Changes to this document
- [Z] Table of Contents
Table of Figures
- [Z] Table of Tables

Ea--g 1. Introdu ction H oW tO p I‘epa re
[+-g8 2. Legal entity . .

-6 3. Legal entity site re gl St I‘Eith na Ild
G- 4. Contact

3. Chemical inventories PPO RD d 1

[3--@ 6. Reference zubstance OSSle rS
EB--@ 7. Literature reference

G163 8. Test material

EEI--Q 9. How to create a Substance dataset

EB--Q 10. How to create a Dossier

- [Z] 11. How to export a Dossier

- [Z] 12. Submit Dossier

-[Z] 13. Update Dossier

Annex 1. Overview of the business rules checks pel
Annex 2. Overview of the completeness check perfc
Annex 3. Overview of endpoints and information reg
Annex 4. Minimum informatien required for updating a
--[2] Annex 5. The assessment entity in IUCLID

Annex §. Overview of tonnage fields in [UCLID

o e s PR
4 4

ECHA.EUROPA.EU 29
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Creating a complete dossier

e Create the dataset
¢ Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier
e Run the Validation Assistant on the dossier
e In case of failures, correct the dataset or re-create the dossier

ECHA.EUROPA.EU
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Creating a complete dossier

e Create the dataset
¢ Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier
e Run the Validation Assistant on the dossier
e In case of failures, correct the dataset or re-create the dossier

ECHA.EUROPA.EU
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Datasets list

., IUCLID &

File Edit User Admin

Help

@ | |

= Mavigation Panel

il @

Saarch | TOC Annotations

|
Resﬂpe Substance

Query type | Get all substances

Complete_fullTB1 / myrtecaine f 2-]

B S

| X

(6,6-dimethylbicyclo[3.1.1]hept-2-en-2-yljethoxy]-N,M-diethylethanamine / 7712-50-7

Substance name*

Complete_fullTB1

Public name

Test

Legal entity flags

Clear @
R i
D| Eﬂ @|@|x Legal entity®
T i |Hﬁ Example Company 1 / Example city / Finland
itter
Third party flags
Chemical name Legal entity name Reference substance Last modification date @
é dewdwed frefrefef 2018-03-25T11:23:00...
Third pal
myrtecaine / party
é Complete_fullTB{Example Company 1 2-[2-(5 5-dimethylbi{2016-01-14T12:02:19.. |
I T712-50-F 1 231-3 . .
2014 WCLID 5 REFERENCE_SUBS Role in the supply chain A
Test Dataset for  |European Chemicals .. REFERENCE_SUBS|2018-03-29T14:07:31... Role flags
IUCLID & migratien 1 50-00-0 § 222-888
labetalol / ®

é Member_1

Example Company 1

@ 2_hydroxy-5-{1-hyg

[ 36884-69-6 | 253

2016-01-14T15:34:00...

[~ Manufacturer

[+ Importer

[~ COnly representative

echa.europa.eu
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Dataset content

Fie Edt User Admin Help Click on "TOC’ to display the content of the
& | | iz @ | dataset

B7 Gy WS D HNEAC Gelul i
Search | TOC | Annotations el P owr
REACH Cumpﬁetﬂble of contents o

Substance name*
Y Text fiter ~
Member_S00-455-4

#-Jgl 0 Related information

E"‘ 1 General information Public name
E 2 Classification & Labelling and PBT assessment

E 3 Manufacture, use and exposure

E 4 Physical and chemical properties Legal entity flags

E 5 Envirenmental fate and pathways @

E 6 Ecotoxicological information Legal entity™

E 7 Toxicological information Hﬁ Example Company 1/ Example city / Finland
- ----- E & Analytical methods Third party flags

E 5 Residues in food and feedingstuffs @

E 10 Effectiveness against target organisms
- ----- E 11 Guidance on =afe use

----- E 12 Literature search

E 13 Assessment reports

Third party

Role in the supply chain A
Role flags

®

[~ Manufacturer

E 14 Information requirements

echa.europa.eu 33
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Adapting view to submission types

M A
Lo

B IWL

Fle Edt User Admin Hepp Adapt the view according to your needs (e.qg.

a | | iz 0 | preparation of a registration dossier as a member of a
joint submission)
*|= Navigation panel
Search| TOC | Annotations H RS | X | @
Complete table of contents - & 5ubsisnce name*
Y Text fiter 73
Member_S00-458-4
- CORE
Public name
ol EU_cLP
E EU_REACH Select a value
h i Emple city / Finland
REALCH Hegistration TU - TOU fonnes F. B

REACH Registration 100 - 1000 tonnes L
REACH Registration above 1000 tonnes
REACH Registration member of a joint submission - get | < case F
REACH Registration member of a jeint submiszion - inteniediates
REACH Registration on-site izolated intermediates above 1 tonne
REACH Registration transported isolated intermediates 1 - 1000 tonnes .

REACH Registration transported isclated intermediates above 1000 tonnes hain A
REACH Substance Evaluation b

m Cancel I
T r

echa.europa.eu 34
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Filling-in a dataset:
mandatory sections

e Mandatory sections
are indicated with a
red mark: *

e This is only an
indication and the
Validation Assistant
should be run to
verify the
completeness of a
dossier

ECHA.EUROPA.EU

File Edit User Admin Help

& | | it @

Search | TOC | Annotations

REACH Registration above 1000 tonnes
Y Teuxt fiter

“NUSL=0 | >

E 0 Related information

-
EB--E* 1.1 Identification

EE}--E* 1.2 Composition

EE}--E 1.3 entifiers

EB--E“ 1.4 Analytical Information
- [l 1.5 Joint submission
E 1.6 Sponsors

EE}--E 1.7 Suppliers

EE}--E 1.8 Recipients

JE“ 2 Classification & Labeling and PET assessment

jE"‘ 3 Manufacture, use and exposure
]E“ 4 Physical and chemical properties

:IE" 6 Ecotoxicological infermation
JE“ T Toxicological infermation
-l & Analytical methods

JE“ 11 Guidance on safe use

- [l 12 Literature search

EEI"-E'( 13 Assessment reports

3
£
£
[El---i* 5 Environmental fate and pathways
£
3
£
3

[El---n 14 Information requirements

Substance name*

Complete_fullTBA1

Public name

Test

Legal entity flags

®

Legal entity™
Hﬁ Example Company 1 / Exan
Third party flags

®

Third party

Role in the supply cha
Role flags

®

[~ Manufacturer
|+ Importer

[~ Only representative

i Information Panel

»
4 Infrrenatinn | ool scoe oo

35
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Filling-in a dataset: creating records

. Right-click on a

File Edit User Admin Help

section to create a 10 | izl @
new record oo

Search | TOC | Annotations = E =
o Fi I | -iN th e REACH Registration above 1000 tonnes || supctance na
. . Y Text fiter ~
information Sr—
E 0 Related information
Ejﬁf 1 General information Public name
-’ 1-1 Wentification
= | 1.2 Composition
[} E 1.3 Wentifiers Legal entity flag
E* 1.4 Anahytical Information @
[ 1.5 Joint submission &, New record Legal entity*
-l 1.6 Sponsors I@
-l 1.7 Suppliers Third party flag
- 1.8 Recipients ™
- 2 Classification & Labeling and PET assessment — -

ECHA.EUROPA.EU
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Creating a complete dossier

e Create the dataset
¢ Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier
e Run the Validation Assistant on the dossier
e In case of failures, correct the dataset or re-create the dossier

ECHA.EUROPA.EU
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Validation assistant

e Access the substance
datasets

e Right-click on the
dataset and select
Validate

*, IUCLID &
File Edit User Admin Help

@ | I R e

*|= Navigation Panel

Search

Result type | Substance

Query type | Get all substances

Clear

é Complete_fullTB1 ‘Examule Companv 1

ﬂ Open

o

2.[2-(5 B-dimethybi
I TT12-50-7 [ 2317

—~
i gl X
T Fitter
Chemical name Legal entity name: Reference substance Last modification date
é dewdwed ‘frefrefef | 2016-03-25T11:23:00...
myrtecaine /

2018-01-14T12:02:18...

Please o

2014 UCLID 5 REFERENCE_SUBS]
Test Datazet for rﬁj Create Dossier... REFERENCE_SUBS]2016-03-29T14:07:31...
IUCLIC & migratic orint 1 50-00-0 / 222-33F
é 5 Print.. - labetalol
Member_1 =|  enerate report.. 2-hydroxy-5-{1-hyg2018-01-14T15:34:00...
D" ¢ /35894 695 / 253
@ Export...
X Delets
é Validatg
Please o
38
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Validation assistant
e Access the substance
dataset

e Right-click on the
dataset and select
Validate

e Select the submission
type

ECHA.EUROPA.EU

Step 1 - Validation assistant - Submission type specification

Dossier type
Select submission type REACH Registration above 1000 tonnes

[~ Select information to be checked

39
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Validation assistant

e Access the substance
datasets

e Right-click on the
dataset and select
Validate

e Select the submission
type

e Provide the dossier
header information

ECHA.EUROPA.EU

Type of submission
[~ Joint submission
Tonnage band(s) of the registrant

On-site izolated intermediates tonnage band (REACH Article 17)

Transported isolated intermediates tonnage band (REACH Article 18)

Specific submissions

[T The submission is an update

Dossier specific information
Phase-in phase-in o

™ Reviewed by an assessor
Remarks

0 Submiszion type header information

Step 3 - Validation assistant - Enter additional information concerning your dossier

40
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Validation assistant results

*. Validation assistant wizard

alidated entity: Complete_fullTB1 / myrtecaine / 2-[2-(§ 6-dimethylbicyclo[3.1.1]hept-2-en-2-yljethoxy]-N,N-diethylethanamine / 7712-50-7
Time of validation: 2016/03/30 10:25:40
[ ) Tota I “alidation scenario: SC0144 - Registration, lead =1000, own 10-1004100-1000/=1000, CSR, own G3U f:{

»

number of ~~__ -
fallures Sutmiswtz; ¥ | Quality checks (0) R

"Business rules (1)", "Completeness check rules (1)°

g Re-check Fitter: All *  Rules’ outcome: All hd
() Ru I e n u m be r Rulg -~ Section nu... Section name Document n... Message Rule type Rule level
BRATY Joint submission lead registrants must include at least one composition Business
\ which describes the collectively agreed boundaries of the registered rule -
substance. To this end, indicate in section 1.2 the Type of composition’ as %) Failure
‘boundary compesition of the substance’. Multiple boundary compositions
L4 Re | eva nt can be provided, if relevant.
t' TCC_ESR_19(6.1.2 Long-term Testing "Adminigtrative data’ is not complete. vou have indicated the endpoint Completenes
SeC I O n o — toxicity to proposal study record to be a testing proposal by selecting 'experimental study & check
fih planned’ or "experimental study planned (based on read-across)' in the
/’ field Type of information®. A testing proposal on vertebrate animals must
/ document the considerations for why the adaptation possibilties provided ‘%) Failure
Lty

m REACH Regulation cannot be used to address the information
. / g
D OC u e n t T / requirement. The information must be provided in the field *Justification for

type of infermatien' and will be published on the ECHA website. You are

n a I I l e / advised to use the text template available for the field to ensure that all the

] relevant information has been provided.

e Error —
message

e
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Validation assistant results

il il

[} Ri g h t_ CI i C k O n a Walidated entity: Complete_fullTB1 / myrtecaine / 2-[2-(5 §-dimethylbicycle[3.1.1]hept-2-en-2-yljethoxy]-N N-diethylethanamine / 7712-50-7
Time of validation: 2016/03/30 10:2%:40
“alidation scenario: SC0144 - Registration, lead =1000, own 10-100/100-1000/=1000, CSR, own GSU

failure to access A ]

»

. L
the incomplete —

Submission checks (2) 1 | quality checks (0} 4
d O C u m e n t "Business rules (1)", "Completeness check rules (1)°

3 Re-check o Open document é Fitter: All *  Rules’ outcome: All b
Rule ~ Section nu... |Section name Document n... Message Rule type Rule level
BRATT Joint submission lead registrants must include at least one composition Business
which describes the collectively agreed boundaries of the registered rule .
substance. To this end, indicate in section 1.2 the Type of composition® as (%] Failure

‘boundary compesition of the substance’. Multiple boundary compositions
can be provided, if relevant.

TCC _ESR_19|6.1.2 Long-term Testing "Adminigtrative data’ is net complete. Y'ou have indicated the endpeint Completenes
toxicity to propesal study record to be a testing proposal by selecting 'experimental study s check
fish planned’ or "experimental study planned (based on read-across)' in the

field Type of infermation’. A testing proposal on vertebrate animals must
document the considerations for why the adaptation possibilities provided

; > : (%) Failure
by the REACH Regulation cannot be used to address the information -

requir s t vided in the field "Justification for
type« on the ECHA website. You are
ra;:l':rlei 3 Go to referenceldocument é for the field to ensure that all the

k:

© validation assistart - Repart Cancel

ECHA.EUROPA.EU
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OECD / Long-term toxicity to fish / Testing proposal/ Complete_fullTB1 ! myrtecaine / 2-[2-(8 8-dimethylbicyclo[3.1.1Jhept-2-en-2-yljethoxy]-N N-diethylet. . OECD

BB | X
Administrative data A The incomplete
® | document is displayed

Endpoint

fish earty-life stage toxicity .| ™ | Remarks

Type of information
experimental study planned .| ™ | Other Remarks

Adeguacy of study

[~ Robust study summary
[~ Used for classification

[~ used for SDS
Study period
& months
Reliability
Cther

Rationale for reliability incl. deficiencies
Cther Remarks

Data waiving

Justification for data waivina
i Information Panel

i Information il Clipboard manager Ry Attachments (O Modification history [Z5 Annotations

Type |_. Endpoint Study Record |

UUID |57 fTaccfl-2eb8-4a51-931a-547701050235

Dossier UUID

You can (un-)hide the Validation

Assistant using this icon

& Superlser L

ECHA.EUROPA.EU 43
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Refresh the validation assistant results
after correcting issues and saving

**. Validation assistant wizard

“alidated entity: Member_S00-457-5 / Paratrainingol_substance_ijupac

Time of walidation: 2018/05/23 17:12.47

“alidation scenario: SC0031 - Registration, member 10-100, own C3R, own GSU ‘,)/
V5

Submission checks (8) ¥ | Quality checks (0) ®

Business rules (1), Completeness check rules (5)

g Re-check E|E| Copy report Fitter: All *  Rule level Al -
m Aki Section number |Section name  [Document name Message Rule type Rule level
BR154 23 PBT In section 2.3 - "PBT assessment’, a summary document must be created, and a Business rule =
assessment selection must be made in the field "PBT status’. If the option 'PBT aszessment does
not apply’ is selected, an explanation must be provided in the figld "Justification”. If
=zeveral PBT summaries are provided, the "Azsessed composition(s) must be G Failure
indicated.

Summary documents are identified with the sigma sign.

TCC_0M02_08 (1.2 Compesition, |Composition.00 |For each impurity of a legal entity composition, the ful*Concentration range’ must |Completeness
1) 1 be provided (lower and upper value), together with a unit. check

i I . 2 Failure
If declaring the absence of a specific impurity, link the appropriate reference

substance and indicate the value "07, together with the unit, in the field Typical
concentration’. Leave the "Concentration range” fields empty.

TCC_0104_02 (1.4 Analytical Analytical The "Anahtical information’ provided in section 1.4 is incomplete. At least one row |Completeness
Information, (2} [information.001 [must be created in the table "Anahytical determination’. In each row, the following |check

must be provided:

- a selection must be made in the ‘Purpose of analysis® picklist

- at least one selection must be made in the "Analysis type’ picklist

- either an attachment must exist in the "Attached methodsiresults’ field, or a
reason for not providing a methodiresult must be indicated. To this end, make a 'ﬂ' Failure
selectinn in the field *Ratinnale for nn results” and insert an exnlanation in the

© validation assistart - Report
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Creating a complete dossier

eCreate the dataset
eFill-in the information

eRun the Validation Assistant on the dataset
e Correct the failures

eCreate the dossier
eRun the Validation Assistant on the dossier
oIn case of failures, correct the dataset or re-create the dossier

ECHA.EUROPA.EU
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DOSSier Creation File Edit User Admin Help
| | i e

e Access your
substance
datasets Main tasks

L h

Mixture / Product Template
\ ¢
'4»"*’ J
LN
Substance ' =
Category Annotation
Inventories

ECHA.EUROPA.EU 46
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Dossier creation

e Select the dataset
for which you
want to create a
dossier

e Right-click and
create dossier

ECHA.EUROPA.EU

. IUCLID &
File Edit User Admin

Help

a | |

*|= Navigation Panel

Search

Result type | Substance

izl @

Query type | Get all substances

-
D& B X
Y Fitter
Chemical name Legal entity name Reference substance Last modification date
é dewdwed |frefrefef 2016-03-29T11:23:00...
myrtecaine /
@ Complete_fullTR1 |Fxamni= Pamnan 1 2[2-(8,6-dimethylbi{2016-01-14T12:02:19. .
- Open T'FF12-50-F [ 231-3
2014 UCLID £ — ) REFEREMCE_SUBS]
Test Dataset Eﬂ Create Dossiergiig @ REFERENCE_SUBS|2016-03-28T14:07:31...
IJCLID & migr: . kﬂ 1 50-00-0 f 222-888
—— ———— = & Print..
labetalol /
é Member_1 [E] Generate report... @ 2-hydroxy-5-{1-hyd2016-01-14T15:34:00...
136804506 f 253
@ Export...
A Delste
@b Valdate..
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Dossier creation wizard

e Select the dossier type

. Dossier creation wizard

Step 1 - Select submizsion type: Select a submizsion type, which meets your specific reguirements: regulatory programme, type of
dossier, tennage band, member of a joint submission, etc.

The dessier/export template is used to determine which substance or mixture/product documents will be selected by default. The
=selection can be modified manually in a subseguent step of the dessier creation/export process.
Mote that all referenced documents will be automatically detached.

Substance

Select submission type for a Substance

{~ REACH Downstream user report
REACH Inguiry
REACH Notification of substance in article
REACH PPORD

REACH Registration 1 - 10 tonnes, physicochemical requirements

I
I
-
-
= REACH Registration 1 - 10 tonnes, standard requirements
= REACH Registration 10 - 100 tonnes

= REACH Registration 100 - 1000 tonnes

% REACH _.‘h?'ﬁtratiun above 1000 tonnes

= REACH Registration member of a joint submission - general case

= REACH Registration member of a joint submission - intermediates b

[~ Use advanced settings

~

o Select subtission type %

ECHA.EUROPA.EU
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Dossier creation wizard

e Fill-in the dossier header

ECHA.EUROPA.EU

*, Dossier creation wizard

Step 4 - Administrative information: Enter additional information concerning your dossier
Submission type - REACH Registration above 1000 tonnes

Dossier name (given by user)

Dossier submission remark

Type of submission

[~ Joint submission

Tonnage band(s) of the registrant
On-site izsolated intermediates tonnage band (REACH Article 17)

Transported isolated intermediates tonnage band (REACH Article 13)

Specific submissions

[~ The submission is an update

(%) V1170: The phase-in status is mandatory.

o Addministrative information
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Creating a complete dossier

e Create the dataset
¢ Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier
e Run the Validation Assistant on the dossier
e In case of failures, correct the dataset or re-create the dossier

ECHA.EUROPA.EU
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5. Prepare
member
dossier online

4. Join joint
submission

6. Submit
member
registration
1.
Subscribe
to ECHA
Cloud
Services

7. Get
registration
number

2. Prepare
inquiry in
IUCLID
Cloud

3. Submit
inquiry in
REACH-IT

echa.europa.eu

Prepare inquiry in
IUCLID Cioud

Introduction on IUCLID 6 and
IUCLID 6 main functions

Exercise
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EUROPEAN CHEMICALS AGENCY

e Inquiry is created in IUCLID (Cloud or
Application)

e An inquiry dossier must include the following:

« Section 1.1 - Substance identification

« Section 1.2 - Composition information

« Section 1.4 - Analytical information

« Section 14 - Inquiry information requirements

echa.europa.eu 52
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EEEEEEEEEEEEEEEEEEEEEEE

e The inquiry dossier is submitted to ECHA via
REACH-IT

e Business rules check only (no completeness
check), verification of the substance identity

e Use the Validation Assistant on your
substance to find the business rule failures
before submitting the dossier to REACH-IT

echa.europa.eu 53
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« As a result of the inquiry, ECHA gives you

e An inquiry number that needs to be inserted to the Registration
dossier (section 1.3)

e Access to the co-registrants page in REACH-IT; it shows the
existing and potential registrants of the same substance

e The requested robust study summaries if a registration exists
and the data is older than 12 years

e The name of the company that submitted the data if a
registration exists but is less than 12 years old

echa.europa.eu 54
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1. Import your substance dataset file to IUCLID
2. Find your substance

3. Change the view mode to REACH Inquiry to see
only the relevant sections

4. Run the Validation Assistant (VA) on your
substance dataset

5. One-by-one correct all the reported business rule
failures in your substance dataset. Refresh the VA
report to see that the error is gone.

6. Create the inquiry dossier and save it on your
desktop

echa.europa.eu 55
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First step

E c H Attachment for the REACH-IT online dossier creation

Login to machine: Password1l1!
Start Local IUCLID
Open the Chrome browser

Download the training materials from the IUCLID 6
website (link on your desktop:
http://iuclid6.echa.europa.eu/training-material)

IUCLID > Training material  f | w] ]| 0

Training material

IT Tools training - REACH Stakeholders' day
ECHA, Heilsinki, Finland, 4 April 2017
m Morning session (substance: paratraining sulfate)

Presentation | IUCLID 6 substance dataset | Attachment for section 1.4 | Exercise: online registration dossier with REACH-IT | Structural formula |
Attachment for the REACH-IT online dossier creation

m Afternoon session (substance: oxytraining sulfate)

Presentation | IUCLID 6 substance dataset | Attachment for section 1.4 | Exercise: online registration dossier with REACH-IT | Structural formula |

56
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5. Prepare
member
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4. Join joint
submission

6. Submit
member
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1.
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to ECHA
Cloud
Services

7. Get
registration
number

2. Prepare
inquiry in
IUCLID
Cloud

3. Submit
inquiry in
REACH-IT
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Prepare inquiry in
IUCLID Cioud

Introduction on IUCLID 6 and
IUCLID 6 main functions

Exercise
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5. Prepare
member
dossier online

4. Join joint
submission

6. Submit
member
registration
1.
Subscribe
to ECHA
Cloud
Services

7. Get
registration
number

2. Prepare
inquiry in
IUCLID
Cloud

3. Submit
inquiry in
REACH-IT

echa.europa.eu

Submit inquiry In
REACH-IT

REACH-IT

Presentation
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Intuitive user
interface

Integrated help

Checklists available
before submission

Easier identification
of co-registrants and
existing joint
submissions

Online registration
for members - no
need to install
IUCLID

Submit a dossier

echa.europa.eu

31,02 5o BLILD, MUMBER) - [Sferm. BULD I0]]

Substances

&)

é

Q
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-Q REACHAT Traarung Company ' 1 Traininglampasry B Taaks (i) A Sunsranges B Mesages -‘ Ak sparch by number

Margot Magi
Training Company
REACH-IT SAT-IT-1

Substances
{0}

rSu bmit a dossie r1

Upload by
BACLID frwcurnes
Prepee onfine * Heiher
i REACHHT wetlorm _—
E D AT Tl

echa.europa.eu 6 1
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= Submit

Submit a dossier

Alternative chemical name request

* wWebform application
Application for authorisation

' Upload a ILCLID dossler
Classification and labelling notification

*  Upload a IUCLID dossler
*  Prepare and submit onling In REACH-IT

" Manage group of manufacturers or Importers

Downstream user report - Authorisation

* wepform application

Downstream user report — Registration
* Upload a IUCLID dossler
' Webform application
Inquiry
* Upload a IUCLID dossler
" Prepare and submit online In REACH-IT
PPORD notification
' Upload a IUCUD dossler
Pre-registration
* Data holder Information
*  Late pre-reglstration
Registration
' Upload a IUCUD dossler
" Prepare and submit ondine In REACH-IT
*  Claim notifled substance
Substance in articles

' Upload a ILCLID dossler
* ‘webform application

1 Search

Advanced search

Reference numbers
Submissions

Substances

Co-registrants
Pre-registrations and pre-SIEFs
Classification and labelling
Key documents

Invoices

71 Manage company

« Joint submission

Create new
Join existing

Search and view

echa.europa.eu

Company information
Company size

Contacts

Email notification settings

Legal entity change

' Inltlate a legal entity change
* Search or finallse a legal entity change

*  Create and export an assets list

Third party representatives

= Tasks
¥ Messages
+,_ Terms and Conditions

"4 Logout
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The submission process cannot be saved so ensure you have all the required information before you begin. Are you ready to submit your dossier? Before continuing,

make sure that: NE'Ed hElP?

.vf Dossier type: * Registration X v ° You are part of the joint submission, if one
exists for your substance.

° The company size is correct. You can find out
. Submission type: * © how to determine the company size if you are
ubmission type: N
unsure.

° The VAT number and billing address in
REACH-IT are up to date, and optionally you
have a purchase order number: they will
appear on the invoice.

° The contact persons for this dossier has been
s2d the contact details are up to date

ICNJ BUrSOI #U/3UppOrT

ng-rnecum-sized-

C h kI 3 t ertain information from the
eC I S S Eier will be published on the
ithout further notice. Use the

i n W i Za rd S ination plugin in IUCLID to

information will be published.

echa.europa.eu
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o = =T\ Regulatory processing by th
Agency Y ERe

Invoice

Pre- Business
Rules

processing
Check Technical
Completeness
Check

IUCLID 162

i

echa.europa.eu
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Submit a dossier

Submit a dossier

 Upload a IUCLID dossier

& « Webform applications

 Prepare online in REACH-IT

Upload a

-i IUCUD

dossier

Prepare online

in REACH-IT Webfarm

4 applications

Yiew all types

echa.europa.eu 65
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5. Prepare
member
dossier online

4. Join joint
submission

6. Submit
member
registration

7. Get

registration

number

3. Submit
inquiry in
REACH-IT

1.
Subscribe
to ECHA
Cloud
Services

2. Prepare
inquiry in
IUCLID
Cloud

echa.europa.eu

Submit inquiry In
REACH-IT

Submit your inquiry dossier in

REACH-IT

Wait for the reference number

Visit the co-registrants page
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5. Prepare
member
dossier online

4. Join joint
submission

6. Submit
member
registration
1.
Subscribe
to ECHA
Cloud
Services

7. Get
registration
number

2. Prepare
inquiry in
IUCLID
Cloud

3. Submit
inquiry in
REACH-IT

echa.europa.eu

Join joint
submission

Find the joint submission

Use the joint submission name
and token combination to join
the joint submission
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5. Prepare
member
dossier online

4. Join joint
submission

6. Submit
member
registration
1.
Subscribe
to ECHA
Cloud
Services

7. Get
registration
number

2. Prepare
inquiry in
IUCLID
Cloud

3. Submit
inquiry in
REACH-IT

echa.europa.eu

Prepare member
dossier online

IUCLID 6

Presentation
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Create and submit a member dossier online

e Simplified way to create a member registration dossier
directly in REACH-IT

e Step-by-step wizard with online help features
e Compulsory information highlighted
e Pre-filled information and reduced number of fields

e Automatic saving and possibility to update

echa.europa.eu 70
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Conditions

Member in a joint
submission?

No previous
submission in
IUCLID

Only one
composition to
register

Provide additional
study or own
record

echa.europa.eu

IUCLID 6

¢ REACH-IT
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Required data for members

e Same data in IUCLID and in REACH-IT

e Every co-registrant of the joint submission:
« Substance identity, including impurities
- Tonnages of the substance
« Uses and conditions of use through the life-cycle

e Co-registrants 10 tonnes per year or more:

- Attach chemical safety report, unless agreed with the lead that he will
submit on behalf of the members

e Members who need to submit own classification and labelling can
provide it too

e Confidentiality claims can be indicated

echa.europa.eu 72
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Prepare member
dossier online

6. Submit
member
registration

1.
Subscribe
to ECHA

|
5. Prepare Cloud

e B Services

dossier online

7. Get
L L L G L » Start from the joint submission
number
page
2. Prepare . . .
inquiry in = Fill the necessary information
4. Join joint o to continue to the next step

submission

3. Submit
inquiry in
REACH-IT

echa.europa.eu
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6. Submit
member
registration

5. Prepare
member
dossier online

7. Get
registration
number

4. Join joint
submission

3. Submit
inquiry in
REACH-IT

1.
Subscribe
to ECHA
Cloud
Services

2. Prepare
inquiry in
IUCLID
Cloud

echa.europa.eu

Submit member
registration

= Review the information
provided

» Add your contact details
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Get registration
number

6. Submit
member
registration

1.
Subscribe
to ECHA
Cloud

5. Prepare -
5 Services

member
dossier online

7. Get
registration
number

*» Find the invoice in your tasks
2. Prepare and watch out for the deadline

inquiry in
IUCLID
Cloud

3. Submit
inquiry in
REACH-IT

echa.europa.eu
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N
¢ Find the joint submission — Use the “Search for other joint submissions”
functionality if you have pre-registered or inquired

¢ Join the joint submission

e Create the dossier online: start from the joint submission page

e Receive the registration number

€L

e Read the tasks and messages (BRs, TCC, Invoice): pay the invoice ]

echa.europa.eu 76
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6. Submit
member
registration

5. Prepare
member
dossier online

7. Get
registration
number

4. Join joint
submission

3. Submit
inquiry in
REACH-IT

Bonus
Subscribe to ECHA

Cloud Services

1.
Subscribe
to ECHA
Cloud
Services

Open the Cloud URL

Login and subscribe

2. Prepare
inquiry in
IUCLID
Cloud

Upload IUCLID dossier

echa.europa.eu
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Today achievements

Used the IUCLID Cloud for the first time
Created a dossier in IUCLID

Found and joined the joint submission
Created a member dossier online in REACH-IT

Received a registration number for your member dossier

echa.europa.eu
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Thank you!

Subscribe to our news at
echa.europa.eu/subscribe

Follow us on Twitter
@EU_ECHA

Follow us on Facebook
Facebook.com/EUECHA




