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IUCLID Substance dataset

e The Substance dataset = is the core of information
in IUCLID;

e Repository of data, which is used to create a Dossier
for the substance to be registered;

e Contains all data related to a chemical substance:
» chemical identity, including the substance composition
» information on the classification and labelling
» information on manufacture, use and exposure
> all required and available (robust) study summaries
» Attached reports (if required)

18 June 2013 echa.europa.eu 10
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Where to find help in building a
Substance dataset?

e Data Submission manuals
e ECHA Website, see bottom right of front page

18 June 2013

Information on
Chemicals

* Pre-registered
substances

* Registered substances

v Classification & Labelling
Inventory

* Registration statistics
* Testing proposals

* Community Rolling
Action Plan

Chemicals in our Life

¥

¥

¥

CLP Pictograms
Are they safe?

The EU is leading the
world on safer chemicals

Animal testing under
REACH

Manomaterials
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ECHA web site

MECHA

EUROPEAN CHEMICALS AGENCY =7 Advanced search »

About Us Regulations Addressing Chemicals Information on Chemicals in our Life Support
of Concern Chemicals
ECHA > Support n v 28 35
Support
> Document Library > Frequently Asked Questions

» Publications

Guidance Dossier Submission Tools

> Guidance on REACH and CLP implementation

> Identify vour obligations

» CHESAR
» Practical examples of exposure scenarios @ > R
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IUCLID 5 plays a central role in the IT
environments of all organisations that have
to cope with data submission requirements
of REACH and other programmes (OECD
HPV, EU Biocides and others). Industry
stakeholders, EU Member States, the
European CHemicals Agency (ECHA) , and
any other interested party obtain the IUCLID
installation kit from this web site; once
installed, the local IUCLIDs are the essential
tool to capture & store, submit, and
exchange data on chemical substances
stored according the format of the OECD

18 June 2013

IUCLID S

Home IUCLID 5 Project

IUCLID 5 web site

Username: Password:

Login
Sign-up new user Password recovery

User Info Download REACH News

News

[10/04/2013] IUCLID 6 survey to close on 12 April

The IUCLID 6 survey pericd has been extended until the end of the week.

[02/04/2013] TJUCLID now also ready for Biocidal Products Regulation

IUCLID 5.5 has been released . Applicants who are getting ready for the new Biocidal Products
Regulation, entering into operation on 1 September 2013, can now start to organise their data in the
IUCLID format.

[18/03/2013] Give us your feedback for the development of JUCLID 6

A survey has been launched to prepare the next phases of the IUCLID 6 development.

[11/02/2013] Improve dossier quality and create the full chemical safety
report with new versions of IUCLID plug-ins

A new version of the IUCLID chemical safety report (CSR) plug-in and a Dossier Quality Assistant have
been released.

[22/10/2012] IUCLID 5.4.1 is now available

An upgraded version of IUCLID 5 is available.

[27/07/2012] Known issue with the 20/07 CSR plug-in 5.4 update (Linux
servers only)
Using the CSR plug-in 5.4.0 on IUCLID 5.4.0 distributed version (Linux server), the titles and headers

are missing from the CSR report.
echa.europa.eu
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EEEEEEEEEEEEEEEEEEEEEEE IUCLID 5 Legal entity

e Each Substance dataset created in IUCLID is
associated with one company/organisation — the
Legal entity; i

e The Legal entity object includes the name, the

contact details, the contact person(s), and Legal
entity specific identification numbers;

e The Legal entity information can be exchanged
between applications using the LEOX file (Legal entity
object XML file);
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EEEEEEEEEEEEEEEEEEEEEEE Legal entity — important!

1. Only official LEO are valid: LEOX file downloaded
from REACH-IT or IUCLID website

2. Important that the same LEOX is used in all
contexts. LEO must be synchronised between
REACH-IT - IUCLID.

REACH-IT Industry User Manual 2

Data Submission Manual Part 4 - How to Pass Business Rule
Verification ("Enforce Rules")

18 June 2013 echa.europa.eu 16
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Logout

LID S

INTERNATIONAL UNIFORM GHEMICAL INF
e E_C_H - Home  IUCLID 5 Project  User Info  Download  Support REACH  News
User Info | LEQ Creation | Your LECs
Your LEOS
Legal entity Name |[UTID Country Address |Edit [LEOX
Fobin Allen IUC5-39n79a46-5405-44cbh-bf39-c83bbe143fd3  |Finland - FI [Helsinld |Edit |Download
robin micro IUC5-1e3293d9-cc8d-4aaa-9a31-fc81ac59599d  [Fmland - FI |a. a Edit |Download
LEO for Manual IUC5-4c9:1b73-9204-4192-afal-4ccTe2 58f860  |Finland - FI |Helsinld |Edit |Download
regression test LEQT |IUCS-dlbf309-774e-4013-94a7£239736bde27  |Finland - FI |Helsmla |Edit |Download

echa.europa.eu
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Synchronised Legal entity

Home = Organization Information

JCompanylnformation Billing information § Contacts J Third party representatives

General information
Party Name Example Company 1

UuiD ECHA-493aefe0-864e-48cd-b&d4-5cffae2cicdd
D-U-N-5 number:

M IUCLID 5.4.0

File Edit So ‘Window Help Plugins

OOMIHE | ZE|&|%
il T Legal entity

Query results A » Ceneral infarmation

Query o
Y Legal entity name |Examp|e Company 1 Q || ,|

DO @R = A B & B

xample Company 1 § Example city £ Finla =8

Legal entity type |c0mpany lg”vH L;%|

8 European Chemicals &)

# Example Company 1 PEErS | L;%|

Infarmation

ul0060 |

| | 3 Example Company 1 / Example city / Finla
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e REACH-IT:

"ECHA

EUR OPEAH CHEMICALS AGENCY

WEII:DmE o REACH-IT : :
Pre-registration

REACH-IT provides an online platform to submit data and doss Pre-SIEF

REACH-IT to make non-confidential information on chemicals JRRONIER e E You last connected on 20

Phase-in Information

What can you do?

To login to REACH-IT you first need to sign-up and provide information on your identity
You can sign-up either as a company or as a third party.

« If you already have an account. you man the system.

If you have not created an account yet. you can do it here below.

<filename>.i5z

Sign up as a company

Sign up as a Data Holder

Sign up as an interested third party
Sign up as a third party representative
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IUCLID 5 Legal entity
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C Inventory
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Reference <
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data set Constituent / Impurity / Additive

Site

Endpoint 1

study record 1

Endpoint 2

study record 1

Endpoint 2

study record 2

18 June 2013



ZECHA Dossier Types in IUCLID 5.5

e REACH

Inquiry

- Registration

— Registration as only an intermediate
— Registration in a joint submission

— PPORD notification

— C&L notification

— Substance evaluation

— Downstream user report

— Application for Authorisation

— Notification of a substance in article
- Annex XV

e OECD HPV chemicals
e EU Biocides

— Active substances
- Biocidal products
— Substances of concern

18 June 2013 echa.europa.eu
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COMMENTING

Multiple data layers

annotation layer

FREEZING / SUBMITTING Jossier iayer

ENTERING

EXCHANGING
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