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INTRODUCTION

The purpose of this manual is to assist in the preparation of an inquiry dossier

using IUCLID 5.

The manual assumes that IUCLID 5 has been installed and that you have a user
account assigned to the Legal entity created during the installation of IUCLID 5. If
IUCLID 5 has not yet been installed, please consult the IUCLID 5 web site
available at http://iuclid.eu. On this web site, you can download the software free
of charge, and also find more comprehensive guidance about the use of

IUCLID 5.

This manual provides a stepwise approach for the preparation and submission of

an inquiry dossier:

Step 1: Creating the legal entitiy for the inquirer
(see Chapter 1 of the manual)

A

(see Chapter 2 of the manual)

A

Step 3: Creating the substance dataset for the inquired about substance
(see Chapter 3 of the manual)

A

Step 4: Entering information on the inquired about substance
(see Chapter 4 of the manual)

A

Step 5: Creating an inquiry dossier
(see Chapter 5 of the manual)

A

Step 6: Exporting the inquiry dossier from IUCLID 5
(see Chapter 6 of the manual)

A

Step 7: Submitting the inquiry dossier to ECHA
(see Chapter 8 of the manual)




1. LEGAL ENTITIES

The “Legal entities” are used in IUCLID 5 to provide contact details on the
companies involved in processes under REACH. In the case of an inquiry, it is
necessary to define the Legal entity of the inquirer.

There are two types of Legal entities that can be created in IUCLID 5:

» “Official” Legal entities are created on the IUCLID web site, for which a
central management of company identifiers (UUID) is available: it enables
you to subsequently identify the company in an unequivocal manner. In
general, companies owning and/or submitting the data or the dossiers
should be official Legal entities;

*  “Non official” Legal entities are created directly in [IUCLID 5 for which there
is no central management on the IUCLID web site of company identifiers.
These should be used only in cases where an unequivocal identification of
companies is not critical, e.g. for reporting information on a non EU
manufacturer. It is, however, recommended to use, as often as possible,
the “official” Legal entities obtained from the IUCLID web site or directly
from the companies owning them.

A potential registrant under REACH must submit to the European Chemicals
Agency (ECHA) certain information, in particular his own contact details.
Therefore you will be required (if you have not already done so) to create, on the
IUCLID 5 web site, an official Legal entity for the potential registrant.

The creation of an official Legal entity takes place during the installation and
downloading of IUCLID 5 (for more details on how to download and install
IUCLID 5 refer to http://iuclid.eu). Additional official Legal entities can be created
in the IUCLID 5 web site and imported into your IUCLID 5 installation. If the
official Legal entity you wish to link to the substance is a different Legal entity as
the one specified during the IUCLID 5 installation you will need to create this
official Legal entity.

Creating additional official Legal entity

» Go to http://iuclid.eu. Click the “Get IUCLID 5” tab and sign in with your
username and password. You will then see the following screen:
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Logout
INTERATIONAL UNIFORM AL INFORMATION C | English (en)
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Welcome to IUCLIDS

In the restricted area you can manage your account infarmation, download the IUCLID software or updated

packages, create new Legal Entity Objects (LEOs) and browse through your previously created LEOs,
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Download

Create new LEQ

Your LEQs

Legal notice
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* Click “Create new LEQ".
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User Info | Download | LEO Creation | Your LEOs
Legal Entity Object (LEO) Creation

A Legal entity can be an individual, an industrial or commercial organisation (including SMES), a university,
research organisation, & partnership (non exhaustive snumeration), Edit here the data about a Legal entity for
which you have already created a LEO.

Organisation information - General

1UCLID 4 PIN (if available): [
Company name (*): ]
DUNS number: [
VAT number: ]

Organisation information - Legal entity contact

Phone number: ./
Fax number ]
E-Mail address: C 1
Legal entity web site ]
Postal code; C/
Region / County: C/

Country: [other. - v

&] bone D Intemet
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» Complete as many of the fields as possible. In addition to the Company
name, it is important that in the “Organisation information — Legal entity
contact” block, the following fields are completed:

o Phone and/or Fax number
0 E-mail address

0 Street

o Postal code

o City/Town

o Country

* Click the “Next” button.
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User Info | Download | LEC Creation | Your LEOs
Legal Entity Object (LEO) Creation

A Legal entity can be an individual, an industrial or commercial organization (including SMEs), a university, a
research organisation, a partnership (non exhaustive enumeration), Edit here the data about a Legal entity for
which you have already created a LEQ.

Organisation information - General

IUCLID 4 PIN (if available):

Company name (*): CompanyB
DUNS number: 963862741
WAT number: BED959539393

Qrganisation information - Legal entity contact

Fhone number: +123456789
Fax number: +129676643

E-Mail address:

Legal entity web site: tp: A, companyb.eu
Strest: Bakerstreet 1

Street 2:

Postal code: 23458

City / Town: elsinki

Region / County:
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Country:

* In the “Organisation Information — Contact Person” complete as many of
the fields as possible. In particular it is important that the following fields
are completed:

o Organisation
o First Name

0 Last Name



o Phone and/or mobile and/or fax number
0 E-mail address

0 Street

o Postal code

o City/Town and/or Region/County

o Country.
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Welcomne name surname {usernamed)
Logout

Ean o ]

User Info | Download | LEC Creation | Your LEOS
Organisation information - Contact Person

Enter data about the person that will act as primary contact for the Legal Entity.

Organisation: |ﬁ1pﬂy B |
Department: Regulatory affairs

Title

First name: arme

Last name: urnarme

Fhone number:
Mobile number:
Fax number:

E-Mail address:

Street: akersireet 1
Street 2:

Postal code 23456

City / Town: elsinki
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Region / County:

Country: | Finland - FI v

( Exit from LEO Creation | [ Submit

Press "Submit" for creation of the Legal Entity
For subsequent downloading of the Legal Entity XML file (LEOX), please go to section "Your LEOs"

* Click the “Submit” button.

* You have now created your official Legal entity.

Downloading an official Legal entity and importing it into IUCLID 5

* Click the “Get IUCLID 5" tab from the IUCLID 5 home page and click
“Your LEOs” link.
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Name
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Legal notice

* Click the “Download” link. You will download a “Legal entity Object” (or
LEO) that contains the information of your official Legal entity. However, it
is still not linked to your local IUCLID 5 installation.

* In the main task panel of IUCLID 5, click “Import”.

Note: this import procedure applies to Legal entities other than your own one
under which you have executed the installation process of IUCLID 5.

» Use the browser window to select the new LEO you created.

b Import assistant

X
P

Please select the i5zfile to be imported
Verify content carefully before importing

Select the import file
|
Owerarite mode

never
) if newer than existing

ahways
ask user
=) B-8-8 [ | cancel
Select import file

» Click the “Next” button in the following windows. A confirmation message
will appear. Click the “Finish” button.



" Import assistant x |

Please select the iS5z file to be imported
Werify content carefully before importing %
Imponl Document | Endpaoint Last modification | Compared to data..l Walidation
# CompanyB [ . --- Z00&-04-18 21:0... --- ()
—E—E = Back H Mext = |[ Einizh _H Cancel
Prepare the import

* Now you have to assign this new entity to your user. Go to “User
management” in the main task panel.

ViopIsand SdmIstaton

* In the user management screen select the user to which you want to
associate this new official Legal entity.

N UCLID 5
Eile

Go  Window Help

Plugins

Edit

-05-1310:35:10-EEST from local

Suspended [

& madesso
& SuperUser siperiser ]

Login hame |madesso &, |
Full name |Sophia\td Made &, |
Remarks

* Now go to “Assign Legal entities” and click the % button. A query
window will appear. Type the name of the official Legal entity you want to
assign to the user selected and click the “Search” button. Be sure to
uncheck the checkbox "Show only active values" because newly imported
Legal entities are by default marked as inactive.



Unassigne

Search for legal entities to be assigned tothe user
3

Mote: Only official entities (LEC) that have been created on and downloaded from the IUCLID Download web site
cah be assigned to a user

e
Full acces4 ==
Read-anly
Legal entity name ‘CompanyB |
Town ‘ |
Assigned le Country ‘ Y |E]
o)
il [] Showronly active values Search
S Chemi
# EUROP 5 < Na;n:H — = E—mall3 Address |
. GE Company elsinki ... name@CompanyB.eu
i HAGGH

Bakerstreet 1, 123456, He...

Mumber of results: 171

Cloze

* Right-click the Legal entity you want to assign. If the checkbox for “Active

trade partner” is not checked, click “active trade partner” to activate it.
Then click “Assign”.

" Query

Unazsigne

S
-

Search for legal entities to be assigned tothe user

Mote: Cnly official entities (LED) that have been created on and downloaded from the IJCLID Download web site
can be assigned to a user

Full acces4
Read-anly

]

Legal entity name |CDmpanyB

Tow | |
Assigned le =
@ti{ Country | 4 ||:|
=
il [] Showanly active values | Search
M Chemi
g Address
% EUROP
i . 88 CompanyB f Helsinki .. ]
i HAGGH

|name@CompanyvB el akerstreet 1123456 He..,
'S Print table

[ Copy table

(=W A ctive trade parthner

Mumber of results: 171

Close

» Click the “Save” button to save the changes. This change will only be
active the next time you log in, so you may need to re-initialise [IUCLID 5.
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™ IUCLID 5 - Warning fz]
Warning

{

Changes will become active after the next login (USRZ020)

T -

» The next time you log into IUCLID 5 as that user, the new Legal entity will
be assigned to your user account.

* Where you have assigned more than one official Legal entity to the same
user, you may switch between them by clicking on the name of the Legal
entities at the bottom of the main screen. The substances and dossiers
created will, by default, be associated to the entity selected in this box.

“## HAGG-ECHA-SAT f Espoo / Finland

i EUROPEAN COMMISSION - European Chemica
i ChemicalCompanyl / Helsinki / Finland

4 i‘:. CompanyB f Helsinki # Finland
| | 58 HAGG-ECHA-SAT { Espoo § Finland

Appointing a third party representative

If you wish to appoint a third party representative (TPR) to deal with discussions
with other manufacturers, importers or where relevant downstream users the
third party representative must have an official Legal entity created in IUCLID 5
and he must sign-up in REACH-IT. During the sign-up in REACH-IT he must
import the LEO created in IUCLID 5 into REACH-IT.

For further information on how to assign a TPR to your inquiry please refer to
Chapter 3 of this manual.
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2. REFERENCE SUBSTANCES

To correctly identify the substance you wish to inquire about, it is important to
understand the concept of substance, Substance dataset and Reference
substance in IUCLID 5.

The inquiry dossier is prepared for a substance (a substance is defined under
Article 3(1) of the REACH Regulation.

In IUCLID 5, the information related to that substance (such as the identity of the
substance, its composition, etc) should be specified in the Substance dataset
created for that substance.

To insert information on the identity of your substance and its constituents in the
Substance dataset, you will need to use the concept of Reference substance. A
Reference substance is nothing more than a link to the identity of a chemical.
The concept of a Reference substance enables you to store identification
information on a given substance or a given constituent of a substance, such as
chemical names (EC name, CAS name, IUPAC name, synonyms, etc), identity
codes (e.g. EC number, CAS number), molecular and structural information, in a
central place. This information can then be re-used in other datasets without
having to retype the information. The Reference substance inventory is directly
maintained by you, in your local installation.

To extend the number of entries in your Reference substance inventory, we
recommend you to download the ca. 70,000 pre-filed Reference substances
from the IUCLID 5 web site and import them to your local installation (unless
already done so during the IUCLID 5 installation). These pre-defined Reference
substances have been prepared to improve data quality and minimise data entry.

In addition, you should also download an EC inventory from the IUCLID 5 web
site (unless already done during the IUCLID 5 installation). This inventory
consists of a list of substance identities which is based on a combination of the
following EU inventories: EINECS, ELINCS and NLP-list. When creating a new
Reference substance with an EC number, you can minimise data entry and
ensure data quality by extracting the data from the EC inventory.

In this section of the manual, you will find the procedure to be followed for
searching, updating and creating the Reference substances to be assigned to
your substance directly from the main task panel. Note that it is also possible to
create a Reference substance directly from the Substance dataset (Chapter 4).

Querying / updating Reference substances in your inventory

» Click “Update” under “Reference substance” on the main task panel.

Reference substance
) Create and update reference substance related information

12



 If during the installation of IUCLID 5 you have chosen to download and
install the Reference substance inventory, you will have approximately
70,000 Reference substances stored in your computer. A warning will
appear, indicating that the default query limit is 500 items. If you answer
“Yes”, the query for all Reference substances will be skipped the next time
you update the inventory. If you answer “No”, IUCLID will retrieve the full
list of Reference substances the next time you choose to update the
Reference substance inventory. Either way, you will be redirected to the
Reference substances screen.
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» Click the “Query” button.

Eile  Edit GCo Window Help Plugins

COMHRB|ZQA|%]|+ ' @ ®
[ oo S -
[(REEr PR e — Please open a document

g Query )

w

» A dialog box will appear. Select “Find Reference substances” from the
“Select query” picklist.

File Edit Go Window Help  Plugins
GO falHE 1 | |+ B |08 (D el ®

= o (N

Select query result type: | I Reference substance v|

Select query: | Get all reference substances v|

Find reference substances

Get all reference substances
Search [[ Cancel |

* Type the search criteria for the substance you are looking for and click

“Search”. You can use the asterisk (*) as a wild card. For example, to get all

I*n

the substances starting with “phenol” you would type “phenol™. To get all
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the substances ending in “amine” you would type “*amine” (note that only
2000 results will be shown).

Select query result type: [’;ﬁ Reference substance v]

Select query: [Find reference substances V]

Query specific fields

Reference substance name |eth*|

CAS number (EC Inventory) |

EC hame |

EC humber |

CAS number |

CAS name |

IUPAC name |

Synonyms |

SMILES notation |

Molecular formula |

Inchl |

I Search I[ Cancel ]

» Double click the Reference substance to display the related data

" ucL 5
File Edit GCo Window Help Plugins
QO &|HK|ZR || +BB|Va|D e w

Please open a document

T ethacridine / 7-ethoxyacridine-3,9-diami ~.
T ethacridine factate / 2-hydroxypropanol
T ethambutol f 2,2'-{ethane-1,2-diyldiiming
81 ethane / ethane j 74-84-0

TH ethane-1,2-diol / ethylene giycol / 107-2
T ethane-1,2-disulphonic acid, compound u
TH ethane-1,2-disulphonic acid, compound ¥
%! ethane~-1,2-dithiol f ethane-1,2-dithiol /
T8 ethane-1,2-diyl palmitate / ethane-1,2-d#
T ethane-1,2-diylbis[dichloromethylsitane]
T ethanesulphonic acid / ethanesulfonic aci

m chlaride /
£t

25081

|_ 5l ethaverine / 1-(3 4-diethoxybenzyD-6,7-
T ethaverine hydrochloride / 1-(3,4-dietho

m ethenzamide / 2-ethoxybenzamide / 938
81 ethiazide f 6-chlaro-3-ethyl-3,4-dihydrof
TH ethinamate / 1-ethynylcyclohexyl carbam,
T ethinylestradiol / 17-ethynylestra-1,3,5(1
1 ethion / ©,0,0',0'-tetraethyl 5,5 -methyle

1 erhionamide / 2-ethylpyridine-4-carbothi
T ethisterone / 17-hydroxypregn-4-en-20:
T ethoate-methy| f 5-[2-(ethylamino)-2Z-0x
T8 ethoheptazine / ethyl 1-methyl-4-phenyl,
T ethomoxane hydrochloride / N-[(8-ethox
T8 ethosuximide / 3-ethyl-3-methylpyrrolidf
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 Check the data on the Reference substance. To update/add any

information on the Reference substance, click the “Edit item” button ( EI”)
in the toolbar on the top of the screen, edit the information on the
Reference substance, and save the changes.

Creating a Reference substance

If you do not find in your Reference substance inventory the Reference
substance you need, you can create it following this procedure:

* In the main screen, go to inventories and click “New” under “Reference
substance”.

h,ﬂaﬂmula:ted information

» Type the name of the Reference substance in the “Reference substance
assistant” pop-up window. The box “Active Reference substance” should
be checked, as only Reference substances marked as “active” can be
used during the creation of a Substance dataset.

Reference zubstance name |Retina|ine| ! |

| ﬁ Reference substance assistant

Create a new reference substance

Active reference substance

|_ Einish || LCance| |

» Select the "Finish" button; the Reference substance is created and an
empty Reference substance section appears. Click the “Edit item” button.
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Reference substance: Retinaline

General information

Reference substance name |Retin0|ine

EC inventory

EC number | | CAS number @,
EC name |
Malecular farmula | %
Description |

Mo EC information available

i

Justification | @,

Reference substance information

CAS information

CAS number @,

CAS name

» If the Reference substance is listed in the EC-inventory:

o0 Assign that entry by clicking the button. The query dialog
appears in which EC inventory entries can be searched.

o Search using any of the criteria listed, such as the EC name of the
substance. Again, you can use “*” as a wild card.

Find information in the EC inventory

]

EC number |

EC name |ret"r

EC maolecular formula |

|
|
CAS number | |
|
|

Cescription |
State EZ number EC name CAS number Molecularf...l Descriptic
. 200-683-7  retinal 68-26-8 C20H300 -

201-228-5  retinyl palm... 79-81-2 C3eHe002
204-135-8 retinaldehy... 116-31-4 C20HZ280

204-544-2  retinylacet.. 127-47-9 CZ22H3202
230-363-2 retinyl prop.. 7069-42-3  CZ3H3402
243-876-1 retinyl pival... 20559-05-1 C25H3802
289-433-6  retinyl hept... §8641-44-5 C27H4202

&y B Bp B B Bp

Mumber of results: 11

| Assion | [ Close l

16



o Highlight from the list the entry that matches your Reference
substance.

o Click the “Assign” button. The information for this Reference
substance will be included in your new Reference substance.

» If your Reference substance is not in the EC inventory, select a
justification from the picklist proposed under the “No EC information
available” section.

Mo EC information available

Justification | ||E|

» Complete as far as possible the remaining fields of the Reference
substance.

When completing the information for your Reference substance, the following
information should be submitted for all the known constituents and impurities:

- EC number and EC name (if available)
- CAS number and CAS name (if available)
- IUPAC name

- Description (specify any additional information relevant for the description
of the Reference substance in this field).

- Molecular formula (if a molecular formula cannot be derived from the
Reference substance, a justification should be indicated in the “Remarks”
field at the bottom of the screen)

- Molecular weight range (if applicable)
- SMILES notation (if applicable)
- InChl (when available) (if applicable)

- Structural formula (if applicable)

17
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M UCLID 5 (i=]
File  Edit  Go Window Help  Fluging

—
| Query results |

General informarion
Suery Reference substance name |Retin0|ine 2, |

k-3

EC inventory

EC numh”|2[|[|,553,7 “| CAS number |68-26-8 4

EC name |retmn| ‘

Molecular formula [C20H300 a

Description | ‘

Mo EC information available
Justification | aQ |B

Reference substance information

CAS information

CAS humber |A3-26-8 aQ

CAS name

IUPAC name

Description

For the structural formula, go to “Structural formula”, under “Molecular and
structural information” and click the “Add” button. You can then upload an image
file with the structural formula.

- Look [n: I[;] Desktop v| E"

|2uo7202
Molecular weight range EI :j ;y — Image preview

SMdlLES notatian 17 e Masmr Placas
) wy ork Places

] My Metwork Places
2] Shortcut 1o general on ‘s-echa-vpsy-04Data’ (W)

InChi |

Structural formula | 1
flne | |

Remarks Files of Type: ‘Imagu (™.gif,"jpg," jpeg,"png) 'l
—
:
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3. CREATING A SUBSTANCE DATASET

To create an inquiry dossier in IUCLID 5, you need first to create a Substance
dataset. A Substance dataset is the repository of data, which is used as a basis
to create the dossier to be submitted to the ECHA.

* Onthe IUCLID 5 Task Panel, under Tasks, select “New” from Substance.

Substance
Create and update substance related information.

& Mew Update

» Type the name of your substance for which you wish to inquire about. The
name can be anything, but it is logical to use an identifier that you are
familiar with such as a trade name or chemical name.

m Substance assistant

Create a new substance

&J

Chemical name |ethano\| |

r!!_ B [ Mext = ] i Cancel |

Set name

* Click the "Next" button. Select the Legal entity to be assigned to the
Substance dataset.

Create a new substance

.

Legal entity | 5 CompanyB / Helsinki / Fin = |

A3 | <Back | | Emish || cancel
Set legal entity e ) '

Note: If the Legal entity to be linked to the Substance dataset is not available
from the picklist, a new Legal entity should be assigned to the user. For this
purpose, please refer to the instruction provided in the “Creating an official Legal
entity” and “Downloading an official Legal entity and importing it into IUCLID 5”
sections above.

» Click the "Finish" button. You have now created a Substance dataset.
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» The section tree of your Substance dataset is displayed in the navigation
part of the screen (to see the complete tree view click the “| putton and

select “expand all” from the pop-up menu).

s | \& Sectiontree |

Substance identification

ﬁb Chemical name |ppoRD- Reaction mass
-
(I Leaal entity flags [

p
B 0 Related Information ‘:L{Refnsh [:
# ¥ 1 General Information Expand all
#-@ 2 Classification and Labelling
(=] Collapse all
¥ 3 Manufacture, use and exposure
# ¥ 4 Physical and chemical properties @Y Update references
@ B 5 Environmental fate and pathvay s
@ 6 Ecotoxicological Information @ Showendpoint study records only
# @ 7 Toxicological information o Showendpoint summaries only
@ 8 Analytical methods ’7 Show endpoint study records and summaries g
® 11 Guidance on safe use : Iy representative [ ] Down
% 12 Literature search [ Copy contents to clipboard
® 13 Assessment Reports Reference substance

|
Type of substance - !
Composition [ A IB[ l
Origin [ X UI Q

Trade names
=

 IUCLID 5 also offers the possibility of highlighting sections that are
suggested for completion to assist in the preparation of various types of
dossiers. However, this feature is not currently available for an inquiry

dossier, therefore click the = button and select “Complete” from the

picklist.

" ethanol 7 ECHA Oy § Helsinki / Finland - JUCLID 5

Eile  Edit Go Window Help  Plugins
CO@plHR|IZA|IZ| +B |29 @D e

I & mavigation sl 4 cubstance: ethanal / EC { Helsinki f Finland

) Substance identification
@ Chemical name |ethanu|
[ERE W0 Related Information

-3 0.1 Templates Select an item
&% 0.2 Categories

b 0.3 Mixtures

£ 1 General Infarmation

i 2 Classification and Labelling
£ 3 Manufacture, use and exposure c 2
i 4 Physical and chemical properties
i 5 Enwironmental fate and pathways

rQuery results r & Section tree |

I

Biocides - Active ingredients

i 6 Ecotoxicological Infarmation Biocides - Biocidal products Diownstream U
7@ 7 Toxicological information Biocides - Substances of COnCern
""" B 8 Analytical methods Endpoints information
£ %@ 9 Residues in food and feedingstuffs REACH Annex ¥ - Authorisation
i@ 10 Effectiveness against target organisms REACH Annex XV - CE&L harmonisation -
----- W 11 Cuidance on safe use
----- W 12 Literature search I QF I [ Lancel ]
----- B 13 Assessment Reports _"l
Origin | @ E” in|

Trade names

Trade names flag [ [

Mame

» “Complete” is a generic template and not specific to inquiry.
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Therefore IUCLID 5 marks all sections in green meaning it suggests they are
optional. The sections that should be completed as a minimum for inquiry are
sections 1.1, 1.2, 1.3, 1.4, 3.3 and 13. The detail required to complete each of
these sections is explained later in this manual.

Assigning a third party representative (if applicable)

If you wish to appoint a TPR to deal with discussions with other manufacturers,
importers or where relevant downstream users, you will need to get from the
TPR, or create on their behalf on the IUCLID 5 web site, an official Legal entity.
You would then need to import the TPR official LEO into your local IUCLID
installation using the procedure described under “Downloading an official Legal
entity and importing it into IUCLID 5”.

The procedure to assign the official Legal entity to your Substance dataset is as
follows:

» Click the |é| button next to the third party as circled in the screenshot
below.

* A“query” dialog appears.

 Ensure the “Official Legal entity” and “Show only active values”
checkboxes are checked.

0

& Substance: ethanal' j ECHA Oy [ Helsinki [ Finland

Substance identification

Chemical name |ethanu|' Y ‘ ‘

Legal entity flags | Il'\

Legal enl"-S"| S ECHA Oy / Helsinki / Finland : “

Third party flags | Il'\

Third party

!

Role in the supply chain
Role flags | Iﬂ Legal entity name ‘ | |

Role: [] Manufactur Toum ‘ |

Reference substance —| Country L |E|

Official legal emny@ | > | 3¢ ‘gl
Show only active walues | Search

|

Type of substance

Composition

1

Qrigin

Trade names
Trade names flag | Iﬂ

Mumber of results:

Mewy ‘ ‘ Assign | | Close

| Eadd. | )

» Using the search criteria, search for the third party you wish to assign to
your Substance dataset.

» Highlight it from the list presented and click the “Assign” button.
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"R Query 3

Legal entity name |echa |

Town | |

Country | @,

Official legal entity [

Show anly active values

Mame E-mail Address
“# ECHA { Finland , Finland

Mumber of results: 171

I iy ] i Assign || [ Close

* A third party has now been assigned to your inquiry.
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4. ENTERING INFORMATION IN THE SUBSTANCE DATASET

Once you have created a Substance dataset for your substance that has been
assigned to the Legal entity of the inquirer, you can enter data on the substance
in this dataset. The information required to be included in the Substance dataset
is described in the REACH regulation (Article 26(1)) and the associated Data
Sharing guidance available on the ECHA website
(http://reach.jrc.it/guidance _en.htm).

Note also that further information on the description of substances in IUCLID 5 is
available in the Guidance for Identification and Naming of substances under
REACH. This guidance is also available on the ECHA website.

To retrieve the Substance dataset you have already created, click “Update” under
“Substance” in the main task panel, and select your substance from the list by
double clicking it (note: to facilitate the retrieval of your Substance dataset, you
may either use the filtering system by typing the name (or part of it) of the
substance in the query field or use the query system by clicking the “Query”
button)..

methanol £ ECHA Oy £ Helsinki £ Finland - [UCLID 5
File Edit Go Window Help  Plugins

OO MIHE | 23| &k B |
i Mavigation =B & Substa

Query results | ke Section tree |

Substa
Query Chemic

3¢ ethanal @
Legal enti

6 ethanal ; ECHA Oy f Helzinki § Finland

_, Testl [ ethanol / ethanol { 64-17-5 / ECHA | Finland| 129
Third par
Thit

Once the substance is displayed in the data entry pane, expand the section tree
(by clicking the “Section tree” tab) and proceed to complete the necessary
sections. Double click in each section to display it, and click the “Edit item” button
in the upper part of the screen to complete the fields.

File Edit Go Window Help Plugins
v © @ I IT = . >

f& nNavigation =0

| Query results l & Section tree _ || Subs
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IUCLID 5 Section: 1 General information

IUCLID 5 Section: 1.1 Identification

Name of the substance

* In “Reference substance” click the |ﬁ| button to assign a “Reference
substance” to your substance.

Reference substance

* A guery dialog appears. Search for your “Reference substance”.

COoO@ HR | ZR|S|+3 @ | & @

& Sectiontree |

| Buery resiifs |

Substan ce | Find the reference substance

-
| | Chemical nar

Legal entity flaj
-8 0 Related Information —
54 1 General Information Ledal entf  gererence substance name [sthanol
o] L1 Idenification
<[] 1.2 Composition
L[ 1.3 Idenifiers Third par EC name \

7] 1.4 &nalytical infarmation

Third party flad - CaS number (EC Inventary) ||

I s EC number
o7 L5 Juint submission Rolalnehe ‘ ‘ |
] 16 Sponsors e CAS number | |
S 1.7 Suppliers -
[ 1.8 Recipierts Rol casname | |
[ 1.8 Product and process oriented res |UPAC name ‘ ‘
% 2 Classification and Labelling Reference o -
i 3 Manufacture, use and expasure Synonyms ‘ ‘ —
58 4 Physical and chemical properties SMILES natation ‘ ‘ ]
(-8 5 Environmental fate and pathuays
Type of su imm
4% & Ecotoxicological Information ¥ Molecular formula | |
¥ 7 Toxicological information C Inchi ‘ ‘
# & Analytical methods s
ri
® 9 Residues in food and feedingstuffs 9
-4 11 Guidance on safe use Hauenamg [
-4 12 Literature search Trade names I
-4 13 Assessment Reports —
| B ade WU ber of results:
BT New | [ assian | [ diese —
Person fla

» Highlight the Reference substance from the result list and click “Assign”.
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Find the reference substance

|

Reference substance name |ethan0|

CAS number (EC Inventary) |

EC name |

EC number |

CAS humber |

IUPAC name |

SYnonyms |

SMILES notation |

Molecular formula |

|
|
|
|
|
CAS name | |
|
|
|
|
|

inchi |
i
[[] Show anly active values
Mame uuio Remarks Last modification ...
[ ethanol /__|ECES-7d5e370b-... 2007-05-10

[ M ewy ﬂ Assigh ]D Close ]
e —

Note: It is possible that the Reference substance already exists but you have not
set it as “Active”. In this case, untick the “Show only active values” checkbox to
display both the Reference substances marked as active and inactive. Right-click
the non activated substance you want to assign. Click the “Active trade partner”
to activate it. Then click “Assign”.

« If you cannot find your Reference substance because it has not been
created yet:

o Click “New” to create a new Reference substance.

Find the reference substance

[

Reference substance name |ethan

CAS number (EC Inventory) |

EC name |

EC humber |

CAS number |

IUPAC name |

Synonyms |

SMILES notation |

hMolecular formula |

|
|
|
|
|
CAS name | |
|
|
|
|
|

Inchi |
[[] show anly active values
Mame uuic | Remarks Last modification |

o Mewr _' Assign ] [ Close ]
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o You will be redirected to the “Reference substance assistant”

o Type the name of the Reference substance you need to create
and click the “Finish” button.

substance
“ Reference substance assistant @

Create a newrreference substance
bst] —
on

Reference substance name ‘ethanoﬂ . |

Active reference substance

| Einizh H Cancel

o To specify the information on the new Reference substance,
click the blue arrow button.

Reference substance

—~
| 31 Ethanol 1 - wg| &

EC humber EC hame

0 You will be redirected to the screen for the new Reference
substance. Complete all the possible fields as described in the
chapter 2 “Creating a Reference substance".

o Click the “Save” button.

o Click @ button to go back to the substance (save when
requested).

* Fill in manually all the fields (again, you should complete as many as
possible).

« The = buttons next to the fields “Composition” and “Origin” allow you to
choose from picklists.

* The button “Add” ('&b allows you to create additional repeatable
blocks where to add trade names.

Contact person

Although the contact details of your company are specified in the “Legal entity”,
you can also indicate the information details of the contact person for that
specific substance. Complete as many of the fields as possible.
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Contact person
Person flags | 111

Crganisation |C0m panyb

Cepartment |Regu|at0ry affairs

Title |Mr

First name |First Mame

Lazt hame |Last Mame

Maobile |+050123456?890

Fax | +1209676543

E-mail |nam ezurname®Compnayb.eu

Address |Bakerstreet 1

|
|
|
|
|
Fhone |+123456?890 : |
|
|
|
|
|

Address |

Postal code |123456 %

Town |Helsinki |

Region f State | % |

Courntry |Fin|and : |E|| ) |

Remarks || ; |

IUCLID 5 Section: 1.2 Composition

» Double click section 1.2 (Composition) and click the “Edit item” button.

« Click the “Add” button " .

» Write the name and a brief description of your substance.

Ethanol &+ 3 DX

MName ‘Elhanol . ‘

Brief description ‘Monoconstituem substance|

» Complete the “Degree of purity” section. The degree of purity to be
specified should correspond to the purity of the main constituent(s) of the
substance. The drop-down list box allows you to pick symbols or units
from a picklist, and the boxes allow you to type numbers. In this part you
can give the normal range of purity for the substance. For instance, a
substance with purity between 95-98% (w/w) will be given as shown
below.

Degree of purity
[

[2=w] [o5 f<=~| [o8 RET

» Open the constituents’ repeatable block (by clicking the “Add” button o ).

» Assign a “Reference substance” to the newly created constituent by

clicking the |ﬁ| button, as described above. Search for the appropriate
27



Reference substance and add it by selecting it and clicking “Assign”.
Create the Reference substance you need if it was not created in

advance.

* Indicate the typical concentration and the concentration range for every

constituent in the same manner as indicated above.

Constituents
¥ad
ca 438 % (wiwh A f iodocyclopentane f indocyclopentane ¢ 1556-158-9 ook | X
- |
Reference substance ‘ T A findocyclopentane / indocyclopentane § 1556-168-9 ||;||§‘ &
EC number EC name
|216—311—1 \ | ‘indncyclnpemane |

CAS number CAS name

[1556-18-9 ] [iodocyciopentane

IUPAC name

|\odocyclopemane

Typical concentration ‘ ca vl |%(W,r\,.,3, vl

Concentration range‘> -l ‘47 ‘ |< vl |49 | ‘%(wa) vl

Remarks |

» If you need to specify more than one constituent, click the “Add” button
“ in the relevant section, and more boxes will appear.

Constituents

<a. 48 % (w/w) iodocyclopentane / lodocyclopentane / 1556-18-9
P
Reference substance | 197 jodocyclopentane / iodocyclopentane / 1556-18-9 >)x]
EC number ECname
216-311-1 |lodocyclopentane
CAS number CAS name
1556-18-9
IUPAC name
[iodocyclopentane
Typical concentration [ca =) [48 %t v
Concentration range (> w| [47 < =] [ IR
Remarks
¥+l N
ca 42'% (w/w) 1,2,3,4-1etr acid /. 2.3, IR AR N
]
Reference substance [ pgr 12,34 icacid 7 1,2,3,4- >|ii
EC number EC name
223-074-8 | |cyclopentane-1,2,3,4-tetracarboxylic acid
CASnumber  CASname
[3724-52-5
IUPAC name
|eyclopentane-1,2,3,4-1etracarboxylic acid
Typical concentration [ca | |42 % w/w) =)
Concentration range [>= v| [a1 <=v| (a2 % (w/w) =
Remarks )

* Follow the same procedure to complete the impurities and additives fields.
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Impurities

¥ Aad
& + | X
Reference substance |8
adl i
Typical concentration - -
Concentration range = - -
Remarks
Additives —
¥ & b
® @
®
Reference substance | IS i
Function -
Typical concentration - ] -
Concentrationrange [ w| [ 107 <[ 1 -
Remarks

IUCLID 5 Section: 1.3 Identifiers (if applicable)

In this section you can add identifiers for other regulatory programmes or IT
systems.

In particular, if the substance for which you are submitting an inquiry has
previously been subject to a product and process orientated research and
development (PPORD) notification or is an inquiry based on Article 12(2) of the
REACH Regulation, it is recommended that you report the PPORD notification
number or notification number or registration number:

* Open the section 1.3 of the IUCLID 5 Substance dataset by double
clicking on “1.3 ldentifiers” from the tree view and click the “Edit item”
button.
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| ldentifiers

= | Regulatory programme identifiers
1 Fags Regutatory pragramme o Eeman

CEre_]

Other IT system identifiers

Fhagz 1T system © Ramarks |

e

@

N

-

B 3 Ad.

B

-

o]

Informuen |11 Modicaiion history || Ty Access | " Consultaion || % Attachments ||| Annotations | | Valldation, |

* In the “Regulatory programme identifiers”, select “Add” to edit the list of
identifiers. A pop-up window entitled “Regulatory programme identifier”
appears on the screen.

CUAREOEY W Section e

; Identifiers
-

=| Regulatory programme identifiers

Fiogs Taglviory programma © Remarts ]

A Pl % ogulatory programme identifier
ot Add s reguiatory programme identifier
o Tem identifiers =
Flags I IT sy stef =
4 |
Reguiniory programme -
e
i Ava.
- - Remarks
o £
® 13 Asrersment Repons
[ =n
Informion | 2MGH history, || Ty Accezs | < Conzutmion | %, A || Annotations | | Validaian |

0 =

In “Regulatory programme identifier” box, complete the fields as follows:

“REACH PPORD number” or “notification number (NONS)” or “REACH
registration number” should first be selected as regulatory programme.
- The number should be specified in the “ID” field.

* By clicking the “OK” button in the “Regulatory programme identifier”
window, the regulatory identifiers will appear as a list.
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IUCLID 5 Section: 1.4 Analytical information

* In the section tree of your Substance dataset, double click the section “1.4
Analytical information” and click the “Edit item” button.

* Under the “Analytical method” field, describe the analytical methods used
to characterise your substance, and where appropriate, the impurities and
additives. You can also attach such information by clicking the %/ putton
(note that you can only attach one file in each field).

» Under the “Optical activity” field, provide information on the optical activity
and typical ratio of (stereo) isomers, whenever applicable.

re

A g T R . ' o R i S T SR I oy
i Substance:inquing / Ebropean Chemicals Sgency  Helsmbi el

Analytical methods
and spectral data

| Spectra.pdf / & Byte w !@

Optical activity | See artached file

» Provide the analytical results used to characterise the substance, such as
spectral data (UV, IR, NMR, MS, etc.), chromatographical data, etc. For
each analysis, click the ¥ button to add a new repeatable block, and
enter the analysis type, the test substance, the method used and any
remark you consider relevant. For each analysis you can also attach one
file by clicking the [¥ button.

Results of analysis

¥ A&
e X

Analysis type | 4 |

Tested substance | 4 |

Method uzed | % |

@

Remarks
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IUCLID 5 Section: 3 Manufacture, use and exposure

IUCLID 5 Section: 3.3 Sites (as appropriate)

Use this section to indicate the Site where production of your substance takes
place. First, you should create those Sites in the relevant section of the main task
panel.

Creating a Site

* On the main task panel click “New” under “Legal entity site”.

* The Site assistant will appear. Type the name of your site.

t Site assistant

= Create a new site

site name |ECHA A |

Set name

» Assign the Legal entity of the notifier to the Site and click the “Finish”
button.

" Site assistant x|

S

Create a new site

Legal entity Dwner| # CompanyB f Helsinki § Fin v|

— | = Back ._ i faraiges | Einizh || Cancel |
Set legal entity )

» The Legal entity screen will appear. Indicate the address of your Site, as
well as the contact details and other IT identifiers.
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Other IT systam identifiers

Flags IT system D Remarks

| [ ada. |

Contact address
Address flags [

Address | S|

Country | ] |

» Click the “Save” button. You have now created a production site linked to
the Legal entity.

Assigning a site

* |n the section tree of the Substance dataset, double click “3.3 Sites” and
click the “Edit item” button.

» Create a new repeatable block clicking the ¥ button. The fields where
the information on the production site can be specified are now displayed.

« Click the [Zl putton to link the Sites assigned to your Legal entity will
appear. Select the site and click the “Ok” button.
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* Tick the “Production site” checkbox.

« If you need to indicate more production sites, click the " putton and
repeat the procedure described above.

IUCLID 5 Section: 13 Assessment Reports

Use this section to attach the information requirements which would require new
studies to be carried out (Art 26 (1) (c) and (d)). To do this you first need to
complete the “Inquiry - information requirements form” available on the ECHA
website (http://echa.europa.eu), download it and save it.

You then need to attach it in IUCLID 5 as part of the Substance dataset as
follows:

* Right-click section “13 Assessment Reports” and select “New endpoint
study record”
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I & navigation

rQuery results rE Section tree |

yt

- 0 Related Information

B A 1 Ceneral Infarmation

L[] 1.1 1dentification

+-[7] 1.2 Campasttion

[ 1.3 1dentifiers

D 1.4 Analytical information
D 1.5 Joint submission

D 1.6 Sponsors

D 1.7 Suppliers

D 1.5 Recipients

------ D 1.9 Product and process oriented res

[+ 2 Classification and Labelling

[ 3 Manufacture, use and exposure

% 4 Physical and chemical properties

- 5 Environmental fate and pathway s

[+ 6 Ecotoxicological Information

[+ 7 Toxicological information

----- B & Analytical methods

=42 9 Residues in food and feedingstuffs

'Q 9.1 Preliminary: Metabolism in livesto

B 9.2 Preliminary: Residues in livestock

B 9.3 Migration of residues into and the

B 9.4 Expected exposure and proposed

[ & 9.5 Additional information on residue

E-4 10 Effectiveness against target organism
& 10.1 Effectiveness against target orga
L4 10.2 Efficacy data

----- B 11 Cuidance on safe use

----- B 12 Literature search

B nNewendpoint study record...

A “New endpoint study record” section appears. Re-name the new
endpoint study record to “Information requirements which would require
new studies” and click the “OK” button”.

N New endpoint study recond @

Create a new endpoint study record

The endpoint study record will be referenced by its name -
Confirm the default name given below aor change it with a name of your choice [ )

Endpoint record name |Information requiremnts which would require new studies . ‘

(o] 4 ‘ | Cancel ‘

* In the next screenshot, shown below, from the picklist under “Type of
report” select “other” and in the adjacent box type “Inquiry”.

* In the “Remarks” field type “In accordance with Art 26 (1) (c) and (d) |
attach the list of information requirements that would require me to
conduct new studies”.  Alternatively, if you have no information
requirements that would require new studies to be conducted, in the
“Remarks” field type "No information requirements requiring new studies to
be conducted”

 In the “document” field click the = button and the “Add” button that
appears. You may be requested to save at this stage, which you should
do. You can then attach the document. You do not need to attach this
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form if you have no information requirements requiring new studies to be
conducted.

I3

Additional information: Information requiremnts which swould require new st

| [all fields |
Administrative Data
Type of report
|0ther: ‘-K|E”Inquiry Q
Remarks

In accordance with At 26 (1) {c) and (d) | attach the list of information requirements that would require me to conduct new studies.

RD

Document
| Y&

Discussion

DIz 34+0 @ 90 DEA *PEDNEE BEEEET ¥
|[N0rma\ v]|[&gencyFB v]|[8 v]A' B F U = =ElEE=E 1B &

Attaching files as additional information

« At the bottom of the Substance dataset screen, a window called
“Information” is minimised by default. Click theEI button to maximise it.

1 Ic|
i Information {Er
= T

| |58 HACC_FrHA _SAT § Fennn 4 Finland

» The information screen will appear. Click the tab “Attachments”.

Infarmation

Information

T';-'pe| o Substance a,
UL |ILIC4—e563?68c—af51—32c3—aab5—4fb664dc30?? qa|
Dossier UUID |0 a|

[ | Sealed [ | Copy protected | | Subset of ariginal

» To add an attachment, click the “Edit item” button, right-click the white left
field and select “Add”.
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Infarmation

4 por |

= ’%r—nttachments TRHrGE i Ee Vi T

Remarks

Last modified |

Size [b] |0

» The system will ask you to save the working document. Accept, and the
browsing box will appear. Select the file to attach and click “Open”.

" Select files 10 add

X

Look In: l ) New Folder

- BOEEE

IUCLIDS_ =

m] IUCLIDS_substance2 doc

File Name:  |IUCLIDS_substance.doc

Files of Type: ["."

3

» Write remarks on the file if you wish, and click “Save”; the attached file will

appear.
| B Information
B (LE nation | " % Attachments I._
J = | IWCUDS_substance doc f 522.5 KB
_ Remarks
Last modified [
Size [b] |D

* Repeat the previous steps to attach more files.
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i W Attachments |

Remarks

[ ucLIDS_substan
B IUcLIDS_substance2 doc

Last modified |2007-02-05

Size [b] |535,040

* Once the necessary attachments have been added to the Substance

dataset, click the "Minimise” button = to visualise the Substance dataset
entry data pane.

Infarmation @E H

% Anachments

Remarks
Last modified [2007-02-05 |
|

D IUCLIDS _substance.doc f 522.5 KB
B IUCLIDS_substance2.doc f 522.5 KB

size [b] 535,040
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5. CREATING AN INQUIRY DOSSIER

On the IUCLID 5 Task Panel, select “Update” from Substance.

» All available substances are displayed; select the substance for which you
want to create the Inquiry dossier.

* Right-click a substance in the query results list. From the pop-up menu
select “Create Dossier”.

SR | Please open
|

Query

¥ ethanol a

b ethanol / ethanol 1 f ECHA O
» Testl f ethanol / ethanol / 64

[Z] open Enter
S Print..
% Export.

x Delete... Delete

» The Dossier creation wizard is displayed.

» Step 1: Select the Dossier template “Complete”

ease open a document

" Dossier creation wizard @

Select a dossier template which meets your specific requirements
Fequlatory programme, type of dossier, tonnage band, member of ajoint submission, ete 21

4 Substance

Dossier templates available for a substance:

Complete
GECD SIDS

Biocides - Active ingredients

Biocides - Biocidal products

Biocides - Substances of concern
Endpoints information

REACH Annex X - Authorisation
REACH Annex 3 - C&L harmonisation
REACH Annex X - Restriction

REACH Application for autharisation
REACH C&L notification

REACH C&L notification member of a joint submission

REACH Downstream user report

REACH Natification of substance in article

REACH PRORD:

REACH Registration 1 - 10 tonnes, physicochemical requirements

REACH Registration 1 - 10 tonnes, standard requirements

REACH Registration 10 - 100 tonnes

REACH Registration 100 - 1000 tonnes

REACH Registration abave 1000 tonnes

REACH Registration member of a joint submission - general case

REACH Registration member of a joint submission - intermediates

REACH Registration on-site izolated interm ediates above 1 tonne

REACH Regi p isolated 1 - 1000 tonnes

REACH Registration transported isolated intermediates above 1000 tannes =

MNote: The dossier template is used to determine which substance endpoints will be selected by default. The
selection can be modified manually in a subsequent step of the dossier creation

g B-B-B-0-8-8-8 =1 o
Select a iertemplate ——

Note: The dossier template selection helps to determine which IUCLID 5 section
and endpoint studies will be part of your dossier. However, there is currently not
such a template for inquiry and therefore you will need to select the generic
“Complete” template.
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» Step 2: Define the filters. Every item that matches these filters will be

taken into account for the dossier. The “Select all” button allows you to
select all possible items at once.

Step 3: See the state (full, partial...) of all documents taken into account
for the dossier creation. At this stage, please be sure that all the
necessary sections for your inquiry Dossier appear ticked, as only these
documents will appear in your dossier. The relevant sections for inquiry
are 1.2, 1.3 (as appropriate) 1.4 and 3.3.

I Dossier creation wizand @

ferify the selected parts of sections 1ta 3 ar deselect as appropriate

Jossier template: Complete
3

+ Substance |

Select the parts which should be included:
[7] 1.2 Composition
[ 1.3 1dentifiers
[7] 1.4 Analytical information
[1[] 1.5]oint submission
[1[9 1.6 sponsars
[1[ 1.7 suppliers
[1[7 1.8 Recipients
[] |j 1.9 Product and process oriented rezearch and development
[ 2.1 GHs
[ [ 2.2D05D - OPD
[] |j 3.1 Technological process

[1[7 3.2 Estimated quantities

[7] 3.3 5ites
|:| |j 3.4 Form inthe supply chain

[1[7 3.5 1dentified uses and exposure scenarios

[1[] 3.6 Uses advised against

[=] |j 3.7 Waste from production and use

[] |j 3.8 Exposure estimates
[1[7] 3.9 Biocidal information

|:| |j 3.10 Application for authorisation of uses

|J Required |J Dptional |j Mot required

H—E-P-a—-8—-m—m <Back || Mext > Cancel

Select parts tofilter

» Step 4: check that all related objects will be part of your Dossier (Legal

entity, Reference substance(s) and endpoint study record(s)).

Step 5: In the field “Name”, type the substance name the inquiry relates to,
and in the “Dossier submission remark” field type “Inquiry dossier”.

If your inquiry is as a result of an update of your registration due to a
tonnage band increase (Article 12(2) of the REACH Regulation) in this
field type “Inquiry as a result of an update of a registration”.

If your substance is a non-phase-in substance legally on the market before
June 2008 (see 9th of June ECHA press release (ECHA/PR/08/12)
available on the ECHA website at
http://lecha.europa.eu/news/press_en.asp) type “Inquiry dossier for non-
phase-in substance legally on the market before June 2008” in the
“Dossier submission remark” field. In this field you must also give a
justification as to why such placing on the market was considered lawful.
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"E Dossier creation wizard

Dossier template: Caomplete

Enter additional administrative information concerning your dossier

X

=

Mame {given by user)

Dossier submission remark

Enter administrative information

A — [ — [ i

= Back ” Mext =

Cancel

* A window informs about the success of the import. When clicking the
“View dossier” button, the Dossier will be displayed.

m Dossier creation wizard
Dossier creation successfully completed

X]

=

You can nowyigwthe dossier or close this wizard

View dossier

Close wizard

41



6. EXPORTING AN INQUIRY DOSSIER
» The inquiry Dossier needs to be exported in order to be sent to ECHA.
* In the main screen click in the dossier icon or the “view” link.

Dossier
View dossier data

||.l._5, ] M Compare
» Select your inquiry Dossier, right-click it and select “Export”.

Query results |

Query

i

s

4 COMPLETE f Substance: 1,2,3-trichlaroprop
2008-03-26

MPLETE / Sub st
05-13 lf_] Open Enter
4 R_PPORD f Subs
2005-03-04

< Print...

w Export..

3 Delete.. Dalete

» The Export assistant will ask you if you wish to include your annotations in
the dossier. Normally, select “Export without annotations” (unless you
have included relevant information as annotations in your Dossier) and
click the “next” button.

[}

i Ex port assistant

Annotation can be included into the export file.

\\%

Annotation export

(#) export without annotations

() export with all related annotations
() export only related annotations

BB : [ Mext> | [ cancel
Additional export documents - -

42



* In the next step specify the location where you want to store your Dossier
by clicking the & pbutton.

% Export assistant
Select the folder and specify the name of the export file
As appropriate, select the checkbox for Copy-protect and/or Seal
-
<
7| Mote: the finish buttan is enabled when afile name has been entered and all dossier information has been collected
-4 inthe background .
! Depending on the dossier and your system this may take some time
’ Specify the export file;
| 80
Remarks:
‘ Select the destination for the export file B3
LookIn: | My Camputer - @l Q‘J @E
=2 System (C)
=3 Data (D)
=D DWD-RAM Drive £
File Mame: |Inquiry Dossier |
Files of Type: I iS5z IUCLID 5 data exchange container 'J
[Ganen ]
Scanning document dependencies (4): Complete |
R | T I g 1T Famear

: 'S Export completed

* Now click the “Finish” button. The Dossier has now been exported to the

location you specified; a confirmation message will appear.

Export process report

o

X

[1] Export of 6 document(s) and 0 annotation{s) completed

[2] 6 dacument(s) was were exported successfully, 0 document(s) was fwere skipped (00:00)
[3] Export successful
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7. UPDATING A DOSSIER

Updating the information

If you need to submit further information on your inquiry Dossier, be it as a result
of missing information, lack of quality or inability to verify the substance
identification, you do not need to re-type again all your substance data.

* In the main screen go to tasks, and click “Update” under “Substance”.

Substance
Create and update substance related information.

A=

» Select from the list, the substance for which you wish to submit new
information, and double click it. From the Substance dataset tree view,
select the section(s) that you wish to update. Edit the necessary sections

by clicking the “Edit item” button ( ).
COMIHE|ZQ|a

& navigation ==
[ Query results I W= Section tree
| i |

To create and export the Dossier, please refer to Chapter 5 and 6 of this manual.
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8. SUBMITTING AN INQUIRY DOSSIER TO ECHA

Step 1: Company sign-up in REACH-IT

If you do not have an account in REACH-IT, refer to the Industry User Manual —
Part 2, in http://echa.europa.eu/reachit/createaccount-it en.asp) or follow the
instructions in this section.

+ Go to the ECHA website (http://echa.europa.eu/) to access REACH-IT.

* In REACH-IT, click on “sign-up as a company”.

Contact | Help

|
|H
r

BECHA _ Roachr il

Welcome to REACH-IT

REACH-IT provides an online platform to submit data and dossiers (pre-registration, registration, C&L notification, ...) on chemicals. It also allows the Agency and Member States authorities to review
the dossiers. The Agency will also use REACH-IT to make non-confidential information on chemicals accessible to public on its website

What can you do?

+ If you already have an account, you may [ogin to the system
+ Sion Up a3 a company

* Sign up as a Data Holder

* Reqister as an interested third party

+ Redister a5 a third party representative

Need help with REACH-IT or with this site?

* REACH-IT Frequentty Asked Questions (FAQ)
+ The REACH legal text

* Contact information

* Site may

+ Search the site

Related links

+ Public REACH information on chemicals
+ Infarmation akout REACH on the Europa website

* In the following page, you will be required to accept the terms and
conditions in order to proceed with the sign-up procedure. If you agree
with the terms and conditions, click on “accept”.

Contact | Help

ﬂ
|

BRECHA

Carnpany sign-up Terms and conditions

f
=
]
0

Signing-up as a compary is a simple process. You will be guidecthrough the following 5 steps:

User account - Information for the first user is required

Company information - Provide general information on your company

Billing information - Provide billing details for your company

Contacts [optional] - Add information about people who may be contact points for SIEFs
Walidation - Check information you have provided and modify if necessary

s ow o

At each step prior to the validation you are allowed to go back to any previous step and change the data you already entered

Befare going further in the sign-up process, please read the following terms and conditions

Terms and conditions

1 A~
2
3
4
Need help with REACH-IT or with this site?

+ Specific help on comparty registration
* REACH-IT Frequently Asked Questions (FAQ)

+ Legal notice
+ Contact information
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* Follow the sign-up procedure. Signing-up as a company is a simple
process. You will be guided through the following 5 steps:

(0]

(0]

User account - Create your REACH-IT user account.

Company information - Provide general information on your
company. For consistency, you should import the LEO created
in the IUCLID 5 website, which was linked to the substance for
which the IUCLID 5 inquiry dossier was made (See IUM- Part 1).

Billing information - Provide billing details for your company.

Contacts — In this screen you can specify contact persons for your
company.

Validation - Check the information you have provided and modify if
necessary.

Step 2: Submitting an IUCLID 5 inquiry dossier

Please refer to the Industry User Manual — Part 6 — Dossier Submission,
available at http://echa.europa.eu/reachit/manuals_en.asp
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ANNEX I: Update of the document:

I. Update of version 1.1

Page

Change made

5

Text amended as follows; An inguirer potential registrant under REACH
must submit to the European Chemicals Agency (ECHA) certain
information, in particular his own contact details. Therefore you will be
required (if you have not already done so) to create, on the IUCLID 5 web
site, an official Legal entity for the inguirer potential registrant.

39

The following text added; Alternatively, if you have no information
requirements that would require new studies to be conducted, in the
“Remarks” field type "No information requirements requiring new studies
to be conducted”

40

The following text added; You can then attach the document. You do not
need to attach this form if you have no information requirements requiring
new studies to be conducted.

44

The following text added; If your substance is a non-phase-in substance
legally on the market before June 2008 in the “Dossier submission
remark” field type “Inquiry dossier for non-phase-in substance legally on
the market before June 2008”. In this field you must also give a
justification as to why such placing on the market was considered lawful.

[l. Update of version 1.2

Page

Change made

34-
35

Text amended to explain how to indicate the inquiry is based on Article
12(2)

45

Text amended to read as follows: “Step 5: In the field “Name” please
type the substance name the inquiry relates to and in the “Dossier
submission remark” field type “Inquiry dossier”. If your inquiry is as a
result of an update of your registration due to a tonnage band increase
(Article 12(2) of the REACH Regulation) in this field type “Inquiry as a
result of an update of a registration”. If your substance is a non-phase-in
substance legally on the market before June 2008 (see 9th of June
ECHA press release (ECHA/PR/08/12) available on the ECHA website at
http://echa.europa.eu/news/press_en.asp) in the “Dossier submission
remark” field type “Inquiry dossier for non-phase-in substance legally on
the market before June 2008”. In this field you must also give a
justification as to why such placing on the market was considered lawful.”

50

Text deleted in reference to submission using temporary procedures
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