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1 Introduction

The Industry User Manual (IUM) serves as the reference manual for all REACH-IT
functionalities, which are, and will be, available to the industry. As more functionalities
become available, additional or updated parts of this IUM will be released and made
available via the ECHA website. This IUM is meant for any industry user who needs to use
REACH-IT to submit or view data.

Prior to using this ‘Part 16 - How to create and submit a C&L notification using the REACH-IT
online tool', it is strongly recommended that the user reads Part 1 — Getting started with
REACH-IT, where the following topics are discussed in more detail:

e Structure of this IUM.
e Conventions used, in terms of icons, text, buttons, links.

e Background information on REACH-IT and its link to the IUCLID 5 website and
application.

¢ Definitions of parties, users, message box, contacts, legal entity object.

The purpose of this industry user manual (IUM) part 16 is to assist in the preparation of a
Classification and Labelling (C&L) notification dossier under the CLP Regulation (EC)
No 1272/2008 directly in REACH-IT. More particularly it outlines the information to be filled-
in in order to prepare a complete C&L notification dossier according to Article 40 (1) of the
CLP Regulation.

Each subsequent part of this IUM will provide you step-by-step instructions to perform the
required tasks of CLP submission of data.

2 General concept of C&L notification

There are three options to prepare and submit a C&L notification:

o Enter the information required for the C&L notification directly online in the REACH-IT
system following a step-by-step procedure until the final validation and submission at
the end of the procedure.

e Prepare a bulk C&L notification using the bulk excel tool. For example if you want to
submit several C&L notifications in one go.

e Prepare the information required for the C&L notification as an IUCLID 5 dossier and
submit this dossier via REACH-IT.

The following step-by step instructions deal only with option 1. If you wish to proceed via
option 2 or 3 you should refer to the respective manuals available on the ECHA website at:
http://echa.europa.eu/clp/inventory notification/notification _how_en.asp.

€ For more details on your duties regarding C&L notification under the CLP Regulation,
you can consult the CLP FAQ available at:

http://echa.europa.eu/clp/clp help/clp fag en.asp
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3 What to prepare before starting the online C&L?

Before you start your online C&L notification, make sure that you have the following
minimum information available.

You can use the following tables as a check-list before starting an online C&L.

3.1 Substance identity and composition

© In order to help you identify your substance correctly we recommend that before
preparing and submitting your C&L notification dossier you familiarise yourself with the
Guidance for identification and naming of substances under REACH available at
http://quidance.echa.europa.eu/docs/guidance _document/substance_id _en.htm?time
=1238146992

Table 1: Checklist: minimum information needed on the substance for a mono-constituent

v/ X | Minimum Information

Degree of purity of the substance.
IUPAC name of the main constituent.
Typical concentration of the main constituent.

For the main constituent:
o EC number; or
o CAS number; or

0 Molecular formula + Molecular weight range + Structural formula.
IUPAC name of each impurity or additive.

Concentration range of each impurity or additive.
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Table 2: Checklist: minimum information needed on the substance for a multi-constituent

v/ X | Minimum Information

Degree of purity of the substance.

IUPAC name or EC number or CAS number of the multi-constituent substance.

IUPAC name of each main constituent.

Concentration range of each main constituent.

For each main constituent (at least 2 main constituents):
o EC number; or
o CAS number; or
0 Molecular formula + Molecular weight range + Structural formula.

IUPAC name of each impurity or additive.

Concentration range of each impurity or additive.

Table 3: Checklist: minimum information needed on the substance for a UVCB substance

\V/X | Minimum Information

Degree of purity of the substance.

Chemical name of the UVCB substance.

Description of the UVCB substance or the process to produce the UVCB.

At least one constituent of the UVCB.

IUPAC name of each constituent.

Concentration range of each constituent.

IUPAC name of each additive.

Concentration range of each additive.
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3.2 Classification and Labelling

Before starting the online C&L, we recommend you to check if your substance is already
harmonised in Annex VI to CLP. Check Table 3.1 of Annex VI at:

http://echa.europa.eu/legislation/classification leqgislation en.asp

Before starting the online C&L, in case your substance is not listed in Annex VI to CLP, you
need to gather all available and relevant information on all the hazardous properties of your
substance.

Note that this is necessary also for the hazards not covered by the harmonised classification.

Table 4: Checklist: minimum information needed on the classification and labelling (if the substance
fulfils the criteria for classification as hazardous)

v/ X | Minimum Information

If a harmonised C&L exists: Index number from table 3.1 of Annex VI to CLP.

For each hazard class or differentiation: “Hazard category” and “Hazard
statement”; or a “Reason for no classification”.

For the STOT-Single exposure and STOT-Repeated exposure hazard class:
“Hazard category” and “Hazard statement” and “Affected organs” (if the affected
organ was not known specify it in this field also); or a “Reason for no
classification”.

If a “Specific concentration limit” is specified: a “Concentration range” (at least
one of the range fields) and at least one associated “Hazard category”.

A “Signal word”.
At least one “Hazard statement” used in the labelling of the substance.
If applicable, “Supplemental hazard statement”.

If applicable, “Hazard pictogram”.
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3.3 Scientific justifications

Table 5: Checklist: minimum scientific justifications needed

v/ X | Minimum Information

Scientific justification to set an M-factor under the strict conditions of Article 10
of the CLP Regulation.

Scientific justification to set specific concentration limit(s) (SCL) under the strict
conditions of Article 10 of the CLP Regulation.

Scientific justification to explain that a hazard is only caused by (a) specific
route(s) of exposure.

In the case you do not agree with the classification and labelling (excluding the
harmonised ones in Part 3 of Annex VI) already present in the C&L inventory,
you have to provide a reason for this specific hazard class or differentiation (cf.
CLP Article 16). The reason can include for example:

0 Indication that an impurity/additive has an impact on the C&L
(Figure 27and Figure 28); or/and

Indication of the substance form/state (Figure 15); or/and

Justification that you have relevant data/information supporting
the classification of the substance (Figure 66).

It is recommended that the scientific justifications are .PDF documents.

For the scientific justification, you should use the relevant parts of the Chemical Safety
Report format according to Annex | to REACH. There is no need for a justification if the value
is in line with the one given in Table 3.1 of Annex VI to the CLP Regulation (“the harmonised
list”).

3.4 In case of submission as a group of Manufacturers/Importers

Table 6: Checklist: in case the submission is on behalf of a group

v/ X | Minimum Information

The group is already created in REACH-IT (not compulsory: you can create it
when making your online C&L notification).

The members of the group are clearly identified (VAT, DUNS or REACH-IT
UUID) and they all agree to the C&L of the substance.
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3.5 Contact information

Table 7: Checklist: contact information

Minimum Information

First and last name of the contact person.

Phone number of the contact person.

E-mail address of the contact person (it can be a functional mailbox).

Complete address of the contact person.

3.6 Information needed in case of update

Table 8: Checklist: contact information

Minimum Information

The reference number (notification number) already assigned to your
substance.

The EC or list number already assigned to your substance.

® You can retrieve this information by searching in REACH-IT under:
<Classification And Labelling > View My Submitted C&L>

4 Strengths and limitations of the online C&L
4.1 What REACH-IT does and does not do!

The online C&L module in REACH-IT is one of the submission tools made available to
Manufacturers and Importers in order to notify the C&L of their substance(s) under the CLP
Regulation.

It aims to ease the encoding of the information by using for example the <I agree> button.

The Classification and Labelling of a substance and encoding it in REACH-IT remains the
responsibility of the notifier. ECHA or Member State competent authorities will not review,
assess or take any responsibility of the C&L that is displayed in the online module.

Version (1.0) Page 13 of 68
Release date (August 2010)



REACH-IT Industry User Manual EAI ECI I“ \

Part 16 - How to create and submit a C&L

4.2

http://echa. )
notification using the REACH-IT online § stha.europa.et

tool

What you can do!

In the online C&L notification module you can:

4.3

Create and update a C&L notification for a substance with one composition and one
C&L.

Update a C&L notification previously submitted in bulk, online or via IUCLID 5.

Respect a C&L already harmonised and classify other hazard classes or
differentiations not (yet) harmonised (including the setting of SCLs and M-factors, as
appropriate).

Agree with a C&L already notified or registered by another company.

What you cannot do!

In the online C&L notification module you cannot:

Create or update a C&L notification for a substance having more than one
composition and/or more than one C&L. To do so, you shall submit a C&L notification
prepared in IUCLID 5.

Update the C&L section from a registration dossier. To do so, you shall submit a
registration dossier update.

Update the C&L section from a NONS dossier notified above 1 tonne (notification
under Directive 67/548EEC). To do so, you shall submit a registration dossier update.

Claim confidentiality on the IUPAC name of your substance. To do so, you shall
submit a C&L notification prepared in IUCLID 5.

Update a C&L if you are a member of a group of Manufacturers/Importers (group of
MI). Only the company that has submitted the C&L notification can update the
notification.
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5 Screen-flow overview
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Figure 1 provides an overview of the online dossier creation process for C&L natifications.

Figure 1: Screen-flow diagram
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The following Table 9 provides you direct links to the chapter describing the different
screens:

Table 9: Link between the screen-flow and the chapters of this manual

Related chapter in this manual

Screen 1 6.1 Starting an online dossier

Screen 2 6.1 Starting an online dossier

Screen 3-1 6.2.1 Create a new dossier

Screen 3-2 6.2.2 Continue with an existing dossier

Screen 3-3 6.2.3 Update a dossier already successfully submitted

Screen 4 6.3 Select the C&L notification type

Screen 5 6.3.2 C&L notification for a substance ALREADY listed in Annex VI

Screen 6 6.4 Select the substance type

Screen 7 6.5.1 Specify the substance identity and composition for a mono-constituent
substance

Screen 8 6.5.3.1 Substance identity of a UVCB

Screen 9 6.5.3.2 Composition of a UVCB

Screen 10 6.5.2.1 Main constituents

Screen 11 6.5.2.3 Identity of the multi-constituent substance

Screen 12 6.6 Specify the optical activity

Screen 13 6.7.1 Is there any C&L for the same substance already in the inventory?

Screen 14 6.7.4 Propose a new C&L

Screen 15 6.7.2 Your substance is already harmonised in Annex VI to CLP

Screen 16 6.7.2.1 Notify further information to a substance already harmonised

Screen 17 6.8 Specify if the submission is made on behalf of a group of MI

Screen 18 6.9 Specify your contact details

Screen 19 6.10 Validate the content of your C&L notification

Submit 6.11 Submit the notification

@ Within the online dossier creation process you have the possibility to save (button
%) the creation of your online dossier at any stage and to continue it later if needed
(see chapter 6.2.2 for more details).

© On top of that an automatic saving of your online dossier is performed by REACH-IT
every time you move from one screen to another.

©® If you hover with your mouse pointer over the 2l symbol you find more details on the
requested information.
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At the end of the C&L notification online dossier creation wizard, after submission of your
dossier, you receive:

e A submission nhumber.
¢ A reference number (notification number) only if your submission is successful.
e A submission report.

e A IUCLID 5 substance dataset containing all the information you have specified in the
online module. This IUCLID 5 substance dataset can be then imported in your
IUCLID 5 database and used for example as a basis to later encode your registration
dossier.

t. In case of online notification made by a group of MI: a submission report is generated
to the company who submits the notification, not to the members of the group of the
C&L notification. The company submitting on behalf of the group of MI shall provide
this submission report and the reference number to the members of the group of Ml
outside REACH-IT.
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6 Step by step instructions

6.1 Starting an online dossier

To start the online dossier creation, go to the menu option <Classification and Labelling>
menu on the left-hand side of the REACH-IT screen, and click on the sub-menu <Notify a
C&L> (Figure 2).

Figure 2: Start an online dossier creation from the <C&L> menu

KRECHA

Home

Company ‘Welcome Pierre Dupont

Pre-registration &
You have 0 unread message(s) in your message box.
Pre-SIEF

Online dossiers
Phase-in Information

Registration /
notification

Joint submission

Notify a C&L using
Message box IUCLID

User account Notify a Bulk C&L

Inventories Manage the Groups
of Manufacturer(s) /

Legal entity change Importe:

TTEE View submitted
Search CaL

Consult the public
C&L inventory

Alternatively, you can also go to the menu option <Online Dossiers> on the left-hand side of
the REACH-IT screen, and click on the sub-menu <Online dossier creation and submission>
(Figure 3).
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Figure 3: Start an online dossier creation from the <Online Dossier> menu

BECHA

Home

Company Welcome Pierre Dupont.
Pre-registration

Pre-SIEF

B creation and
Phase-in Information Exbnitein

You have 0 unread message(s) in your message box

Registration /
notification

Joint submission

Classification and
Labelling

Message box
User account

Inventories

Legal entity change

Invoices

Search

The dossier selection page opens (Figure 4). Select the dossier type by clicking ¥ and select
the option <C&L notification> from the pull drop down list that appears.

Figure 4: Dossier type

Home > Online dossier creation

The following wizard provides a step-by-step guide to creating and submitting an online dossier in REACH-IT

REACH-IT provides a private and secure web space for creating and storing dossiers online. This option is currently restricted to the following dossier types

« Inquiry (REACH Regulation Article 12(2) and Aticle 26)
- CA&L notification (CLP Regulation Arficle 40)

Please select a type of dossier

Fields marked with an asterisk (%) are mandatory
* Dossier type: Inguiry ~
Cancel C&L notification Next» »

Click on the button _M&t== | to proceed.

6.2 Select whether to create a new online dossier or not

Select whether to create a new C&L notification dossier, or to continue with an existing C&L
notification dossier you have not yet submitted, or to update a C&L notification you have
already successfully submitted (Figure 5).

Figure 5: Select to create a new dossier or not

Home > Online dossier creation > C&L notification > Dossier selection

You have selected to work with C&L notification dossier
You have three possibilities to create an online dossier in REACH-IT

Olcreate a new dossier
O Continueffinish the creation of a dossier
O Update a completed submission|2]

. Cancel Mext > =
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6.2.1 Create a new dossier

© Please note that REACH-IT automatically saves your dossier as you create it. This
means that you do not need to manually save it at intervals.

Select the option <Create a new dossier>. Specify a name for the online C&L notification
dossier in the text field, this can be anything but it is recommended to use something related
to the substance you intend to notify e.g. trade name (Figure 6).

Click on the button _M&t== | to proceed.

€ REACH-IT checks that the name given for the new online C&L notification dossier has
not already been used for another notification dossier you have created.

Figure 6: Name a new dossier

BRECHA Reach:T M.

You are connected as MaPetiteEntreprise on behalf of Ma petite entrepriset Preferences -

Home = Online dossier creation > C&L notification = Dossier selection
Company

Pre-registration You have selected to work with C&L notification dossier

Pre-SIEF You have three possibilities to create an online dossier in REACH-IT

Online dossiers :@écreate a new dossier
IECCSRN T Ml O Continue/finish the creation of a dossier
=
?
TersmeR © Update a completed submission 2|

TIEEL Please specify a name for your dossier (e.g.. frade name. short chemical name)

Joint submission
Fields marked with an asterisk () &
Dossier type

Name of new dossier

. | Cancel Mext ==

Classification and

Legal entity change

Invoices

Search

6.2.2 Continue with an existing dossier

You can continue an existing online C&L notification dossier which has not been submitted
by selecting <Continue/finish the creation of a dossier> and then select the relevant dossier
by clicking the radio button beside it (Figure 7).

Click on the button _M&t== | to proceed.
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Figure 7: Continueffinish the creation of a dossier

Home > Online dossier creation = C&L notification > Dossier selection

You have selected to work with &L notification dossier
You have three possibilities to create an online dossier in REACHAT

O create a new dossier
@ continueffinish the creation of a dossier
O Update a completed submission[?]

To continueffinish the creation of a dossier, please select one of your pariially created dossiers from the list below

Dossier type C&L notification
Select Dossier name Last saved on
O  Formaldehyde 14/07/2010 17:04
i(®: Methanol 14/07/2010 17.03
. _Cancel | Delete selected dossier |

Mext = =

€3 Once you have submitted the C&L notification dossier created online it is no longer
visible under <Continue/finish the creation of a dossier>.

On this screen you can also delete a C&L notification dossier that you have not yet

submitted: select the relevant dossier by clicking the radio button beside it and click on the
<Delete selected dossier> button (Figure 8).

You will be asked to confirm the deletion (Figure 9).

Figure 8: Delete a non-finish dossier

Home > Online dossier creation > C&L notification = Dossier selection

You have selected to work with C&L netification dossier
You have three possibilities to create an online dossier in REACH-T

O Create a new dossier
® Continueffinish the creation of a dossier
O Update a completed submission|?]

To continueffinish the creation of a dossier, please select one of your partially created dossiers from the list below

Dossier type C&L notification

Select Dossier name Last saved on
‘@ Formaldehyde 14/07/2010 17:04
& Methanol

14/07/2010 17:03

.| Cancel | I Delete selected dossier | Mext = >
I

Figure 9: Confirm a dossier deletion

Home > Online dossier creation = C&L notification > Delete dossier

Are you sure you want to delete the dossier Formaldehyde ?

- [ves| [eT]

€3 The deletion of the dossier is definitive.

6.2.3 Update a dossier already successfully submitted

You can update a C&L notification dossier that has been already successfully submitted (i.e.

a reference number has been assigned to the C&L notification) by selecting <Update a
completed submission> (Figure 5).
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Enter the exact reference number of the C&L notification you want to update: the reference
number has the following format 02-XXXXXXXXXX-CC-XXXX.

Click on <Validate number>, and then on the button [ ¥&t== | to proceed (Figure 10).

€3 Only the company who owns the C&L notification (i.e. the one who has submitted the

notification) is able to make an update for it.

Figure 10: Reference number validated

Home > Online dossier creation » C&L nofification > Dossier selection
The reference number you specified was validated successfully. Please click next to continue.

You have selected fo work with C&L notification dossier.

You have three possibilities to create an online dossier in REACHAT

()iCreate a new dossier
O Continuefinish the creation of a dossier
@ Update a completed submission|?]

Notification number that has been granted after a successiul submission of a C&L notification

Flelds marked with an asterisk (*) are mandatory

Reference numherﬂ 02-2114084074-52-0000 Validate number

. Cancel

A new screen <Specify Update Reason> opens (Figure 11) where you see the identifiers
related to your substance (EC number, CAS number, substance name) as well as the

Classification and Labelling previously submitted.

Select one or several reasons for update by ticking the relevant box(es).
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Figure 11: Specify update reason

Home > Online dossier creation > C&L nofification » Specify Update Reason
the G the substance. You should update your nofification in case you
1ce I fication and labelling of it
Substance Identity Information
EC Number 200-001-8
Cas Number 50-00-0
Name formaldenyde
Classification Labelling
Hazard ) ) Hazard Suppl. Hazard Spec. Conc. Limits M-Factor
Hazard Category statement Pictogram Signal Word statement statement
code code code
Flam. Gas 1 H220 H351
Acute Tox 1 H300 H331 Skin Corr. 1B C>=25%
Acute Tox. 3 H311 H311 SkKin Irrit. 2 5%==C<25%
Acute Tox. 3 H331 & Dgr H201 Eye Irrit. 2 5%>=C<25%
Skin Corr. 1B H314 Ha14 STOT SE 3a C>=5%
Skin Sens. 1 H317 H317 Skin Sens. 1 C==0.2%
Carc. 2 H351
Select Reason
¥ Change in Classification and Labelling
! New information available on the substance
I Change in composition of the substance
I Change in contact details
—  Agreement with a classification and labeliing already in the
public C&L inventory
" Specification/update of the group of Manufacturers/importers
[~ Other
™ Following ECHA request
. | Cancel Mext> =

Click on the button | ¥&t== | to proceed. The <Substance type> selection page opens (Figure
15). After you have confirmed the substance type (by clicking on the Next»> | button), all
subsequent screens (substance identity, substance composition, C&L) will be automatically
filled in with the information extracted from your former C&L notification. You can then update
/ add / delete information in your C&L notification.
© The following types of C&L notification can be updated online:

o0 Online C&L notification.

o0 Individual C&L notification previously submitted in bulk.
o IUCLID 5 C&L notification with one composition and one C&L only.

€} Classification and Labelling submitted as part of a registration dossier cannot be
updated online. To do so, you have to update your registration dossier.

€ You can add information to the substance identity of the substance notified, but you
shall not change already existing information (e.g. replace an EC number by another
EC number).
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6.3 Select the C&L notification type

After deciding that you want to create a new C&L notification dossier (Figure 6), the
Notification type page opens (Figure 12).

Figure 12: C&L notification type

\

= ~TWE ;

2 ! —— =
BECHA Reac .
s = =
You are connected as MaPetiteEntreprise on behalf of Ma petite entreprise - Preferences - Logol

Home > Online dossier creation > C&L notification > Notification type

Company

Please specify if you want to submit a C&L nofification for a substance which has already a harmonised Classification and labelling, ie a substance is listed in Part 3 of Annex
VI to the CLP regulation: or if you want to submit a self-classification, ie for a substance not listed in Part 3 of Annex VI to the CLP regulation (hover the mouse pointer over the
Pre-SIEF question mark symbol for further information)

Pre-registration

Online dossiers
Phase-in Information elds marked with an asterisk (+) are mandatory

Registration / Dossier name Methanol

notification =

i} CAL notification for a substance not listed in Annex VI to CLP
Joint ission * Type of notification”

Classification and " C&L notification for a substance already listed in Annex Vi to CLP
Labelling

. _Save and close Next = =

User unt

Inventories

Select the C&L notification type among:

¢ CA&L notification for a substance NOT listed in Annex VI to CLP (<C&L notification for
a substance NOT listed in Annex VI to CLP>); or

e C&L natification for a substance ALREADY listed in Annex VI to CLP (<C&L
notification for a substance already listed in Annex VI to CLP>).

Click on the button _Me4== | to proceed.

€ As soon as you have selected a C&L notification type and clicked on the Next-» |
button, the C&L notification type cannot be changed at a later stage.

Nevertheless, if you selected the first option, and if your substance is in fact listed in
Annex VI to the CLP Regulation, the harmonised C&L will be displayed anyway to you
at a later stage (Figure 44).

6.3.1 C&L notification for a substance NOT listed in Annex VI to CLP

If you select <C&L notification for a substance NOT listed in Annex VI to CLP> (Figure 12),
the Substance type selection page opens (Figure 15).

6.3.2 C&L notification for a substance ALREADY listed in Annex VI

If you select <C&L notification for a substance already listed in Annex VI to CLP> (Figure
12), the Search the Harmonised Inventory page opens (Figure 13).
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Figure 13: Search the Harmonised Inventory

Home > Online dossier creation » C&L notification » Search the Harmonised Inventory

Please use the form below to search for Harmonised classification in the C&L inventory for the substance for which you want to submit a C&L notification
Fields marked with an ) are mandatory.

General information

Dossier name Formaldehyde-

CE&L notification type C&L notification for a substance already listed in Annex VI to CLP

Number information

You can search for a harmonised entry by Index number, CAS number or EC number.

Number. |

Validate number

number, please respect i ormat. For instan
f you enter an EC number, please respect the EC number format. For instance: 2|

In order to quickly identify the substance you notify, enter one of the numbers specified in
Table 3.1 of Annex VI to the CLP Regulation.

Click on <Validate number>. REACH-IT searches in the Harmonised Inventory (Table 3.1 of
Annex VI to CLP) if the number specified exists, and displays the results (Figure 14).

@ You can indicate:

0 The Index number of the substance you want to notify. For instance:
603-002-00-5.

0 The CAS number of the substance you want to notify. For instance:
124-41-4.,

o The EC number of the substance you want to notify. For instance:
204-699-5.

€ Wild card search is not possible on this page. You shall enter the complete number.
Please respect the format of the number.
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Figure 14: Select a harmonised C&L

Home > Online dossier creation > C&L nofification > Search the Harmonised Inventory

Please use the form below to search for Harmonised classification in the C&L inventory for the substance for which you want to submit a C&L nofification
Fields marked with an ) are mandatary

General information

Dossier name Formaldenyde

CaL notification type C&L notification for a substance already listed in Annex VI to CLP

Number information
You can search for a harmonised entry by Index number, CAS number or EC number

Number

Validate number
t of the num

er format. For instance: 603-002-00-5
rmat. For instance
mat. For instance: 2

Corresponding infermation

Please select/confirm the substance for which you want to submit a C&L nofification
Select Index number EC number CAS number International chemical name
(®! 605-001-00-5 200-001-8 50-00-0 formaldehyde ... %
. Save and close Next = >

Select the substance for which you want to submit a C&L notification and click on the button

[Net== | to proceed.

@ The subsequent screens in the online module are automatically filled-in with the
information extracted from Annex VI to CLP:

The International Chemical Identification.
The EC number of the substance if any.

The CAS number of the substance if any.

O O O O

The harmonised Classification and Labelling.

6.4 Select the substance type

On the Substance type selection page (Figure 15), select the appropriate substance type. If
you hover the mouse pointer over the 2l symbol you find further information on each type of
substance. We also recommend you to read the Guidance for identification and naming of
substances under REACH available at:

http://guidance.echa.europa.eu/docs/qguidance document/substance id en.pdf

© Indicate also the state/physical form of the substance by selecting the appropriate
term from the pick-list. This information may be useful in justifying the classification for
a substance.

Click on the button _M&¢== | to proceed.
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Figure 15: Substance type

. % E \

BRECHA _ Reach-IT 8-

You are connected as MaPetiteEntreprise on behalf of Ma petite entreprise - Preferences - L

Home > Online dossier creation > C&L notification > Substance type
Company
Sz Please specify the type of the substance you wish to submit a C&L notification for (hover the mouse pointer over the question mark symbol for further information)

Pre-SIEF Flelds marked with an asterisk (+) are mandaior)

Online dossiers Dossier name Methanol
[WOLGETSII  C2.L notification type C&L notification for a substance not listed in Annex VI to CLP
Registration / 71 Mono-constituent substance |2
notification o
Joint submission * Type of substance " Multi-constituent substance [2]
" UVCB substance [Z]
" Gaseous
" Liquid
Inventaries
cqal @ . C Solid
ST CEE Form of the substance:
Invoices ' Powder
Search ' Nanomaterial
T Other:

Please note that further Guidance on identification and naming of substance under REACH can be found at
hitp-//guidance echa europa eu/docs/guidance_document/substance_id_en pdf

. _Save and close Mext = =

€3 Altering your substance type is prohibited as soon as you have selected a substance
type and subsequently clicked on the et | pytton.

6.5 Substance identity and composition

There are some differences in the creation of the substance identity and composition
information between mono-constituent substances, multi-constituent substances and UVCB
substances and therefore each substance type is described separately.

@ If you want to submit a C&L notification for a polymer, select <UVCB substance> as a
substance type.

6.5.1 Specify the substance identity and composition for a mono-constituent
substance

If you select <Mono-constituent substance> the Substance identity page opens (Figure 16).
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Figure 16: Substance identity for a mono-constituent substance

Home > Online dossier creation > C&L notification > Substance identity

Substance identity Optical information C&l Ml Group || Contact § Validation

According to Article 2(7) of the CLP Regulation a substance is a chemical element and its compounds in the natural state or obtained by any manufacturing process
including any additive necessary to preserve its stability and any impurity deriving from the process used, but excluding any solvent which may be separated without
affecting the stability of the substance or changing its composition

Please specify

= IUPAC name and EC number of the substance; OR
+ IUPAC name and CAS number of the substance; OR
= IUPAC name and Molecular formula and Molecular weight range and Structural formula

Please specify the identity of your substance

Fields marked with an asterisk (*) are mandaiory

Dossier name Methanol

C&L notification type C&L notification for a substance not listed in Annex VI to CLP
Substance type Mono-constituent substance

Degree of purity
Degree of purity: v v v
Main constituent
EC information Search EC inventory...
EC number.
EC name
CAS information [2]
CAS number
CAS name
IUPAC information
International Chemical Identification: [2]
IUPAC name
Trade name
Concentration
Typical concentration - v
Molecular and structural information
Molecular formula: [2]

Molecular weight range hd v
SMILES notation

Structural formula Attach image file...

Remarks

Impurities Add Impurity...
Additives Add Additive...

6.5.1.1 lIdentity and main constituent

For a mono-constituent substance please complete as many fields as possible but at least
the minimum information as outlined in Table 1 of this Manual.

€ The fields marked by * are mandatory and you must provide the appropriate
information to proceed to the next step. Please take note of the following advices
related to each field.

a) Degree of purity (mandatory field)

Your substance is a well-defined mono-constituent substance therefore you must have a
defined purity range (Figure 17). In these fields specify a minimum value and a maximum
value ensuring you use the appropriate prefix (>=, <=, < or >). We recommend that you avoid
the use of the <ca.> prefix as this would not be considered appropriate for a substance with a
defined composition. Remember to select the correct unit for purity as if left blank you are not
able to proceed.
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Figure 17: Degree of purity

Degree of purity

(1=}
w0
o
<

Degree of purity = v |8 = v % (wiw)

b) EC inventory

We recommend you always search the EC inventory for your substance by clicking <Search
EC inventory... > (Figure 18).

Figure 18: EC inventory

EC infnrmatinn' Search EC iI'I"u"EHfCI!!... I

EC number
EC name

Please search by any of the criteria, EC number, EC name or CAS number. From the list
provided select the correct identity for your substance (Figure 19) and click on the <Select
EC entry> button.

Figure 19: EC inventory search

Use the form below to search in the EC inventory

Bl

EC number
Please respect the EC number format. For example 200-001-8

EC name

CAS number £0-00-0 i
Please respect the CAS number format. For example 50-99-7 or 7732-18-5
. Search Cancel

Search results

Select EC number EC name CAS number Description Melecular formula
® 200-001-8 formaldehyde 50-00-0 CH20
Select EC entry

If you have assigned the wrong identity for your substance (e.g. wrong EC number), you can
delete it using the red cross and select a new one if needed.

©® The EC number is pre-filled automatically by REACH-IT if you have selected from
Figure 12 <C&L notification for a substance already listed in Annex VI to CLP>, and if
this information is available in Table 3.1 of Annex VI to CLP.

c) CAS information

If available for your substance, please provide in this field the CAS number in the correct
format. If a CAS number is provided we encourage you to also provide the CAS name as
found in the CAS registry (Figure 20).
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Figure 20: CAS information

CAS information [2]
CAS number 50-00-0
CAS name formaldehyde|

d) IUPAC name (mandatory field) and other substance name

Please provide in this field the IUPAC name for your substance (Figure 21). The IUPAC
name provided should follow the current IUPAC nomenclature rules. As this is a mandatory
field failure to specify an IUPAC name will prevent you from proceeding to the next step.

Figure 21: IUPAC information and other names

IUPAC information
International Chemical Identification: [2]

IUPAC name formaldehyde
Trade name my trade name

You can also specify the trade name of your substance.

International Chemical Identification is pre-filled automatically by REACH-IT if you have
selected from Figure 12 <C&L notification for a substance already listed in Annex VI to
CLP>.

e) Typical concentration (mandatory field)

This is the typical concentration of your substance, a single value that is often the average of
5 consecutive production batches. Remember to select the correct unit as if left blank you
are not able to proceed (Figure 22).

Figure 22: Typical concentration

Concentration
Typical concentration E

w
=)

o
<

f) Molecular formula

Please provide the molecular formula for your substance (Figure 23). The preferred system
for writing the molecular formula is the Hill system. In addition, if different from the Hill
formula, you should also provide the CAS formula in the same field. The formula should be
separated by a double forward slash “//”. As this is a mandatory field in case your substance
is not identified by a CAS or an EC number, failure to specify a molecular formula will prevent
you from proceeding to the next step.

Figure 23: Molecular formula

Molecular and structural information
Molecular formula: [2] CH20
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g) Molecular weight range

Please provide in this field the molecular weight or molecular weight range for your
substance (Figure 23). In the common case where your substance has a single defined
molecular weight, please provide this value in the first field without using any prefixes. As this
is a mandatory field in case your substance is not identified by a CAS or an EC number,
failure to specify a molecular formula will prevent you from proceeding to the next tab.

Figure 24: Molecular weight range

Molecular weight range ~ 30,03 v

h) SMILES notation
Please provide in this field the SMILES notation for your substance (Figure 16).
i) Structural formula

Please attach a structural formula for your substance (Figure 16). Click on the link <Attach
image file...> to add your file. The following types are allowed:

* jpg/ipeg
o tiff

e mol

o pdf

o fixt

e doc

o rtf

As this is a mandatory field in case your substance is not identified by a CAS or an EC
number, failure to attach a structural formula will prevent you from proceeding to the next tab.

j) Remarks

Please use this field to provide any comments related to your substance that may assist us in
assessing your dossier (Figure 16).

6.5.1.2 Impurities and Additives

Click on the link <Add Impurity...> or <Add Additive...> in order to add information on
impurities and/or additives (Figure 25). Please complete the fields using the same approach
as used for the main constituent(s) described above. Note that the <IUPAC name> and
<Concentration range> are mandatory fields and must be completed before being able to
proceed further. Click on the button 82| after providing the relevant information.

@ You can specify the function of the additive in the remarks field.
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Figure 25: Add Impurity and add Additive

Impurities  Add Impurity...
Additives Add Additive...

Click on the button _"#%== | to proceed. By clicking on the <Add Impurity...> link information
about the impurities can be added as shown in Figure 26.

Figure 26: Add impurity

Home > Online dossier creation > C&L notification > Add substance impurity

Substance identity | e NGIEIE] Wi Group | Contact i Validation

An impurity is an unintended constituent present in a substance as produced. It may originate from the starting materials or be the result of secondary or incomplete
reactions during the production process. While it is present in the final substance it was not intentionally added. You should note that impurities present in a concentration
of 1% or above should be identified and quantified (concentration range). This also applies to impurities if they contribute to the classification and/or for PBT assessment of
the substance, regardless of their concentration in the substance. As a general rule, the information on composition should account for 100% of the substance

Add an impurity here

Fields m.

W

rked With an asterisk () are mandatory

General information
Dossier name Formaldehyde

CA&L notification type C&L notification for a substance not listed in Annex VI to CLP,
Substance type Mono-constituent substance
Impurity

EC information Search EC inventory...

EC number

EC name:

CAS information

CAS number

CAS name:

IUPAC information

= [UPAC name:

Concentration

Typical concentration: ~ v
* Concentration range: v ~
Molecular and structural information

Molecular formula:

Molecular weight range hd v
SMILES notation:

Structural formula: Attach image file...

Remarks:

This impurity is known to be hazardous and might therefore have an impact on the Classification and Labelling of the substance | notify. [

. Save Cancel

Complete as many fields as possible using the same approach as used for the main
constituent(s) described above. The fields marked by * are mandatory and you must provide

the appropriate information to proceed. Please take note of the advice related to each field
given above.

Indicate for each impurity or additive if it has an impact on the classification of the substance
by ticking the related box (Figure 27 and Figure 28).

Figure 27: Indicate if an impurity is relevant for the C&L of the substance

|Th|5 impurity is known to be hazardous and might therefore have an impact on the Classification and Labelling of the substance | notify. v

Figure 28: Indicate if an additive is relevant for the C&L of the substance

|Th\s additive is known to be hazardous and might therefore have an impact on the Classification and Labelling of the substance | notify ’7

Version (1.0) Page 32 of 68
Release date (August 2010)



REACH-IT Industry User Manual m EC
Part 16 - How to create and submit a C&L I I I \
http: ha. _
notification using the REACH-IT online p://echa.auropa.eu
tool

Click on the button [ Met== | to proceed.

Go to section on optical information of this manual (Chapter 6.6).

6.5.2 Specify the substance identity and composition for a multi-constituent
substance

If you select <multi-constituent substance> as substance type, the <Substance composition>
page for multi-constituent substance opens first (Figure 29).

Figure 29: Substance composition of a multi-constituent substance

Home > Online dossier creation > C&L notification = Substance composition

Substance composition | EEIGEEGWANETIE NeGERNGINETRIN ekl M Group Validation

Please specify the composition of your substance
Fields marked with an asterisk (+) are mandatory

General information

Dossier name: reaction mass of formaldehyde and X
C&L notification type: C&L notification for a substance not listed in Annex VI to CLP
Substance type: Multi-constituent substance

Constituents Add Constituent...

Impurities Add Impurity...
Additives Add Additive...

. _Save and close Next = =

€ For a multi-constituent substance you need to specify at least two and not more than
ten main constituents.

6.5.2.1 Main constituents

Click on the link <Add constituent...> and a new page opens (Figure 30).
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Figure 30: Adding main constituents

Home > Online dossier creation = C&L notification > Add substance constituent

Substance composition | [EEIGEERECRAREIE Mo =0niTnEN Mi Group J§ Contact ] Validation

Please specify information on the main constituents present in a concentration = 10% (w/w) and < 80% (w/w)

Add a constituent here

Please specify

« IUPAC name and EC number of the constituent. OR
- IUPAC name and CAS number of the constituent; OR
- IUPAC name and Molecular formula and Molecular weight range and Structural formula

Fields marked with an asterisk (+) are mandatory.

EC information  Search EC inventory...

EC number

EC name

CAS information [2]

CAS number

CAS name

IUPAC information
IUPAC name:

Concentration

Typical concentration v v
Concentration range - v

Molecular and structural information

Molecular formula: [2]

Molecular weight range v v

SMILES notation

Structural formula Attach image file...

Remarks

. _Save Cancel

For each main constituent, please complete as many fields as possible.

€3 The fields marked by * are mandatory and you must provide the appropriate

information to proceed to the next step. Please take note of the following advices
related to each field.

k) Typical concentration

This is the typical concentration (Figure 22) of your main constituent. Remember to select the
correct unit as if left blank you are not able to proceed.

[) Concentration range (mandatory field)

Your substance is a well-defined multi-constituent substance therefore you must have a
defined concentration range for each constituent. In these fields specify a minimum value
and a maximum value ensuring you use the appropriate prefix (>=, <=, < or >). We
recommend that you avoid the use of the <ca.> prefix as this would not be considered
appropriate for a substance with a defined composition. Remember to select the correct unit
as if is left blank you are not able to proceed.

Figure 31: Concentration range

| Concentration range = % 30 < v 35 % (wiw)
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m) EC inventory

We recommend you to always search the EC inventory for your main constituent by clicking
<Search EC inventory... > link (Figure 18). Please search by any of the criteria, namely EC
number, EC name or CAS number. Select the correct identity for your constituent (Figure 19)
and click on the <Select EC entry> button.

n) CAS information

If available for your main constituent, please provide in this field the CAS number in the
correct format. If a CAS number is provided we encourage you to also provide the CA index
name as found in the CAS registry (Figure 20).

o) IUPAC name (mandatory field)

Please provide in this field the IUPAC name for your main constituent (Figure 21). The
IUPAC name provided should follow the current IUPAC nomenclature rules. As this is a
mandatory field failure to specify an IUPAC name will prevent you from proceeding to the
next step.

p) Molecular formula

Please provide the molecular formula of your main constituent (Figure 23). The preferred
system for writing the molecular formula is the Hill system. In addition, if different from the Hill
formula, you should also provide the CAS formula in the same field. The formula should be
separated by a double forward slash “//”.As this is a mandatory field in case your constituent
is not identified by a CAS or an EC number, failure to specify a molecular formula will prevent
you from proceeding to the next step.

q) Molecular weight range

Please provide in this field the molecular weight or molecular weight range for your main
constituent (Figure 24). In the common case where your substance has a single defined
molecular weight, please provide this value in the first field (see highlighted below) without
using any prefixes. As this is a mandatory field in case your constituent is not identified by a
CAS or an EC number, failure to specify a molecular formula will prevent you from
proceeding to the next step.

r) SMILES notation
Please provide in this field the SMILES notation for your main constituent.
s) Structural formula (mandatory field)

Please attach a structural formula for your main constituent. Click <Attach file...> to add your
file. The following types are allowed:

* Jpglipeg
o {iff

e mol

o pdf

o fixt

e doc

o rif
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As this is a mandatory field in case your constituent is not identified by a CAS or an EC

number, failure to specify a structural formula will prevent you from proceeding to the next
step.

t) Remarks

Please use this field to provide any comments related to your main constituent that may
assist us in assessing your dossier.

When you have completed first main constituent click 54| and add the second main
constituent.

6.5.2.2 Impurities and Additives

When you have added all main constituents you can continue to impurities by clicking on the
link <Add Impurity...> or to additives by clicking on <Add Additive...> (Figure 25).

€ You can specify the function of the additive in the remark field.

6.5.2.3 Identity of the multi-constituent substance

When you have completed the <Substance composition> click _Med== | The substance
identity page opens. REACH-IT automatically names multi-constituent substances as
<Reaction mass of [names of the main constituents]> (Figure 32). These main constituents
are those specified in the substance composition.

Figure 32: Naming of multi-constituent substance

Home > Online dossier creation = C&L notification > Substance identity

Substance composition JEIEELMALELIWEE Optical information | Cal Contact [ Validation

Please provide the appropriate information fo identify your multi-constituent substance

Flelds marked with an asterisk (¥ are mandatory.

General information

Dossier name reaction mass of formaldehyde and X

CA&L notification type CA&L ne for a substance not listed in Annex VI to CLP
Substance type Multi-constituent substance

Substance information

International Chemical ldentification

Reaction mass of formaldehyde and X

2] Editname...

Substance name

Trade name
Degree of purity
Degree of purity: v -
Substance identification
EC information Search EC inventory...

EC number:
EC name

CAS information [2]
CAS number
CAS name

. [ ==Previous | | Save andclose | Next = >

If you do not agree with the automatically assigned name, you may change it by clicking on
the link <Edit name> (Figure 32). Click on the button | Sawandeiose | when you are done.

If you want to revert back to the original name suggested by REACH-IT, click on the link
<Revert to original name...> (Figure 33).
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Figure 33: Edit name of a multi-constituent substance

Reaction mass of formaldehyde and XYX

B [Revert to original name...l

Substance name

u) Degree of purity (mandatory field)

Next specify the degree of purity of your multi-constituent substance (Figure 17). In these
fields specify a minimum value and a maximum value ensuring you use the appropriate
prefix ( >=, <=, <or >).

We recommend that you avoid the use of the <ca.> prefix as this would not be considered
appropriate for a substance with a defined composition. Remember to select the correct unit
as if left blank you are not able to proceed.

This field is a mandatory field and must be completed in order to proceed.
v) EC inventory

We recommend you always search the EC inventory for your substance by clicking on the
link <Search EC inventory... > link (Figure 18). Please search by any of the criteria, namely
EC number, EC name or CAS number.

w) CAS information

If available for your substance, please provide in this field the CAS number in the correct
format (Figure 20). If a CAS number is provided, we encourage you to also provide the CAS
name as found in the CAS registry.

Complete as many fields as possible using the same approach as used for the main
constituents described above. The fields marked by * are mandatory and you must provide
the appropriate information to proceed. Please take note of the advice related to each field
given above.

Click on the button [Met== | to proceed.

Go to section on optical information of this manual (Chapter 6.6).

6.5.3 Specify the substance identity and composition for a UVCB substance

If you select <UVCB substance> as substance type, the <Substance identity> page for
UVCB substance opens first (Figure 34).
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Figure 34: Substance composition of a UVCB substance

Home > Online dossier creation > C&L nofification » Substance identity

Substance identity Substance compaosition Optical information MI Group Contact VELE T

Due to the lack erentiation between constituents and impurities, the terms "main constituents” and "impurities” should not be regarded as relevant for UVCB
substances the chemical composition and the identity of the constituents should still be given as far as known. A description of the substance should be provided
in terms of its origin or source and the most relevant steps taken during processing

Please specify the identi our substance

General information

Dossler name My UVCB susbtance
C&L notification type
Substance type
Degree of purity

cation for a substance not listed in Annex VI to CLP

Degree of purity: == v 30 = ™ 90 % (wilw)
UVCB substance identification
EC information Search EC inventory...
EC number.
EC name
CAS information [Z]
CAS number
CAS name
Substance information
International Chemical Identification: [2]
Substance name UVCB name
Trade name

Specify here a description of the substance, and its process

Description of substance j

. | Save and close Next > >

6.5.3.1 Substance identity of a UVCB

The fields marked by * are mandatory and you must provide the appropriate information to
proceed. Please take note of the following advice related to each field.

x) Degree of purity (mandatory field)

In these fields specify (Figure 17), where possible, a minimum value and a maximum value
ensuring you use the appropriate prefix (>=, <=, < or >). As your substance is a UVCB
substance a purity of, for example, ca. 100 % w/w may be appropriate. Remember to select
the correct unit as if left blank you are not able to proceed. As this field is a mandatory field
failure to specify a degree of purity will prevent you from proceeding to the next step.

y) EC inventory

We recommend you always search the EC inventory for your substance by clicking <Search
EC inventory... > link (Figure 18). Please search by any of the criteria, EC number, EC name

or CAS number (Figure 18 and Figure 19). Hover the mouse pointer over the ﬂ symbol for
further information. From the list provided select the correct identity for your substance.

z) CAS information

If available for your substance, please provide in this field the CAS number in the correct
format. If a CAS number is provided we encourage you to also provide the CAS name as

found in the CAS registry (Figure 20). Hover the mouse pointer over the ﬂ symbol for
further information.

aa) Substance name (mandatory field)
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Please provide in this field the name for your substance. The name provided should follow
the naming rules for UVCB substances as described in the Guidance for identification and
naming of substances under REACH available at:

http://guidance.echa.europa.eu/docs/quidance document/substance id en.htm?time=12381
64289.

As this is a mandatory field failure to specify a substance name will prevent you from
proceeding to the next step.

Figure 35: substance name field

| Substance name UYCB name |

bb) Description of substance (mandatory field)

For UVCB substances a description of the substance should be provided in terms of source
(starting materials or name of the species and family) and process (type of chemical reaction
or refinement step and other identifiers) (Figure 36). Hover the mouse over the ! symbol for
more information. As this is a mandatory field failure to specify a description will prevent you
from proceeding to the next step.

Figure 36: Description field

Specify here a description of the substance. and its process

Description of substance ﬂ

Click on the button _M&t== | to proceed. The substance composition page opens (Figure 37).

Figure 37: Substance composition of UVCB substance

Home > Online dossier creation > C&L notification > Substance composition

Substance identity Substance composition Optical information MI Group Contact Validation

For a UVCB substance, all known constituents, present at concentrations == 10% should be specified by at least English IUPAC name and preferably a CAS number; the
typical concentrations and concentrations ranges of the known constituents should be given as well. Constituents that are relevant for the classification and/or PBT
assessment o substance shall always be identified by the same identifiers. independent of their concentration. Unknown constituents are, if possible, identified by a
generic description of their chemical nature

Please specify the composition of your substance

General information

Dossier name My UVCB susbtance

Ca&L notification type C&L notification for a substance not listed in Annex Wl to CLP
Substance type UVCB substance

Constituents [2| Add Constituent...

Additives ﬂ Add Additive...

- | ==Previous ‘ Save and close Next = =

6.5.3.2 Composition of a UVCB

© Due to the lack of differentiation between constituents and impurities, the terms "main
constituents” and "impurities" should not be regarded as relevant for UVCB
substances. However, the chemical composition and the identity of the constituents
should still be given as far as known.
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Click <Add constituent...> to add your constituents. A new page opens (Figure 38).

€3 You must always add at least one constituent. In the case you cannot identify or
quantify any constituents please state the substance name of your UVCB (as specified
in the substance composition page) in the IUPAC name field and state the purity

range for the UVCB (as specified in the substance composition page) in the
concentration range field.

Click <Add additives...> to add your additives. A new page opens.

® You can specify the function of the additive in the remark field.

Figure 38: Add constituents of a UVCB substance

Home > Online dossier creation = C&L notification > Add substance constituent

Substance identity Substance composition Optical information MI Group Contact || Validation

Please identify as far as possible the composition of your UVCB substance. You should note that for a UVCB substance, all known constituents, present at concentrations
== 10% should be specified; Constituents that are relevant for the classification and/or PBT assessment of the substance shall always be identified, independently from
their concentration. Unknown constituents are. if possible. identified by & generic description of their chemical nature

Add a constituent here

Fields marked with an asterisk (+) are mandatory.

EC information Search EC inventory...

EC number.

EC name

CAS information [2]

CAS number

CAS name

IUPAC information
IUPAC name

Concentration

Typical concentration v v
Concentration range v v

Molecular and structural information

Molecular formula: [2]

Molecular weight range ¥ b
SMILES notation

Structural formula Attach image file...

Remarks

. Save Cancel

Please complete as many fields as possible.

The fields marked by * are mandatory and you must provide the appropriate information to
proceed.

Click on the button _M&¢== | to proceed.

6.6 Specify the optical activity

After having specified the substance identity and the substance composition of your
substance, you can provide information on optical activity and typical ratio of (stereo) isomers
of your substance if applicable and appropriate (Figure 39).

Click on the button | M¢== | to proceed.
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Figure 39: Optical activity

Home > Online dossier creation » C&L notification » Optical information

LGB LNl | Optical information C&L @ Mi Group LELE ]
Provide information on opical activity and typical ratio of (stereo) isomers of your substance if applicable and appropriate, otherwise please state "substance is not opfically
active”

Fields marked with an asterisk (*) are mandatory.

General infermation
Dossier name

CA&L notification type: tion for a substance not listed in Annex VI to CLP
Substance type Mono-constituent substance

Optical activity information:

" Substance not optically active
Optical activity

i Substance optically active [2]

Please specify the measure of the
degree of optical activity:

. | ==<Previous | | Saveandclose | Next = >

€ If you have indicated your substance as optically active you should also specify the
value for the specific rotation (in degrees) indicating also the temperature of
measurement (in °C) and the wavelength of the incident light source (in nanometres).
The direction of rotation should also be specified as either + or -. If a sample solution
is used the concentration and solvent name should also be provided.

Typically specific rotation is specified as follows:
[a] tA®

Where:
[a] = specific rotation

t = temperature in °C

A= wavelength of incident light; for sodium D lamp (598 nm) this is indicated simply by
D

6.7 Specify the Classification and Labelling

© Use the C&L section to specify the information requested under Article 40(1- ¢, d, e
and f) of the CLP Regulation, or to agree with a C&L already harmonised, registered
and/or notified (included in the C&L inventory).

6.7.1 Is there any C&L for the same substance already in the inventory?

Based on the substance identity you have specified in the previous screens, REACH-IT
searches automatically in the C&L inventory if:

e The substance has already a harmonised C&L in Annex VI to CLP.

e The substance has already been registered under the REACH Regulation including a
C&L according to CLP Regulation.

e The substance has already been notified under the CLP Regulation.
REACH-IT will display in 3 different tables the results of the search (Figure 40).
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In case the substance you notify is already harmonised, then only the harmonised table is
displayed (Figure 44).

Figure 40: C&L for the same substance in the inventory

Home * Online dossier creation = C&L notification > Inventory Entry selection

Substance identity ] Optical information Wi Group J§ Contact | Validation

Please find below the existing entries in the C&L inventory refated to the substance you want to notify.

Check if you agree with one of the p d C&L or if you want to notify a different C&L

Please note that harmonised
If the substance has a harm

ication has to be respected and you sl
lassification for

ould net modify any o
ifferentiations you sl

ose hazard clas
Id classify for o

differentiations
ards according to available and reliable data

General information
Dossier name:

CBL notification type:

Substance type:
Substance identity

EC number CAS number IUPAC name

200-125-4 51-85-4 2 Z-dithiobisiethylamine)

C&L already present in the inventory
Harmenised C&Lj

Classification Labelling
Select

. SCL M-Factor MNote
Hazard category Hazard statement code Pictogram Signal word Suppl. Hazard statement code Suppl. Hazard statement code

No Records Found

Registered CAL j

Classification Labelling
Select N SCL M-Factor
Hazard category Hazard statement code Pictogram  Signal word Suppl. Hazard statement code Suppl. Hazard statement code
T Dor H201 Expand
Notified C8L [Z]
Classification Labelling
Select N SCL M-Factor
Hazard category Hazard statement code Pictogram  Signal word Suppl. Hazard statement code Suppl. Hazard statement code
O Expl. 1.1 H201 Dgr H201 Expand

O | sefected one of the proposed CAL and | agree with it

O | want te notify a different Ca&L

. | ==Previous | Save and close | Mext = =

! Only the C&L information is displayed on this page. The identity of the previous
notifier(s) or registrant(s) is never displayed.

For performance issue, only the latest 500 notified C&L are displayed on the screen.

>
€ There might be a delay between the moment a C&L is submitted by a
notifier/registrant, and the moment this C&L is displayed in this table.

In case the substance you notify is not yet in the inventory (not yet notified, nor registered,
nor harmonised), the message <No Records Found> is displayed in the table(s) (Figure 41).
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Figure 41: No C&L for the same substance in the inventory

Substance composition Substance identity 8 Opfical information MI Group Contact | Validation

Please find below the existing entries in the C&L inventory related to the substance you want to notify

Check if you agree with one of the proposed C&L or

you want to notify a different C&L

Please note that harmonised classification has to be respected and you should not modify any of those hazard classes/differentiations
If the substance has a harmonised classification for some hazard classes/differentiations you should classify for other hazards according to available and reliable data

General information

Dossier name: reaction mass of formaldenyde and X
C&L natification type: Ca&L notification for a substance not listed in Annex VI to CLP
Substance type: Multi-constituent substance

Substance identity

EC number CAS number IUPAC name
Reaction mass of formaldehyde and X

CA&L already present in the inventory
Harmonised C&L [Z]

Classification Labelling
Hazard category Hazard statement code Pictogram Signal word Hazard statement code Suppl. Hazard statement codes

No Records Found

Select SCL M-factors Notes

Registered CaL[2]

Classification Labelling
Select . 5 SCL M-factors
Hazard category Hazard statement code Pictogram Signal word Hazard statement code  Suppl. Hazard statement codes
No Records Found
Notified C&L [2]
Classification Labelling
Select

SCL M-factors
Hazard category Hazard statement code Pictogram Signal word Hazard statement code  Suppl. Hazard statement codes

No Records Found

{©}1 selected one of the proposed C&L and | agree with it
Q | want to notify a different C&L

= = Previous | Save and close | Next>>

You have the possibility to select whether you agree with a C&L already present in the C&L
inventory, or to propose a new or different C&L than the one already in the inventory, or to
update a C&L notification you have already successfully submitted (Figure 42).

Figure 42: Select to agree with a C&L or propose a new one

O I selected one of the proposed C&L and | agree with it
Q | want to notify a different C&L

The third option <Update my previously submitted C&L> is available only if you have
selected (cf. chapter 6.2.3) that you want to update a previously successfully submitted C&L
notification (Figure 43).

Figure 43: Select to update your C&L notification

O Iselected one of the proposed C&L and | agree with it
O I want to notify a different C&L
O I want to update and provide further information to the C&L | already submitted

© If you notify a substance already listed in Part 3 of Annex VI to CLP, i.e. there is a
harmonised C&L for the substance, the use of a harmonised classification and
labelling of a substance is mandatory.

Therefore REACH-IT displays only the harmonised C&L (Figure 44).
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Select with a radio-button the harmonised C&L you want to continue with, and then
select the <l selected one of the proposed C&L and | agree with it> button (Figure 44).

If you do not select this option an error message is displayed (Figure 87).

Figure 44: Continue with the harmonised C&L

Home > Online dossier creation > C&L netification > Inventory Entry selection

Substance identity Optical information MI Group

General information
Dossier name:

CAL notification type:
Substance type:
Substance identity

EC number CAS number IUPAC name
200-001-8 50-00-0 formaldehyde

C&L already present in the inventory

Harmonised C&L [7]

Classification Labelling
select

sCL M-Factor Note
Hazard category Hazard statement code Pictogram signal word Suppl. Hazard statement code Suppl. Hazard statement code

H351

H33

é% H31
‘ e H
H314

H317

clected one of the proposed CSL and | agree with it
want to notify a different CaL

BD Expand

. | =<Previous Save and close Mext = =

REACH-IT - [2.1.0.7] [12/08/2010 17:19]
TCC - [¢5.08] [12.0.7.0]

Click on the button _M&== | to proceed.

6.7.2 Your substance is already harmonised in Annex VI to CLP

If the substance you notify is already harmonised at the EU level and is included in Annex VI
to the CLP Regulation, the harmonised Classification and Labelling page opens (Figure 45).

This page is automatically pre-filled with all the information from Table 3.1 of Annex VI to
CLP Regulation.

1. If the substance you notify is already harmonised in Annex VI to the CLP Regulation,
you have to use that classification and labelling for the hazards concerned.

The legally binding harmonised C&L at the EU level are contained in Annex VI to the

CLP Regulation, as amended, and all published in the Official Journal of the European
Union.

e

It is the responsibility of the user to make sure that the information displayed by
REACH-IT is correct.

If you do not want to add any information to a harmonised C&L (e.g. information for hazard
classes/differentiations not yet harmonised, or refining minimum classification as set in
section 1.2 of Annex VI to CLP), select the <I want to notify the same classification and
labelling as the one Harmonised in Annex VI of the CLP> button, and click on the button
Mext== | to proceed.
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Figure 45: Harmonised C&L

Hazard statement
Additional Text

Hazard statement
Additional Text

Hazard statement
Additional Text

Precautionary statements

CLP supplemental hazard statements
CLP supplemental hazard statements

Additional labelling
Notes

Ol want to notify the same classification and labelling as the one Harmonised in Annex VI of the CLP
O want to notify further classification and labelling information. [2]

. | =<Previous 8ave and close | Mext = =

6.7.2.1 Notify further information to a substance already harmonised

Nevertheless you may self-classify based on available data a substance listed in Part 3 of
Annex VI to CLP for those hazards not covered by the harmonised classification.

It should be noted also, that if you have access to information for a substance subject to a
minimum classification (section 1.2 of Annex VI to the CLP Regulation) that leads to
classification in a more severe category, then the more severe category must be applied.

Furthermore, an M-factor based on available data shall be set for a substance classified as
hazardous to the aquatic environment, category acute 1 or category chronic 1, if not given in
Part 3 of Annex VI to CLP. To do so, select <I want to notify further classification and
labelling information> (Figure 45), and click on the button het== | 1o proceed. The C&L page
becomes in a “write” mode where you can notify further information related to the
classification and labelling of your substance (see chapter 6.7.4.2 and 6.7.4.3 for more
information on how to specify information on C&L).

1. Harmonised classification has to be respected and you should not modify any of those
hazard classes/differentiations. If the substance has a harmonised classification for
some hazard classes/differentiations you should classify for other hazards according
to available and reliable data.

Please consult Annex VI to CLP available on ECHA website at:
http://echa.europa.eu/clp/inventory notification/notification how en.asp

6.7.3 Agree with a C&L previously notified/registered

To agree with a C&L already notified or registered in the inventory, you first need to select
with a radio-button the C&L you want to agree with, and then select the <| agree> button
(Figure 46).

Click on the button _M&t== | to proceed.

€ If you forget to select a C&L, and click on _Met== | an error message is displayed
(Figure 86).
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Figure 46: Agree with C&L already in the inventory

http://echa.europa.eu

Notified C&L [Z]
Classification Labelling
Select sCL M-factors
Hazard category Hazard statement code Pictogram Signal word Hazard statementcode  Suppl. Hazard statement codes
Acute Tox. 3 Hao H3z1 - o
AcuteTox 3 H3N K23t SHin borr 18 C--29%
Skin Irrt. 2 5%==C<25%
Acute Tox. 3 H331 H311
® Dar Eye Irrit. 2 5% 25% Expand
Skin Corr. 1B H314 H301
STOT SE 3a
Skin Sens. 1 H317 H314 Skin Sene. 1 C>=0.2%
Carc. 2 H351 H31T : o
Acute Tox. 3 Hao H3z1 - o
Acute Tox. 3 H311 K331 Skin Corr 18 C»=25%
Skin Irrt. 2 5%>=C<25%
Acute Tox. 3 H331 H311 P
O Dar Eye Irrit. 2 5% 3 Expand
Skin Corr. 1B H314 H301
STOT SE 3a
Skin Sens. 1 H317 H314 Skin Sens. 1 C==0.2%
Carc. 2 H351 H317 : o
lected one of the proposed C&L and | agree w
O | want to notify a different CaL
= = Previous Save and close Mext = =

© When you agree with a C&L already notified or registered, you do not need to provide

more information.

The C&L including the <reasons for no classification> is automatically pre-filled in your

dossier.

6.7.4 Propose a new C&L
If you select <I want to notify a different C&L> the C&L page opens (Figure 47).

Figure 47: C&L page

Home > Online dossier creation > C&L notification > Update C&L

Substance composition || Substance identity || Optical information

General information

Dossier name: reaction mass of formaldenyde and X
C&L notification type: C&L notification for a substance not listed in Annex vl to CLP.
Subsiance type: Multi-constituent substance

Would you please specify the C&L for the substance you want to notify.

If your substance is classified as hazardous, to fulfil your obligation under Article 40(1) of the CLP Regulation. your C&L natification shall contain the following minimum
information-

- for each hazard class or differentiation: "Hazard category” and "Hazard statement”; or a "Reason for no classification”;

- for the STOT-Single and STOT-Repeated hazard class: "Hazard category” and "Hazard statement” and "Affected organs” (if the affected organ was not known specify it
in this field also); or a "Reason for no classification";

- if a "Specific concentration limit" is specified: a "Concentration range” (at least one of the range fields) and at least one "Hazard statement”

= a "Signal word",

- af least one "Hazard statement” for the labelling.

Please note that further Guidance on Classification and Labelling of substance under REACH can be found at
hitp-//guidance echa europa eu/docs/quidance document/clp_en pdi?vers=20_08_00

Fields marked with an asterisk (*) are mandatory

Additional information

Is your substance classified?  Yes & No
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6.7.4.1 Is the substance hazardous?

Figure 48: Select if the substance is hazardous

Additional information

Is your substance classified? j = ves © No

4 If you submit a C&L notification for a substance that does not meet the criteria for
classification under CLP you should tick the box “Not classified” and then you do not
need to specify anything else (Figure 48).

© It is highly recommended to consult Annex | to the CLP Regulation for the
classification criteria and for more detailed instructions on the application of the
Classification and Labelling rules the related Introductory guidance on the CLP
Regulation.
(http://guidance.echa.europa.eu/docs/quidance_document/clp _introductory en.pdf)

6.7.4.2 Classification

For each hazard class or differentiation either the two fields, “Hazard category” and “Hazard
statement” must be indicated, otherwise, the field “Reason for no classification” must be filled
in (Figure 49).

Indeed in case a substance is classified in some but not all hazard classes you have to
indicate the “Reason for no classification” for the other hazard classes or differentiations.

Figure 49: Entry fields for classification

Classification [2]

Physical hazards Hazard statement Reason for no classification

Explosives Unst. Expl v H200: Unstable explosives v

Flammable gases data lacking “

The field “Reason for no classification” is pre-filled indicating “data lacking” by default. You
can:

¢ Update the “Reason for no classification” by selecting the appropriate reason for that
hazard class/differentiation from the pick-list (Figure 50);

OR

e Set the “Reason for no classification” to the “empty field” and then specify a “Hazard
category” and a “Hazard statement”.

Figure 50: Pick-list with reasons for no classification

® The reason for no classification should be selected according to the following
principles:

o “data lacking” should be selected if you do not have relevant data or
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other adequate and reliable information that can be compared with the
classification criteria.

0 ‘“inconclusive” should be selected if you have data or other information
but which is not reliable (e.g. data of poor quality) or if you have several
equivocal study results or information. The available data/information
can not be regarded as a firm basis for classification.

o0 “conclusive although insufficient for classification” should be selected in
cases where a substance is tested with the appropriate high quality
study or where other high quality information is available, and based on
that, it is concluded that the classification criteria are not fulfilled.

1. There are certain classification waivers in CLP:

o If a substance is classified for skin corrosion cat. 1, it does not need to
be classified for serious eye damage (but not vice versa).

o0 If a substance is classified for certain physical hazards, it does not need
to be classified for certain others.

o If a substance has a particular physical state, e.g. it is a gas, it does not
need to be classified for hazards requiring another physical state, e.g.
as an oxidising solid or as corrosive to metals.

In case of such classification waivers you should select “conclusive, although
insufficient for classification” as a reason for no classification.

cc) Classification - Physical hazards (mandatory)

For all hazards indicated in the block “Physical hazards”, either the two first fields (i.e. the
field “Hazard category” (e.g. Expl. Div. 1.1) and the field “Hazard statement” (e.g. explosive;
mass explosion hazard)) shall be filled in, or the field “Reason for no classification” shall be
filled in (Figure 51).

Figure 51: Specify hazard category and hazard statement for the Physical hazards

Classification |2

Physical hazards Hazard statement Reason for no classification
Explosives Unst. Exp - H200: Unstable explosives v

Flammable gases

Flammable aerosols

Oxidizing gases

Gases under pressure data lacking

Flammable liquids

Flammable solids

B E S S (e

Self reactive

Organic peroxides

Pyrophoric liquids Pyr. Liguid 1 £ =

Pyrophoric solids data lacking M

Self heating v

Contact with water emits flammable gases v

Qxidizing liquids ~

Oxidizing solids v
L
v

Corrosive to metals

D) The following hazard category and hazard statement do not exist in the CLP
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Regulation and shall not be used in your C&L notification (Table 10):

Table 10: Physical hazard category and hazard statement not in CLP

Classification Hazard Hazard statement

hazard class category

Flammable liquids Flammable | H227: Combustible liquid
liquid 4

dd) Classification - Health hazards (mandatory)

For all hazard classes indicated in the block “Health hazards”, either the two first fields (i.e.
fields “Hazard category” and “Hazard statement”) should be filled in or the field “Reason for
no classification” should be filled in (Figure 52).

1 For the following hazard class: “Specific target organ toxicity — single” and “Specific
target organ toxicity — repeated” either the 3 fields “Hazard category” and “Hazard
statement” and “Affected organs” should be filled in, or the field “Reason for no
classification” should be filled in (Figure 55).

Figure 52: Specify hazard category and hazard statement for the Health hazards

Health hazards Hazard statement Reason for no classification

Acute toxicity - oral Acute Tox. 1 L3 H300: Fatal if swallowed. w

Acute toxicity - dermal Acute Tox. 1 v H310: Fatal in contact with skin v

Acute toxicity - inhalation data lacking

Skin corrosion / irritation data lacking

Serious damage / eye irritation data lacking

Respiratory sensitization data lacking

Skin sensitisation data lacking

Aspiration hazard cenclusive but not sufficient for classification |

Reproductive toxicity

Reproductive toxicity v
Specific effect

Route of exposure Detals | ]

Efiects on or via lactation data lacking v

Germ cell mutagenicities Add germ cell mutagenicity...

Germ cell mutagenicity data lacking v

Delete
Route of exposure Details

Carcinogenicities Add carcinogenicity...

Carcinogenicity data lacking v
| Delete

Route of exposure Details

Specific target organ toxicity single Add Organ toxicity single...
Specific target organ toxicity single data lacking -

Affected organs \ \ Delete

Route of exposure Defails |

Specific target organ toxicity repeated Add Organ toxicity repeated...
Specific target organ toxicity repeated data lacking v

Affected organs | | Delete

Route of exposure Details |
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In case you have conclusive data which enables you to specify the nature of reproductive
toxicity effects (i.e. damage to fertility and/or the unborn child), you should indicate that in the
field “Specific effect” by including the appropriate additional hazard statement code(s) in that
field. (Figure 53) The following additional codes are specified in Annex VI, 1.1.2.1.2: to the
CLP Regulation:

e H360F - May damage fertility.

e H360D - May damage the unborn child.

o H361f - Suspected of damaging fertility.

e H361d - Suspected of damaging the unborn child.

e H360FD - May damage fertility. May damage the unborn child.

e H361fd - Suspected of damaging fertility. Suspected of damaging the unborn child.
¢ H360Fd - May damage fertility. Suspected of damaging the unborn child.

e H360Df - May damage the unborn child. Suspected of damaging fertility.

For more instructions on the selection of these codes, please consult the Guidance on the
application of the CLP criteria at:

http://guidance.echa.europa.eu/docs/guidance_document/clp_en.pdf

Figure 53: Specify the nature of reproductive toxicity effects

Reproductive toxicity

Reproductive toxicity Repr. 14 R H260: May damage fertilty or the unbern child <state spe(™
Specific effect H360F - may damage fertility

Route of exposure v Details

Effects on or via lactation data lacking -

€© The route of exposure for reproductive toxicity should only be specified if it is
conclusively proven that no other routes of exposure cause the hazard. Supporting
evidence should be attached (Figure 66) unless it is already specified in Annex VI to
the CLP Regulation.

In case you have conclusive data which enables you to explicitly specify the hazard of
carcinogenicity via inhalation (or it is specified in Annex VI to the CLP Regulation) you should
include the corresponding additional hazard statement code (H350i) in the free text field
under “Route of exposure” (Figure 54).

® The route of exposure for carcinogenicity should only be specified if it is conclusively
proven that no other route of exposure causes the hazard. Supporting evidence
should be attached (Figure 66) unless it is already specified in Annex VI to the CLP
Regulation.

Version (1.0) Page 50 of 68
Release date (August 2010)



REACH-IT Industry User Manual FA ECI I A
Part 16 - How to create and submit a C&L .
ttp://echa. .
notification using the REACH-IT online § enEEuraRa.ey

tool

Figure 54: Specify the hazard of carcinogenicity via inhalation

Carcinogenicities Add carcinogenicity...
Carcinogenicity Carc. 14 w H350: May cause cancer «state route of exposure if it is|»

Delete
Route of exposure nhalatin (% Details  |H340i

For the STOT-Single and STOT-Repeated hazard classes you have to indicate in the field
“Affected organs” the primary target organs. It is recommended to include no more than three
primary target organs for practical reasons and because the classification is for specific
target organ toxicity. If more target organs are affected it is recommended that the overall
systemic damage should be reflected by the phrase “damage to organs” (Figure 55).

@ If the affected organ is unknown indicate it in the field “Affected organs”.

© The route of exposure should only be specified if it is conclusively proven that no other
route of exposure causes the hazard. Supporting evidence should be attached (Figure
66) unless it is already specified in Annex VI to the CLP Regulation.

Figure 55: Specify the affected organ

Specific target organ toxicity single Add Organ toxicity single...
Specific target organ toxicity single STOT Single Exp. 1 v H370: Causes damage to organs <or state all organs aff ¥

Affected organs liver Delete

Route of exposure 2 Details

€3 The following hazard category and hazard statement do not exist in the CLP
Regulation and shall not be used in your C&L notification (Table 11) :
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Table 11: Health hazard category and hazard statement not in CLP

Classification Hazard category Hazard statement
hazard class

Acute toxicity - oral

Acute toxicity -
dermal

Acute  toxicity @ -
inhalation

Skin
corrosion/irritation

Serious eye damage
/ eye irritation

Respiratory
Sensitization

Skin Sensitization

Aspiration Hazard

Acute Toxicity 5

Acute Toxicity 5

Acute Toxicity 5

Skin Mild Irritation 3

Eye irritation 2A
Eye irritation 2B

Respiratory Sensitizer 1A
Respiratory Sensitizer 1B

Skin Sensitizer 1A
Skin Sensitizer 1B

Asp toxicity 2

H303

H313

H333

H316

H320

H305

ee) Classification — Specific concentration limits (if relevant)

Harmonised classification has to be applied: if your substance has (a) harmonised specific
concentration limit(s), you shall specify it in this section (Figure 56).

If you propose to set specific concentration limit(s) under the strict condition of Article 10 of
the CLP Regulation, you have to provide a scientific justification accordingly. Please refer to
the description of chapter 6.7.4.4 of this manual for more information.

For each specific concentration limit (SCL), you should specify:

e A concentration range (at least one of the two range fields).

e At least one hazard statement related to the SCL.

€ You can specify more than one specific concentration limit by clicking <Add specific

concentration limit>.

© You can specify more than one hazard category per specific concentration limit by
clicking <Add hazard category>.

-

STOT SE 3a and STOT SE 3b do not exist in the CLP Regulation, nevertheless this

distinction for STOT SE 3 has to be made in order to reflect that STOT single 3 in
Annex | to the CLP Regulation is associated to 2 different Hazard Statements (H335

or H336).
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Therefore:

o If the Hazard category associated to the Specific concentration limit is
“STOT single 3 / H335”, please select <STOT SE 3a> from the Hazard
category pick-list.

o If the Hazard category associated to the Specific concentration limit is
“STOT single 3 / H336”, please select <STOT SE 3b> from the Hazard
category pick-list.

Figure 56: Specific concentration limit

Specific concentration limits Add concentration limit...

Concentration range (%) = v 2.5 < v 3.2 Delete
Hazard categories Add hazard category

Unstable explosive w Delete

Flam. Liquid 1 + Delete

€3 The following hazard categories do not exist in the CLP Regulation and shall not be
used in your C&L notification to specify the specific concentration limit (Table 12):

Table 12: Hazard category not in CLP

Classification Hazard category

Specific concentration limit Flammable liquid 4
Acute Toxicity 5
Skin Mild Irritation 3
Eye irritation 2A
Eye irritation 2B
Respiratory Sensitizer 1A
Respiratory Sensitizer 1B
Skin Sensitizer 1A
Skin Sensitizer 1B

Asp toxicity 2

ff) Classification - Environmental hazards (mandatory)

For all hazard classes indicated in the block “Environmental hazards”, either the two first
fields (i.e. fields “Hazard category” and “Hazard statement”) should be filled in, or the field
“Reason for no classification” should be filled in (Figure 57).
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Figure 57: Specify hazard category and hazard statement for the Environmental hazards

Environmental hazards

Hazardous to the aquatic environment data lacking
Hazardous to the atmospheric environment data lacking
M-Factor

Additional hazard classes

Additional hazard classes ‘ ‘

Additional hazard statements

€ The following hazard categories and hazard statements do not exist in the CLP
Regulation and shall not be used in your C&L notification (Table 13):

Table 13: Environmental hazard category and hazard statement not in CLP

Classification hazard class Hazard category Hazard statement

Hazardous to the aquatic | Aquatic acute 2 H401
environment Aquatic acute 3 H402

€) If a substance meets the criteria for classification ‘Hazardous to the aquatic
environment’ as both, category aquatic acute 1 AND aquatic chronic 1:

o0 Select from the pick-list for “Environmental hazards/Hazardous for the
aquatic environment”, the category “Aquatic Chronic 1” and the Hazard
statement “H410”.

o The second hazard class and statement should be included in the fields
“Additional hazard classes” and “Additional hazard statements” (Figure
58).

Figure 58: Specify hazard category and hazard statement for the hazards to aquatic environment

Environmental hazards
Hazardous to the aquatic environment Aquatic Chrenic 1 v H410: Wery toxic to aquatic itz with long lasting effects. |

Hazardous to the atmospheric environment data lacking v
M-Factor [2] [10

Additional hazard classes

= Aquatic acute 1
Additional hazard classes =9 ‘

H401 ‘

Additional hazard statements

You can also set an M-factor upon the conditions specified in Article 10 of the CLP
Regulation.

Figure 59: Specify M-Factor

M-Factor [2] [10 |

Version (1.0) Page 54 of 68
Release date (August 2010)



REACH-IT Industry User Manual EA ECI IJ \

Part 16 - How to create and submit a C&L ,
ttp://echa. )
notification using the REACH-IT online § e
tool

If you propose to set such an M-Factor you have to provide a scientific justification. Please
refer to the description in chapter 6.7.4.4 for further guidance.

6.7.4.3 Labelling
gg) Signal word (mandatory)

“Danger”, “Warning” or “No signal word” should be selected in the field “Signal word” (Figure
60).

Figure 60: Specify a signal word

Labelling
Signal word

hh) Hazard pictograms (if relevant)
If applicable, you can select a hazard pictogram from the pick-list (Figure 61).

Figure 61: Specify a hazard pictogram

Hazard pictograms Add hazard pictogram...
4 Delete

i) Hazard statements used in the labelling (mandatory)

You should select at least one hazard statement from the pick-list and type in the free text
fields where applicable (Figure 62).

Figure 62: Specify labelling hazard statement

Hazard statements Add hazard statement... [7|
Hazard statement HZ00: Unstable explosives v

Additional Text

Delete

@ If no hazard statement applies to your substance, then you can select "No hazard
statement” from the pick-list. This statement is located at the real end of the pick-list.

® You can specify more than one hazard statement for the labelling by clicking <Add
hazard statement>.

€3 The following hazard statements and combination of hazard statements do not exist in
the CLP Regulation and shall not be used in your C&L notification in the labelling part
(Table 14):
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Table 14: Hazard statement not in CLP

Hazard statement (in Labelling section):

H227: Combustible liquid

H303: May be harmful if swallowed

H305: May be harmful if swallowed and enters airways
H313: May be harmful in contact with skin

H316: Causes mild skin irritation

H320: Causes eye irritation

H401: Toxic to aquatic life

H402: Harmful to aquatic life

H420: Harms public health and the environment by destroying ozone in the upper
atmosphere

H300+H310: Fatal if swallowed or in contact with skin

H300+H330: Fatal if swallowed or if inhaled

H310+H330: Fatal in contact with skin or if inhaled

H300+H310+H330: Fatal if swallowed, in contact with skin or if inhaled
H301+H311: Toxic if swallowed or in contact with skin

H301+H331: Toxic if swallowed or if inhaled

H311+H331: Toxic in contact with skin or if inhaled

H301+H311+H331: Toxic if swallowed, in contact with skin or if inhaled
H302+H312: Harmful if swallowed or in contact with skin

H302+H332: Harmful if swallowed or if inhaled

H312+H332: Harmful in contact with skin or if inhaled
H302+H312+H332: Harmful if swallowed, in contact with skin or if inhaled
H303+H313: May be harmful if swallowed or in contact with skin

H303+H333: May be harmful if swallowed or if inhaled
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Hazard statement (in Labelling section):

H313+H333: May be harmful in contact with skin or if inhaled
H303+H313+H333: May be harmful if swallowed, in contact with skin or if inhaled

H315+H320: Causes skin and eye irritation

ji) Precautionary statements

This information is not requested under the CLP Regulation, nevertheless you can select
precautionary statement(s) from the pick-list (Figure 63).

Figure 63: Specify a precautionary statement

Precautionary statements Add precautionary statement... [2]

Precautionary statement P102: Keep out of reach of children. |
Delete

Additional Text [ |

© You can specify more than one precautionary statement for the labelling by clicking
<Add precautionary statement>.

. Itis recommended to not apply more than 10 precautionary statements on a labelling.

*

kk) CLP supplemental hazard statement (if relevant)
If applicable, you can select a supplemental hazard statement from the pick-list (Figure 64).

Figure 64: Specify a supplemental hazard statement

CLP supplemental hazard statements

CLP supplemental hazard statements Add CLP supplemental hazard statement...
CLP Suppl. hazard statement EUH001: Explosive when dry. ¥ Additional Text | | Delete

© You can specify more than one supplemental hazard statement for the labelling by
clicking <Add supplemental hazard statement>.

I) Notes

This information is not requested under the CLP Regulation, nevertheless you can select
note(s) from the pick-list (Figure 65).

Figure 65: Specify a note

Notes Add note... [7]

Note & [V Delete
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6.7.4.4 Scientific justification

@ Use this section to attach the scientific justification requested under Article 40(1-e).

If you want to set specific concentration limit(s) (SCL) or an M-factor under the strict
conditions of Article 10 of the CLP Regulation, you have to attach a scientific justification for
it (Figure 67).

Figure 66: Attach a scientific justification

CSR Reporis Add a CSR report... [?]
CSR-test.doc / 23.5 KB Delete

You should use the relevant parts of the Chemical Safety Report (CSR) format according to
Annex | to REACH. There is no need for a justification if the value is given in Table 3.1 of
Annex VI to the CLP Regulation (“the harmonised list”).

Further, this section should be used to provide that a hazard is only caused by (a) specific
route(s) of exposure (unless specified in the harmonised list (Annex VI to CLP) or to submit
the reasons for classification and labelling deviating from existing entries in the C&L
inventory (Article 16(1) of the CLP Regulation).

@ Use this section to attach if needed the justification requested under Article 16(1).

It should be noted indeed that in the case you do not agree with the classification and
labelling (excluding the harmonised ones in Part 3 of Annex VI) already present in the C&L
inventory, you have to provide a reason for this specific hazard class or differentiation. The
reason can include for example an:

¢ Indication that an impurity/additive has an impact on the C&L (Figure 27 and Figure
28); or/and

¢ Indication of the substance form/state (Figure 15); or/and

¢ Indication that you have relevant data/information supporting your classification of the
substance (Figure 66).

€3 You can attach up to 5 different documents.

6.8 Specify if the submission is made on behalf of a group of M

On this screen, you are asked to specify if you submit the C&L notification on your own or on
behalf of a group of Manufacturers and/or Importers (group of Ml) (Figure 67).
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Figure 67: Specify if the submission is on behalf of a group

=W

BECHA thqaé Y

You are connected as MaPetiteEntreprise on behalf of Ma petite entreprise - Preferénces - Logo!
Home > Online dossier creation > C&L noification > Group of Manufacturer(s) or Importer(s)

Company

Substance identity § Optical information M Group | EehnEll IETLEITT]

Pre-registration

Pre-SIEF General information

Online dossiers Dossier name Methanol

Phase-in Information CA&L notification type: C&L notification for a substance not listed in Annex Vi to CLP
Substance type Mono-constituent substance

Registration /

notification If the notifier of this C&L notification is a group of Manufacturer(s)/importer(s). you shall select it from the list below

S TE e You are invited to specify the quantity (including the year), of the substance for which you notify

Click on next to proceed with your nofification

Classification and

Please find below the list of group of Manufacturer(s)/importer(s) that you have already created in REACH-IT and who can notify to ECHA the C&L under the CLP regulation.
If you want to view and/or update the information related to a group (member of the group. member details ). click on the group's name

User account You can also create a new group of Manufacturer(s)importer(s) |2 if needed.

Inventories Select Group name Last update
6! croupo2 09/06/2010

Invoices O  Group 01 09/06/2010

Search

Click here fo deselect the currently selecied group

Quantity Notified
Quantity notified: (Select Quantity) v Year:
. | ==Previous ‘ Save and close Next = =

On this screen, you can:
e Select a group of Ml and assign it to your submission.
¢ Continue without selecting a group of MI, by clicking <next>.
e Create a new group.

For more details on the functionalities related to managing of groups offered in this screen,
please consult DSM part 15 available on ECHA website.

You may also indicate the volume range of the substance notified and the year (Figure 68).

Figure 68: Indicate volume range

Quantity Notified
Quantity notified: E Between 10 to 100 kgs hd Year. 2010

(Select Quantity)

 Between 10 to 100 kgs
Between 100 to 1000 kgs
Between 1 to 10 tonnes
Between 10 to 100 tonnes
Between 100 to 1000 tonnes
Qver 1000 tonnes

In the case the substance you notify is subject to registration in accordance with the REACH
Regulation, please indicate in this field the volume range produced or imported.

In the case the substance you notify is a hazardous substance placed on the market either
on its own or in a mixture, please indicate in this field the volume range of the substance
marketed.

@ This information is not mandatory and will, if provided, not be inserted in the
submission report, nor published on ECHA website but used for internal statistics only.
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1. Please be aware that if you decide to provide this information both fields, quantity and
year, need to be filled.

Click on the button [ Met== | to proceed.

6.9 Specify your contact details

Here you can specify a contact person whose name and contact details might be made
available to other notifiers of the same substance, or to competent Authorities (Figure 69).

€3 If you do not specify any contact person, the contact information provided during

company sign-up might be made available to other notifiers of the same substance, or
to competent Authorities.

Figure 69: Specify a contact

Home > Online dossier creation > C&L nofification = Contact

Substance composition Substance identity @ Optical information

Validation

You can select one of the following contact persons. The name of the contact person. his/her contact details and the company name might be made available to other notifiers
of this substance

If no contact person is selected, your company name and contact details might be made available to other notifiers of this substance

You can also create a new contact person

You may deselect the contact currently included in your substance

General information

Dossier name reaction mass of formaldenyde and X

C&L notification type C&L notification for a substance not listed in Annex VI to CLP.
Substance type Multi-constituent substance

Contact person

Select Last Name First Name Phone number Email
®  Dupont Marie +33-1-75-75-75 md@mapetiteentreprise fr
O Legrand Pierre +33-1-75-75-76 pl@mapetiteentreprise.com
<= Previous | Save and close ‘

MNext ==

If there is no contact person in the list and you want to have a specific contact point click on

<create a new contact person>. Complete the mandatory fields (*) (Figure 70) and click
<Add>.
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Figure 70: Add a new contact

Home > Online dossier creation > C&L notification = Edit contact

Substance composition || Substance identity || Optical information |j C&L [ MiGroup JESGIEHEN 'z

Fill the form below to create a new contact person for your company

Fields marked with an asterisk (+) are mandatory. Hovering over a () sign displays help informatior

Contact information
Title

First Name

Last Name

Phane
Fax

E-mail
QOrganisation

Organisation Name

Department
Address
Same as Company
Street
Street 2
Postal code
City / Town

Region { County
Country [ Select a Country ] v
Postal address

. _Add Cancel

Select the relevant contact person by clicking the radio button next to it.
If you have selected a contact person which you do not want to use click <deselect>.
Click on the button _M&t== | to proceed.

€3 Itis possible to have only one contact person.

€3 The contact person provided at this stage will be added to the company list of contact
persons.

€3 If a contact person with the same first name, last name and email address already
exists, the information will be overwritten.

6.10 Validate the content of your C&L notification

The <Validation> page opens (Figure 71) to allow you to verify the data you have entered
during the C&L notification dossier creation.

€ Once the C&L notification dossier has been submitted it is no longer possible to make
any amendments to it.
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Figure 71: Validation of C&L notification dossier

Home > Online dossier creation > C&L notification = Validation

Substance composition Substance identity l§ Optical information | C&L Mi Group @ Contact Validation

Please verify your information before submitting your G&L. You can go back to each section if corrections are needed

Substance composition Substance identity Optical information C&L Ml Group Contact
General information

Dossier name reaction mass of formaldehyde and X
CB&L notification type:  C&L notification for a substance not listed in Annex VI to CLP
Substance type Multi-constituent substance

Substance identity

Substance information
International Chemical [dentification

Substance name Reaction mass of formaldehyde and X
Trade name

Degree of purity

Degree of purity =00 % (whw)
Substance identification

EC information

EC number

EC name

CAS information

CAS number.

CAS name

Go to the Substance identity section

Substance Composition

Constituents

formaldehyde / formaldehyde / formaldehyde / 50-00-0-Expand
X1 X-Expand

Impurities

Additives

Go to substance composition

You should carefully review the information presented. If it is correct click on the button
_submit | | you wish to amend any of the information, then click on the relevant <Go to...> link
which will take you to the appropriate section where you can amend the relevant information
or you can go directly to the relevant tabs on the top of the page by clicking on it.

© When you have amended the appropriate section always click on the <Validation> tab
at the top of the screen which will take you back to the validation page.

Once you have made your amendments click on the button | St |

6.11 Submit
Enter the CAPTCHA text and click on the button /St | (Figure 72).
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Figure 72: Verification

X%

BRECHA .~ Huach

You are connected as MaPetiteEntreprise on behalf of Ma pe

Home > Online dossier creation = C&L notification > Validation

Company

Pre-registration Please enter the text below for the system to proceed with your submission
Pre-SIEF Enter the text shown:

Online dossiers Can't read the text below? Try another

Phase-in Information m--
Registration /
notification

Joint submission . Submit

Classification and
Labelling

Message box

User account
Inventories

Legal entity change
Invoices

Search

You will get a confirmation that your C&L notification dossier submission was successful and
you are provided with a (preliminary) submission number. You will also receive a
confirmation message, containing the submission report, in your REACH-IT Message box
(Figure 73).

You will also receive an IUCLID 5 substance dataset of the online dossier you have just
created and submitted. This IUCLID 5 substance dataset can be then imported in your
IUCLID 5 database and be used as a base to encode your future registration dossier, as
appropriate.

Please refer to the IUCLID 5 website (http://iuclid.eu/) for more instructions on how to import
a substance dataset in an IUCLID 5 database.

Figure 73: Successful messages

. P . . 11/06/2010 User
r ¥Hide Yes File under examination (X5122247-12) - C&L 1310 (MaPetiteEntreprise)
Your dossier is under examination by our IT systems
Preliminary submission number: X5122247-12
Dossier type’ Classification and Labelling (C&L)
File name: ECHA-121680dd-eb35-4671-ab68-b71358ddfdca 152
Group of manufacturer(s)/importer(s)’ Group 01

Download submission report
Go to dossier

Your dossier is under examination by our IT systems to ensure that it is a valid dossier and it can be processed correctly
Following the successful completion of this task you will receive a subsequent message confirming your submission and
providing you with a submission date and submission number

. 11/06/2010 User
[T W¥Hide Yes Submitted online dossier (X5122247-12) 1310 (MaPetiteEntreprise)
Completed online dossier creation
Preliminary submission numper. X5122247-12
Substance name: Methanol
Download the submitted dossier in the IUCLID 5 substance dataset format
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RECHA

http://echa.europa.eu

If your notification is complete and passes the Business Rules check, you will receive a
second message (Figure 74) containing your notification humber (Reference number), and
an updated submission report (Figure 75), in your REACH-IT message box.

Figure 74: Internal message with notification number

Select Details Read Subject Creation Date Expire Date Recipient
oy , 11/06/2010 User
i ¥Hide Yes Dossier reached end of the pipeline (XS122247-12) 1311 (MaPetiteEntreprise)

Dossier type: Classification and Labelling (C&L)

Submission date: 11/06/2010 13:11

File name: ECHA-121680dd-eb35-467 1-ab65-b71358ddfdca i52
Group of manufacturer(s)fimporter(s)” Group 01

Go to dossier
Download submission report

Reference number: 02-2114086057-46-0000
Reference date: 11/06/2010 13:11

Figure 75: Submission report

Submission Report - XS122247-12

Dossier type: CEL 1

Submission number. X512

Reference date: 11/07

Reference number: 02-2

Submission date: 11/08

Current state: Complete

Tennage band: -
Is phase in: -
Purchase order. -
Fee waiver: -
Dessier file name: ECHA-121680

Ne action under REACH: Mo

Group name: Group 0

Last Update: Jun 2, 2010

Ma petite entreprise ECHA-43f0d375-d41b-450e-806e-
de2135c01e64(ULID)
Member 01 123456T80(DUNS) Pierre Makkyla
Substance name: [200-650-8] methano
Remark:
Dassier UUID : ECHA-121680dd-2b35-4671-a658-b77352ddM0a

Dossier creator: -

Name given by the dossier creator: Methano!
Submitting legal entity: I
Submitting legal entity UUID: £

entreprise

5-041b-459e-806e-de2135c0 1264

Is the submission an update?: Mo

@® If the C&L notification has been submitted as a group of MI, then this information is

available in the submission report.

The members of a group of MI will not receive a submission report and they should
contact the original notifier to receive a copy of the submission number and the
reference number. The enforcement authorities of the Member States will have access
to REACH-IT to confirm whether a manufacturer or importer member of a group of Mi
Version (1.0)
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has notified according to CLP Regulation.

7 Common warning and error messages

7.1 Definitions

Error message: means that the user can not go to a further step in the wizard until he has
solved the mentioned issue (e.g. mandatory field not filled in, wrong CAS number format...)

Error messages always appear on a red background.

Warning message: invites the user to pay attention to what he has just filled in (e.g. No
impurity has been specified...). A warning message does not block the user to go to the next
step. By clicking a second time on the next button, the warning message will disappear and
the user will be able to proceed further.

Warning messages always appear on a yellow/orange background.

7.2 Common warning messages

Figure 76: Warning message in case no impurity has been specified for a mono-constituent

WARNING!

Ne impurities have been specified in your substance composition. You should note that impurities present in a concentration of 1% or above should be identified and
quantified (concentration range). This also applies to impurities if they contribute to the classification and/or for PET assessment of the substance. regardiess of their
concentration in the substance. As a general rule, the information on composition should account for 100% of the substance

Figure 77: Warning message in case CAS information is incomplete

WARNING!

-+ The CAS number has been specified, but the CAS name is not entered

Figure 78: Warning message in case hazard category selected do not match the hazard statement

Warning: One or more hazard statement(s) you have selected do not match the hazard category according to Annex | to the CLP Regulation!

7.3 Common error messages

Figure 79: Error message if a mandatory field is not filled in

Certain mandatory information has not been specified. You should review the fields marked with a * and ensure that the appropriate information is
provided in order for you to proceed.
There are errors in your form. Please correct highlighted fields and resubmit your form.

Figure 80: Error message in case of incorrect range specification

> (v [[100 < v |59 % (whw) ¥

Incorrect value assignment.

Figure 81: Error message in case of incorrect value specification

Invalid value assignment.
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Figure 82: Error message in case of wrong CAS number format

CAS information [2]
CAS number 200-200-3
The CAS number you specified is invalid.

Figure 83: Error message if a reference number does not belong to your company

02-1234567890-0000 Validate number

Reference number |2
‘ L The reference number you specified is invalid.

Figure 84: Error message if the dossier name specified already exists

The name you have provided is the same as for a dossier you have already started to create. Please provide a different name for your dossier or select
"Continue/finish the creation of a dossier” and select the dossier name froem the list provided.

Figure 85: Error message if the hazard category or statement does not exist in the CLP

One or more hazard category(ies) or hazard statement(s) you have specifed do not exist in the CLP Regulation and shall not be used in your C&L
netification. Those fields are highlighted in red. Please consult the Annex | te the CLP Regulation, or the Industry User Manual en "Online C&L
netification” available on ECHA website for more details.

Figure 86: Error message if you forget to select the C&L you agree with

| Please select one of the available C&L inventory entries.|

Figure 87: Error message if you do not respect the harmonised C&L

The substance for which you want to submit a C&L notification is listed in Part 3 of Annex VI to CLP, i.e. there is a harmonised C&L for the substance. The use
of a harmenised classification and labelling of a substance is mandatory. Nevertheless you should self-classify based on available data a substance listed in
Part 3 of Annex VI to CLP for those hazards not covered by the harmonised classification. Furthermore, an M-factor based on available data shall be set for a
substance classified as hazardous to the aquatic environment, acute category 1 or chronic category 1, if not given in Part 3 of Annex VI to CLP. To do so,
please select an harmonised C&L and click on the "l agree with the C&L" butten.

Figure 88: Error message if missing information in the C&L section

Fer each hazard class or differentiation, infermation must be provided either in both fields 'hazard categery' and 'hazard statement'; or a 'reasen for no
classification’ shall be given.

For each Specific concentration limit {SCL), you should specify: a concentration range AND at least one hazard statement related to the SCL.
A signal word must be provided in the labelling infermation.

You should select at least ene hazard statement in the labelling part. If no hazard statement applies to your substance, then you can select 'Ne hazard
statement' from the pick-list. This statement is located at the real end of the pick-list.

7.4 Dossier submission failure

A submission failure is always communicated via an internal message in your REACH-IT
Message box.

Click on the link <Show> and the message details is displayed (Figure 89), e.g. the dossier
violates a business rule, or the file format is invalid. An explanation for the dossier failure is
given in the message. The information provided in the message is only a summary.

For more details, you can <Download submission report> (in PDF format) or you can <Go to
dossier> to consult the complete dossier information.
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Figure 89: Internal message with dossier submission failure details

r ¥Hide Yes Decision made by the Agency. (Vv121054-18) 06/07/2010 17:52
Your dossier cannot be processed. Further information can be found in the report
Preliminary submission number: Wv121054-18

Dossier type® Classification and Labelling (C&L)
File name: ECHA-1ebaf117-8442-47dc-99b4-edd4bfB65631c.152

Download submission report
Go to dossier

The related communication to your dossier has been received
The communication number is SUB-C-2114083020-66-01/F
The communication was' REJECT

Download communication information
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