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1. Introduction

The Industry User Manual (IUM) is the reference manual that describes to industry users how
they can submit and view data within REACH-IT. As REACH-IT evolves, additional and updated
parts of this ITUM will be released and made available via the ECHA website.

Prior to using this Part 6 (Dossier submission), 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 ITUM
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

How to get additional support is also described in Part 1. Each subsequent parts of this IUM will
therefore cover the step-by-step instructions to perform the tasks required for submission of
data under REACH.

2. General concept of dossier submission

The dossier submission is one of the Industry core functionality in REACH-IT. Applicants have
to submit dossiers to ECHA to fulfil the legal obligations set out by the REACH regulation.

REACH-IT supports the submission of dossier files that have been prepared outside of the
REACH-IT system, in the IUCLID 5 format. For certain dossier types, REACH-IT may allow the
creation and submission of dossiers inside the REACH-IT application (for example online

inquiry).

You are advised to consult the documentation related to dossier submission (registration)
available on the ECHA website: http://www.echa.europa.eu/web/guest/support/dossier-
submission-tools

For information purposes a high level overview of the dossier submission process is provided in
Figure 1. The registration process can be presented by dividing it in four parts (A-D), each
shown in the figure. Each part is discussed below:

Part A: Verifications

The process starts with the submission of a dossier by the registrant. The submitted dossier
then undergoes a virus and XML format check and additionally a Business Rules (BR)
validation. These are discussed in the chapters 2.3.1, 2.3.2, 2.3.3, 2.3.4. The results of the
checks are reported in real time in the submission report, which can be consulted online or
downloaded.

Part B (Technical Completeness Check - TCC) and part C (Invoicing):

When the dossier passed the virus plus xml checks and BR validation the dossier undergoes a
Completeness Check (CC) that consisting of a technical completeness check (TCC) (part B)
and, if applicable, an invoicing process (part C). Invoicing and TCC does not apply for all
submitted dossiers, for example inquiries. The invoice is sent to the registrant via a REACH-IT
message. More details on the process are provided in the chapters 2.3.9, 3.2.2.3 and 2.3.8.

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Part 06 - Dossier submission

Release date: July 2012

Part D: End of process

Once the dossier is considered by ECHA technically complete and the fee has been paid within
the due date, the registrant will receive the positive decision together with the reference
number (e.g. registration number in case of registration dossiers). More details are provided in
chapter 2.3.10.

In case the dossier fails the technical completeness check for the first time the registrant has
to submit a dossier update within the given deadline.

In case the dossier fails the technical completeness check for the second time or the fee is not
paid within the extended payment due date, the dossier would be rejected and a new initial
dossier would need to be submitted.

t.  The result of a dossier submission (but also the main intermediates results) —

either a failure or a success — will be sent as an “internal message” to the
company’s REACH-IT Message inbox.
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Figure 1: Flow diagram for dossier submission
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2.1 Supported dossier types

Table 1 provides an overview of the supported dossier types which can be submitted via
REACH-IT. Information about Joint Submissions is provided in the Industry User Manual Part 7
(Joint Submission), available from the ECHA website.

(! ] By convention, .i5z files (created in IUCLID 5) will be called “substance dossiers”.
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Table 1: Overview of dossier types supported by REACH-IT

Dossier type

Submission

Submission

Joint

update Submission

Registration Yes Yes Yes
Registration of on-site isolated intermediate Yes Yes Yes
Registration of transported isolated intermediate Yes Yes Yes
Process and Product Oriented Research and Yes Yes No
Development (PPORD) notification

Classification and Labelling (C&L) notification Yes Yes No
Inquiry notification Yes No No
Substance in article notification Yes Yes No
Downstream user report Yes Yes No

2.2 Submission parameters

In addition to the dossier type, the applicant must specify other parameters of the submission,
listed in Table 2. The submission parameters are discussed below and more information is

provided for each parameter.

Table 2: Submission parameters to be specified
Dossier type Submission parameters
(@]
2|
@ h—t o
ke e n
= 2 o O
Q = S —
= 5| o0 S
o c 8 - =
21| £ cg =
51815/ 38 §
S| 88385 ¢
g o |odcd O
Registration (0] M NR | NR | NR
Registration of on-site isolated 0] M NR | NR | NR
intermediate
Registration of transported isolated | O M NR | NR | NR
intermediate
PPORD notification (0] M NR | NR | NR
C&L notification NR |NR | O NR | NR
Inquiry notification NR | NR | NR | NR | NR
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Substance in article notification NR | M NR | NR NR

Downstream user report NR | M NR | M O

M: Mandatory submission parameter; O: optional parameter; NR: parameter not relevant for that
dossier type.

Purchase order: field where a company-specific purchase order number may be entered by
the applicant. This value will appear on the invoice related to that submission in order to
facilitate its treatment by the billing organisation.

Declaration: this is an acknowledgement that the information submitted is correct and the
company size is calculated according to Annex to Commission Recommendation 2003/361/EC
concerning the definition of micro, small and medium-sized enterprises. The submitting party
also declares that, following careful verification, the substance is appropriate for registration/
notification under Regulation (EC) No 1907/2006

2.3 Data Submission process

Once the dossier is submitted, its subsequent processing by REACH-IT is executed in a series
of steps. The different submission steps are listed below (Table 3) in relation to the type of
submitted dossier.

Table 3: Submission steps versus submitted dossier type
Submission step g C

— Q

— C " —

g S| ® S

= B =

c 1=

o c c 8 ‘E %

= i) O | g 8 o o

@ = =5 cCcl &

5|0 8 ES 2 S o 2

20 ZE | 5E 1 5% § s

o) = S| 4| =

eS| ab6| 26|} |5E 0%

XY Qoc|=Cc|0O|unac 0O
Virus scan Y Y Y Y Y Y
File format validation Y Y Y Y Y Y
Check XML structure Y Y Y Y Y Y
Enforce rules Y Y Y Y Y Y
Store dossier Y Y Y Y Y Y
Create substance identity | Y Y Y Y Y Y
Assign MSCA Y Y N N Y Y
Technical Completeness Y Y N N N N
Check
Pay submission fee Y Y N N N N
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Submission step g C

3 AR R

& S| >3

= c

c ==

o S c| 8 = %

= 0 o | & o =

] = = Y= O o O

© = =5 e 5

o @®© > ®© c =

e~ QG| 20| Q| 8o @+

20 ZE | 5E C1 835 § s

o) = S| 4| o=

eS| a6 | 26|} |5E 0%

Xy [ oc|-=¢c| O n © O <
Overall completeness Y Y N N N N
check
Issue reference number Y Y N> Y Y Y

Step occurs: Y= yes, N = no;
* given during the inquiry process not during submission.

2.3.1 Virus scan

The submitted dossier file is scanned for known viruses. Only virus-free dossier files will
proceed to the next step.

2.3.2 File format validation

The file format validation is verification that the submitted dossier file is of the appropriate
format (.i5z file format) and is compliant with the XML schema used by IUCLID 5.

2.3.3 Check XML structure

This verification ensures that the submitted dossier file does not contain attachments for which
the format is not supported/recognised by REACH-IT. Only after that step can REACH-IT
proceed with the actual validation of the submission. This step consists only in a warning in
case your dossier contains unsupported file types. However, your dossier will never be rejected
at this step and will continue to be processed.

0 If the format of the file sent is not supported and/or recognised by REACH-IT, your
dossier is still processed but the following message is sent to your REACH-IT
message box: "Your dossier contained unsupported attachment file type(s). [...]
Please note! Your dossier is still being processed. During further processing the file
type may cause non acceptance of the dossier. In that case the Agency will inform
you thereof and you may have to resubmit the dossier.”

€3 The list of supported attachment file types are: txt, doc, jpeg, tiff, mol, pdf, jpg
and rtf (in addition, the following file types are also accepted in Inquiry
notifications: asp, htm and html).

2.3.4 Enforce rules

Consequently, REACH-IT verifies that the submission is correct according to predefined
“business rules”. This is a prerequisite to further proceed with a dossier submission. Examples
of business rules are:

e The same dossier (for example same dossier UUID) has not been submitted already.

e The dossier type is correct, for example the dossier type indicated as a submission
parameter is consistent with the dossier type found inside the submitted dossier file.
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e The format of the C&L section is valid.

e The dossier contains a correct reference to a pre-registration number or an inquiry
number.

e When the dossier is from a Member of a Joint Submission, it is to be submitted only
after the Lead dossier successfully passed the business rule verification.

e When the dossier is an update dossier, it contains all appropriate references to the
previous submission number, and, when necessary, to the previous decision number,
and, if available, to the reference number.

e The update of the dossier is submitted within the deadline.

# A business rule may either succeed or fail. Only in the cases where a mandatory or
optional business rule fails, you can view it in the submission report. The
confirmed failures of overrulable business rules are available in a communication
attached to the Annotations tab in your dossier information page in REACH-IT.

0 For mandatory rules, the business rule failure is highlighted in red (Figure 32). For
optional rules, the business rule failure is highlighted in orange (Figure 32).
Business rules were put in place to ensure the consistency of submissions.

e

The consequence of business rule failure depends upon the level of the rule:

e When a business rule is optional, failure is turned into a weak warning in
the submission report but the overall submission is not impacted and your
dossier is still processed.

e When a business rule is mandatory, failure results in the failure of the
submission.

e When a business rule can be overruled, failure can still be accepted (or
rejected) by ECHA after manual verification of the dossier.

© When all business rules have either succeeded or been manually overruled, the
submission proceeds to the next steps. Otherwise, the submission fails and ends
here.

More details on BR validation can be found in Data Submission Manual 4 — How to Pass
Business Rule Verification (“Enforce Rules”) available on the ECHA website.

2.3.5 Store dossier

Dossiers which have a correct structure and have passed the business rules check are stored in
the REACH-IT database.

2.3.6 Create substance identity

A substance identity is assigned to the substance included in the dossier. The rules that govern
the creation of a substance identity rely on the content of the substance documented in the
dossier (.i5z file), and are directly related to the IUCLID 5 sections 1.1 ‘lIdentification’ and 1.2
‘Composition’.

2.3.7 Assign MSCA

At this stage, the ‘concerned’ Member State Competent Authority (MSCA) are identified by the
system from the relevant parts of the dossier and based on the information sent with the
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dossier. Depending on the dossier type, this can be determined based on the country where
the manufacturing site, notifier or user is located. Consequently the MSCA will be informed via
REACH-IT that a dossier was submitted and in future stages, about the status of the submitted
dossier.

2.3.8 Technical Completeness Check (TCC)

The Technical Completeness Check (TCC) of the dossier is performed and may succeed or fail.
At this stage, all required information is verified.

2.3.9 Pay submission fee

Depending on the submitted dossier (Table 3) and if relevant, a submission fee is calculated
and an invoice is generated for the submission.

2.3.10 Overall completeness check

When both the TCC is successful and the invoice is paid, the submission is considered
successful and can proceed. This step is called the “overall completeness check”.

2.3.11 Issue reference number

At the end of a successful initial submission, the substance is given a reference number
depending on the dossier type (for example a registration number) according to a predefined
format (see chapter 2.5).

2.4 Following up on submissions

2.4.1 Internal message

Every main steps of dossier processing will generate an internal message sent to the
applicant’s internal REACH-IT message box. These messages are related to:

Submitted file received: this message is sent as soon as the dossier file has been received
and a preliminary submission number has been given to the submission.

Submission failure / submission rule violation: this message is sent when a business rule
violation is detected.

Reference number assigned: this message is sent, at the end of the successful submission
process, once a reference number is given to the submitted substance (this step is not
performed for updates, instead, the previously assigned reference number is retrieved).

Submission reached the end of the dossier processing: this message is sent at the end
of the submission process.

0 Each message includes a hyperlink to the dossier information page and/or
submission report.

2.4.2 Dossier information page and submission report

The time necessary for the processing of a submission may vary (days to weeks, depending on
the TCC and/or invoicing steps). However the registrant can follow at any time the progression
of his/her submission, either in the dossier information page or in the submission report
(Figure 32).

The dossier information page and/or the submission report are directly available by activation
of a hyperlink in an internal message, or by searching for a given submission.
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The dossier information page contains the following sections (= tabs) (Figure 24 to Figure 27):

e <Details=>: a summary of key dossier information.

e <Submission report>: the complete submission report. It shows the situation of a
submission at the moment it is consulted. It can be saved as a PDF document.

e <Accounting>: if applicable, the accounting information pertaining to the submission. It
includes a link to the invoice in the predefined language.

e <Annotations>: the dossier annotations related to that submission are a full part of the
information and comprise decisions and communications (see chapter 3.2.2.4), issued
by ECHA to the company, on the submitted dossier. Annotations cover also opinions
and comments which are issued by Authorities, opinion being an official position of, for
example, a MSCA.

2.5 Submission number and reference number

2.5.1 Submission number

A submission number is a unique number assigned automatically after successful business rule
validation and generated per each submission by REACH-IT as mentioned in Article 20 (REACH
Regulation).

A preliminary submission number is assigned to the dossier at the time of uploading it to
REACH-IT. Consequently, the submission date is only set after the completion of business rule
validation. The upload date, which is set directly after successful upload of the dossier via the
submission page, is visible until the submission date has been set.

The submission number has the following characteristics:

e It is a unique number generated for each submission, and which has a specific format.
e Itis issued for every submission, whatever the type of submission or its status.

e It does not provide any information regarding the dossier type, or company
information, or any other characteristic of the submission.

The structure of a submission number is as follows: the submission number is issued at every
submission using the following unique format: 2 uppercase letters, 6 digits, a hyphen and two
digits (for example RX120340-22); the last two digits being used as checksum which allows for
error detection.

t.  The submission number will be used in all further communications from REACH-IT
to the user concerning the corresponding dossier.
2.5.2 Reference number

A reference number has been coined as a more general designation than registration number
or notification number and represents a unique number which is generated by REACH-IT and

given to a substance and a company after dossiers of certain types are successfully submitted
for the first time. Such a reference number is generated at the submission of:

e A registration dossier: the registration number (as per REACH Article 20(3)).
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e A PPORD notification: the PPORD naotification number (as per REACH Article 9(3)),
e A C&L notification: the C&L notification number.

e An inquiry: the inquiry number.

e A pre-registration: the pre-registration number.

e A substance in articles notification: the substance in articles notification number.

e A downstream user report: the downstream user report number.

The reference number is only issued once at the end of the initial and successful submission
process. The reference number is a unique number generated per dossier type, per substance
and per company.

This number will be unique for every company and every substance. The structure of the
reference number will be: <TYPE>-<BASE NUMBER>-<CHECKSUM=>-<INDEX NUMBER=>.
Table 4 shows the details for each structure element.

Table 4: Structure reference number
Structure Element
<TYPE> is a 2-digit number giving the type of number:
01 Registration
02 C&L natification
03 Substance in article
04 PPORD
05 Pre-registration: (reserved to pre-registrations
according REACH 828 (2))
06 Inquiry
09 Data Holder notification
10 Downstream User notification
11 Application for Authorisation
12 Substance Evaluation
13 Annex XV — C&L Harmonization
14 Annex XV — Authorisation
15 Annex XV — Restriction
16 Internal usage
17 Late Pre-registration: (reserved to pre-
registrations according to REACH Regulation Article 28 (6))
<BASE- is a 10-digit number generated randomly.
NUMBER>
<CHECKSUM=> is a 2-digit checksum computed using only <TYPE> and
<BASE-NUMBER=>, which allows for error detection.
<INDEX- is a 4-digit number that can be used to indicate the index of a
NUMBER> Member in a Joint Submission.

2.6 External (versus internal) submissions

REACH-IT supports the submission of dossier files that have been prepared in IUCLID 5,
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outside of the REACH-IT system. This type of submission is called an “external submission”.

REACH-IT also allows the creation and submission of some dossier types, directly within the
REACH-IT application (for example creation of an online inquiry dossier or an online C&L
notification). This type of submission is called an “internal submission”.

Future releases of REACH-IT are expected to allow the online creation and submission of
additional dossier types directly within REACH-IT.

2.7 Initial submission versus Update submissions

REACH-IT makes a distinction between the “initial” submissions and “update” submissions. The
“initial” submission is the first submission of a dossier type (for example a registration) for a
substance. The “update” submissions are all subsequent submissions of the same dossier type
for that same substance. Therefore an update submission always takes place after the initial
submission is completed.

The reasons for the submission of an update dossier are classified as either “spontaneous” or
“by request”.
2.7.1 Initial submission

At the end of the very first successful submission for a substance, the applicant receives:

e A submission number for that submission, for example RX120340-22.

o A reference number for the substance and that particular submission type, for instance
01-2114367598-30-0000 for a registration.

2.7.2 Submission of spontaneous updates

Spontaneous updates can be made in situations such as:

e Change of tonnage band
e Change in classification
e Change in composition

e etc.

@© Spontaneous registration updates mentioned in REACH Regulation Article 22(1) are
legally required.

2.7.3 Submission of updates by request

‘By request’ updates are updates made to provide information explicitly requested by ECHA.
Such information request may happen for example after the evaluation of a testing proposal or
after a dossier compliance evaluation. In this case, the communication or decision number has
to be quoted so to associate the update submission with the communication or decision issued
by ECHA.

0 Any dossier update, either submitted spontaneously or “by request”, will undergo
the business rules validation steps again. This will cover all aspects of the dossier
and not only the ones for which an update has been submitted. That is why an
update shall always contain all the information available for that substance.
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2.8 Cease and restart manufacture
REACH-IT provides functionality to inform ECHA of cease and restart manufacture. The

consequences of cease manufacture depend on the context in which cease manufacture is
claimed by the registrant. These consequences are described in chapters 2.8.1 and 2.8.2.

2.8.1 Cease manufacture for commercial reasons

Pursuant to REACH Regulation Article 50(2), if a registrant has ceased the manufacture (e.g.
for commercial reasons), he shall inform ECHA of this fact with the following consequences:

e The registered volume is updated to zero, the registration’s status is marked inactive
but it remains a valid registration.

e The registrant will not be requested to provide further information regarding the
registered substance.

e The registrant may continue acting as the lead registrant for a joint submission if he so
chooses.

e The registrant may restart manufacture of the substance by simply notifying the Agency
of this (no additional fee will be charged).

e The Agency shall inform the relevant MSCA.

2.8.2 Cease manufacture upon receipt of a draft decision

Pursuant to REACH Regulation Article 50(3), if a registrant decides to cease manufacture upon
the receipt of a draft decision, he shall inform ECHA of this fact with the following
consequences:

e The registration will no longer be valid and its status will be marked as revoked.

e The registrant will not be requested to provide further information regarding the
registered substance.

e If the registrant is the lead registrant of a joint submission, he will have to give up this
lead registrant role using the Assign New Lead functionality as explained in the IUM Part
7 — Joint Submission before ceasing manufacture.

e The registrant may only restart manufacture of the substance by submitting a new
registration.

e The Agency shall inform the relevant MSCA.

3. Step-by-step dossier submission
3.1 External submission

3.1.1 Step 1 — starting a dossier submission

To start the dossier submission, go to the <Registration/notification> menu, and click on
<Submit registration / notification> (Figure 2).
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Figure 2: Starting a dossier submission (step 1)

Hame

Wielcome First hlame Last Mame.

You have 0 unread messagers] in your message box.

Online

in Infarmation

As there is no possibility to save the submission process and continue it at a later stage, you
should have all required information available, as well as the export file of the dossier prepared
in IUCLID 5 for your substance, before you initiate the first step of a submission. The <Submit
Dossier intro> page opens after the menu selection (Figure 3).

3.1.2 Step 2 — Selecting a dossier type

Select the appropriate dossier type from the <Dossier type> drop-down menu (Figure 3).

Figure 3: Selecting a dossier type (step 2)

Home = Subrmit Dossier Intro

Registration / notification submission

Here you can begin the submission process of your dossiers for the grocesses in the drop-down menu shown below.
To submit an update you should use the same process as for the initial submission. The new dossier submitted as an
update must also contain all the previoushy submitted required information.

Flelds marked with an astersk () are mandatory

‘Submission type: i

Registration

Registration of on-site isolated intermediate

Registration of transported isolated intermediate

Substance in article notification

Product and Process Orientated Research and Developrent (FPORD) notification
Classification and Labelling [(C&L) notification

Downstream user report

Inguiry notification

The dossier types are discussed in chapter 2.1. Depending on the dossier type you need to
submit, different additional required submission parameters (mandatory and not mandatory)
will be requested.
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3.1.2.1 Submitting a Registration dossier

Figure 4: Specific submission parameters for registration dossiers (step 2)

Home = Submit Dossier Intro

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below. To submit an update you

should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previousky
submitted required infarmation.

Flelds marked with an asterlsk () are mandatony.

Submission type | Registration b
Purchase arder: \

The subrmitting party declares the information above is carrect and the company size to be calculated
according to Annex to Commission Recommendation 2003/361/EC concerning the definition of micro,
small and mediurm-sized enterprises. The submitting party also declares that, following careful
werification, the substance subject of the present registration/ notification is appropriate for
registration/ notification under Regulation (EC) Mo 1907/2006

Please be aware that, in accordance with Article 119 of the REACH Regulation, certain information from the registration dossier
submitted here will be published on the ECHA website without further notice. You are advised to use the IUCLID §
Dissemination plugin (available from http:/iuclid.echa.europa.eu) to preview which information will be published.

Joint submission

Related to a joint submission: IF

Proceed

Declaration

Purchase Order: Where needed, fill in with the appropriate reference to be used by ECHA
during the generation of the invoice related to your submission.

Declaration: Tick the checkbox related to the statement agreement (entirely reported here
below), for registration submissions (registration dossier, or registration dossier of on-site
isolated intermediate, or registration dossier of transported isolated intermediates): “The
submitting party declares the information above is correct and the company size to be
calculated according to Annex to Commission Recommendation 2003/361/EC concerning the
definition of micro, small, medium and large-sized enterprises. The submitting party also
declares that, following careful verification, the substance subject of the present registration/
notification is appropriate for registration/ notification under Regulation (EC) No 1907/2006".

Related to a joint submission: Tick this box if your registration is related to a joint
submission. You will then be prompted to enter the name of the joint submission.

3.1.2.2 Submitting a Registration dossier of an on-site/transported isolated
intermediate

Some of the fields you have to fill in are identical as the ones for a full registration dossier
(Figure 5 and Figure 6).
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Figure 5: Specific submission parameters for on-site isolated intermediate
registration dossiers (step 2)
Home = Submit Dossier Intro

Registration / notification submission

Here wyou can begin the submission process of your dossiers for the processes in the drop-down menu shown below. To submit an update you
should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previously
submitted reguired information.

Flelds marked with an asterisk (+) are mandaiory.

Submission type: | Registration of on-site isolated intermediate hd

Purchase order |

The submitting party declares the information above is correct and the company size to be calculated
according to Annex to Commission Recommendation 2003/361/EC concerning the definiion of micra,
small and medium-sized enterprises. The submitting party also declares that, following careful
werification, the substance subject of the present registration/ notification is appropriate for
registration/ notification under Regulation (EC) Mo 1907/2006

Please be aware that, in accordance with Article 119 of the REACH Regulation, certain information from the registration dossier
submitted here will be published on the ECHA website without further notice. You are advised to use the IUCLID 5
Dissemination plugin (available from http./iuclid.echa.europa.eu) to preview which information will be published.

Joint submission

Related to & joint subrmission: F

Froceed

Declaration:

Figure 6: Specific submission parameters for transported isolated intermediate
registration dossiers (step 2)
Home = Submit Dassier Intro

Registration / notification submission

Here you can begin the submission process of your dassiers for the processes in the drop-down menu shown below. To submit an update you
should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previously
submitted required information.

Flaldls marked with an asterlsk (v are mandatory.

Submission type: | Registration of transported isolated intermediate R
Furchase order:

The submitting party declares the information above is correct and the company size to be calculated
according to Annex to Commission Recommendation 2003/361/EC concerning the definition of micro,
small and medium-sized enterprises. The submitting party also declares that, following careful
werification, the substance subject of the present registration/ notification is appropriate for
registration/ notification under Regulation (EC) Mo 1907/2008

Please be aware that, in accordance with Article 119 of the REACH Regulation, certain information from the registration dossier
submitted here will be published on the ECHA website without further notice. You are advised to use the IUCLID 5
Dissemination plugin (available from http./iuclid.echa.europa.eu) to preview which infermation will be published.

Joint submission

Related to & joint submission: [

Proceed

Declaration:

Purchase Order: Where needed, fill in with the appropriate reference to be used by ECHA
during the generation of the invoice related to your submission.

Declaration: Tick the checkbox related to the statement agreement for registration dossiers
of on-site isolated intermediates, or of transported isolated intermediates.

Related to a joint submission: Tick this box if your registration is related to a joint
submission. You will then be prompted to enter the name of the joint submission.

When all relevant data entry fields are completed (Figure 5 and Figure 6), click on <Proceed>
to go to the next step.

3.1.2.3 Submitting a PPORD notification

Some of the fields you have to fill in are identical as the ones for a full registration dossier
(Figure 7).

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Part 06 - Dossier submission

Release date: July 2012

21

Figure 7: Specific submission parameters for a PPORD notification (step 2)

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below
process as for the initial submission. The new dossier submitted as an update must also contain all the previously sy

Fields marked with an asterisk (*) are mandatory

Submission type ||_F'rcc|uct and Process Orientated Research and Development (FPORD) natification v|

Purchase order |

v
The submitting party declares the information above is correct and
the company size to be calculated according to Annex to Commission
DecEmtion Recommendation 2003/361/EC concerning the definition of micro
small and medium-sized enterprises. The submitting party also
declares that, following careful verification. the substance subject of
the present registration/ notification is appropriate for registration/
nofification under Regulation (EC) Mo 1907/2006

Proceed

Purchase Order: Where needed, fill in with the appropriate reference to be used by ECHA.
Declaration: Tick the checkbox related to the statement agreement.

3.1.2.4 Submitting an Inquiry notification

Select Inquiry notification as the Submission type. (Figure 8).

Figure 8: Specific submission parameters for an inquiry notification (step 2)

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below
process as for the initial submission. The new dossier submitted as an update must also contain all the previously sul

Fields marked with an asterisk (%) are mandatory
P | - - 5 |
Submission type |LI|1qu|r;-‘ notification ~
Proceed

Click on <Proceed> to go to the next step.

3.1.2.5 Submitting a C&L notification

Quantity produced or imported: Indicate the volume range of the substance notified and
the year.

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 published on ECHA website but
used for internal statistic only.

Please be aware that if you decide to provide this information, both fields, quantity and year,
need to be filled.
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Figure 9: Specific submission parameters for a C&L notification (step 2)

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below
process as for the initial submission. The new dossier submitted as an update must also contain all the previously su

Fields marked with an asterisk (*) are mandator)

Submission fype: |Classiﬂu:aticn and Labelling (C&L) notification v
Quantity Notified

Quantity notified: ||jSeIect Quantity) v Year | [2]

Proceed

When completed (Figure 9), click on <Proceed>, you will then be asked to specify if you
submit the C&L naotification on your own or on behalf of a group of Manufacturers and/or
Importers (group of MI) (Figure 10).

Figure 10: Specify if the submission is on behalf of a group

Home = Submit Dossier Intro > Select group of Manufacturer]s)/ importer(si

On this screen, you can:

e select a group of Ml and assign it to your submission
e continue without selecting a group of MI, by clicking <next>

e create a new group

For more details on the functionalities offered in this screen, please consult IUM — part 15 on
“How to create and manage your group of manufacturers or importers” for C&L notification
submission.

When completed, click on <next> to go to the next step.

3.1.2.6 Submitting a notification of substance in article

Once you have selected Substance in article notification as the Submission type, you have to
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tick the checkbox related to the declaration (Figure 11).

Figure 11: Specific submission parameters for a substance in article notification
(step 2)

Horme = Submit Dossier Intro

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below. To submit an update you
should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previousty
submitted required information.

Flelds marked with an asterizi (%) are mandatory.

Submission type: | Substance in article notification o
The submitting party declares the information above is correct and the company size to be calculated
DEsErERiT according ta Annex to Commission Recommendation 2003/361/EC concerning the definition of micra, small

and medium-sized enterprises. The submitting party also declares that, following careful verification, the
substance subject of the present registration/ notification is appropriate for registrations notification under
Regulation (EC) Mo 1907/2006

Proceed

Click on <Proceed> to go to the next step.

3.1.2.7 Submitting a downstream user report

The following information has to be entered in case of submission of a downstream user report
(Figure 12).

Figure 12: Specific submission parameters for downstream user report (step 2)

Horme = 5ubmit Dossier Intro

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below. To submit an update you
should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previously
subimitted required information

Flelds marked wWith an asterlsk (+) are mandatony.

Subrmission type: | Downstrear user report e |

& submitting party declares the information above is correct and the company size to be
Declaration: calculated according to Annex to Commission Recommendation 2003/361/EC concerning the
’ definition of micro, small and medium-sized enterprises. The submitting party also declares that,
following careful verification, the substance subject of the present registration/ notification is
appropriate for registrations notification under Regulation (EC) Mo 1907/2008
O The particular use(s) is/are not covered in the Exposure scenarios received from our supplier

because we prefer not to provide the information on our uses (and our further supply chain) due
Reason(s) for submitting Downstreamn 10

user report: O The particular use(s) are not covered in the exposure scenarios recelved from our supplier
although we communicated relevant information on our use(s) (and the further supply chain) due
to

Include exemptions for DU-CSR: O

Proceed

Declaration: Tick the checkbox related to the statement agreement.

Reason(s) for submitting downstream user report: one of the following two options has
to be selected:

e “The particular use(s) is/are not covered in the exposure scenarios received from our
supplier because we prefer not to provide the information on our uses (and our further
supply chain) due to: (a) Confidential business information reasons; (b) Burdens of
supply chain communication mechanisms; (c) Other reasons (please specify those
reasons in the adjacent free-text field)”. (
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e Figure 13)

Figure 13. Specifying the reasons for submitting a downstream user report (1)

Home = Submit Dossier Intro

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below. To submit an update you
should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previously
submitted required informatian.

Flelds marked with an asterisk (+) are mandatory.

Submission type: Dowenstrearn user report he
The submitting party declares the information above is correct and the company size to be

DEalErEHER calculated according to Annex to Commission Recommendation 2003/361/EC concerning the
definition of micro, small and medium-sized enterprises. The submitting party also declares that,
following careful verification, the substance subject of the present registration/ notification is
appropriate for registration/ notification under Regulation (EC) Mo 1907/2006
® The particular use(s) is/are nat covered in the exposure scenarios received from our supplier
hecause we prefer not to provide the information on our uses (and our further supply chaing due
to:

o CBI reasons

Reason(s) for submitting DOwNSIEam [ gyrgens of supply chain communication mechanisms

USEr report. O other reason(s:
O The particular use(s) are not covered in the exposure scenarios recelved from our supplier
although we communicated relevant information on our use(s) (and the further supply chain) due
o

Include exemptions for DU-C5R: O
Froceed

e “The particular use(s) are not covered in the exposure scenarios received from our
supplier although we communicated relevant information on our use(s) (and the further
supply chain) due to: (a) Exposure scenario title(s) is/are inconsistent with our actual
use(s); (b) Our conditions of use are outside the conditions described in the exposure
scenario; (c) Our use is advised against by the supplier: (d) Other reasons (please
specify those reasons in the adjacent free-text field)”. (Figure 14)

Figure 14. Specifying the reasons for submitting a downstream user report (I1)

Horme = Submit Dossier Intro

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below. To submit an update you
should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previousty
submitted reguired informatian.

Figlds marked with an asterizi (%) are mandatory.

Submission type: Downstrearn user report b
The submitting party declares the information above is correct and the comparny size to be
DealErEa: calculated according to Annex to Commission Recormmencdation 2003/361/EC concerning the
' definition of micro, small and medium-sized enterprises. The submitting party also declares that,
following careful verification, the substance subject of the present registration/ notification is
appropriate for registration/ notification under Regulation (EC) Mo 1207/2006
O The particular use(s) is/are not covered in the exposure scenarios received from our supplier
because we prefer not to provide the information on our uses (and our further supaly chaing due
o
@ The particular use(s) are not covered in the exposure scenarios received from our supplier
Reason(s) for submitting Downstrearn  although we communicated relevant information on our use(s) (and the further supply chain) due
User repart: to:
Exposure scenario title(s) isfare inconsistent with our actual use(s)
] our conditions of use are outside the conditions described in the exposure scenario
[ our use is acvised against by the supplier
[ other reason(s):

Include exemptions far DU-CSR: O
Proceed

Include exemptions for DU-CSR: tick this box in case you are not preparing a chemical
safety report (CSR) relying on the exception under Article 37(4)(c) or (f) of the REACH
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Regulation. Selecting the tick box will open two more tick boxes for the relevant Articles.
(Figure 15)

Figure 15. Specifying that the downstream user is relying on the exemptions in
Article 37(4)(c) or ()

Home = Submit Dossier Intro

Registration / notification submission

Here you can begin the submission process of your dossiers for the processes in the drop-down menu shown below. To submit an update you
should use the same process as for the initial submission. The new dossier submitted as an update must also contain all the previousty
submitted required information.

Fleids marked with an asterisk () are mandatory.

Submission type: Downstream user report b

The submitting party declares the information above 15 correct and the company size to be
calculated according to Annex to Commission Recommendation 2003/361/EC concerning the
definition of micro, small and medium-sized enterprises. The submiting party also declares that,
following careful verfication, the substance subject of the present registration/ notification 15
appropriate for registration/ notification under Regulation (EC) Mo 1907/2006

O The particular use(s) isfare not covered in the exposure scenarios recelved from our supplier

because we prefer not to provide the information on our uses (and our further supply chain) due

to

@ The particular use(s) are not covered in the exposure scenarios received from our supplier
Reason(s) for submitting Downstrearn  although we communicated relevant information on our use(s) (and the further supply chain) due
user report: to

Exposure scenario title(s) is/are inconsistent with our actual use(s)

[ our conditions of use are outside the conditions described in the exposure scenario

[Jour use is acvised against by the supplier

[ other reason(s):

Declaration:

Include exemptions for DU-CSR:
Regarding the DU-CSR, we rely on - [ Article 37(4) (c)
exemptions according to: [ article 37¢4) (f)

Proceed

Click on <Proceed> to go to the next step.

3.1.3 Step 3 — Uploading a dossier file

For any dossier type described in Step 2, the dossier upload page opens (Figure 16). Fill in the
mandatory fields (*) related to the file name and the CAPTCHA text.

Figure 16: Submit external dossier page (step 3)

Home = Submit Dossier Intro > Submit External Dossier

Regular registration dossier submission
Please pick here using the "Browse" button the file which contains your dassier {your file should have been created using IWCLID 5 and have the extension "i5z")

File name | I Browse..

Enter the text shown: 7]
Can't read the text below? Try another

PESRS

Forthe subrmission of a file larger than 20 MB, please request 3 large file access code hefore submission.

Access code for large files

If you have an access code far a large dossier, please, enter it here
Large file access cade:

Submit dossier

Click on <Browse> to open a dialogue box which allows you to select the dossier file you want
to upload (Figure 17). Your substance file must have already been created in IUCLID 5 and
have the extension ‘.i5z’. More information about IUCLID and dossier creation can be found in
the IUCLID 5 user manual.
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Figure 17: Dossier selection from .i5z files

Home > Submit Dossier Intro > Submit External Dossier

Regular registris
Please pick here

v| Q2 E

2 Lockin: | £ 1.2.0
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SRS | Za e L IS o L TRO SRR P T B
My Recent Eimets i “met_met iif o mEt N o e e T
Documents o dmet il mefmet i mat et i o oo ) o B 1T S
- te
=
@ L e e e
Access code fo Deskiop Bt iR “met e i me e iRl o e (1 S
R e L=
L toluene-reg-lead-10-100-init. 152
J T
If you have an ac Users 1 S L e N e L
5 tar S b - i s el (s
\Lzinge ie EEs i S o G v el (1 D e T
Submit dos Q}! ta e o 3 LR g o ) P
3 BT b A D g v e Y
My Computer
i3] I *
L File name: ‘luluane-reg-\ead-'\ 0-100-init. 5z w | [ Open ]
My Metwork. Files of type: ‘AI\ Files v| [ Cancel I

Only one .i5z file can be selected. Now select the file (dossier) you want to submit and click on

<Open=>. You will see the link to your locally stored .i5z file, appear in the <File name=> field
(Figure 18).

Figure 18: Link to locally stored .i5z file in <File name=> data field (step 3)

Horne = Subrnit Dossier Intro = Submit External Dossier

Regular registration dossier submission
Flease pick here using the "Browse" button the file which containg your dossier (your file should have been created using IUCLID 5 and have the extension "isz")
* File name: ‘ serst O Pmepeemn i O ENEEIR fneemem, 8 sauiesiing) Bear fisnsDossiors) ! 2|[ Browse..
* Enter the text showm; cfang
Can't read the text below? Try another

PESRS

Access code for large files

For the submission of a file larger than 20 MB, please reguest a large file access code before submission.

Ityou hawe an access code for a large dossier, please, enter it here
Large file access code

Submit dossier

Enter the CAPTCHA text shown (*).

€3 The upload of dossiers, with file size above 20 MB, has first to be approved by
ECHA. Click on <request a large file access code> (Figure 18).

More details are given in chapter 3.1.5 on how to obtain a large file access code from ECHA.

Then click on <Submit dossier>. After submitting the dossier, a progress upload bar opens,
showing the status of the upload process (Figure 19).
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Figure 19: Dossier upload progress bar (step 3)

Home = Submit Dossier Intro = Submit External Dossier

Here you can submit a PPORD notification dossier.
Product and Process Orientated Research and Development (PPORD) notification submission

Please pick here using the "Browse" button the file which contains your dossier (your file should have been created using IUCLID
5 and have the extension "i5z")

100%
= File name:
Please wait! The file is being uploaded.
Do not close the browser or navigate to a different page.
Otherwize the submission will be cancelled.
= Enter the text shown: B274f =

Can't read the text below? Try another

For the submission of a file larger than 20 MB, please request a large file access code before submission.

Access code for large files

If you hawve an access code for a large dossier, please, enter it here
Large file access code:

When the dossier file has been uploaded, the <Confirm Dossier Submission> page opens
(Figure 20).

Figure 20: Confirm dossier submission page (step 3)
Home = Submit Dossier Intro = Confirm Dossier Submission

Confirm Dossier Submission
Daossier type: Registration
Dassier file name:

_Member2_toluene_feewalver_1 i5z
Organisation Name:

Comparny size: Large

Invoice Contact Name: Mame Surname

Joint submission

Related to a joint submission: WES

Joint submission name: Toluene Joint Submission
Confirm submission Cancel submission

Carefully verify your data and, on approval, click on <Confirm submission> to finalise the
dossier submission. If you decide not to proceed with the submission, click on <Cancel

submission> and the uploaded information will not be stored in the REACH-IT system as you
have terminated the submission process.

3.1.4 Step 4 — Confirming Dossier submission

The dossier upload successful page opens (Figure 21) after you confirm the submission. It
shows a confirmation message and provides your preliminary submission number. An internal
message is simultaneously sent to your REACH-IT Message box.
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Figure 21: Successful dossier upload with preliminary submission number
(step 4)

Home > Submit Dossier Intrg > Dossier Submission Successiul

Your dossier has been successfully uploaded. Please find below the preliminary
submission number,

Registration
Preliminary submission number

Your dossier has recerved the followlng preliminary submission number. Z¥Y127642-85

port indicating the status of this dossier will be available In your Message box shortly
2 use this preliminary submission number If you need to contact the Agency about this dossier,
until you receive a submission or reference number

Pl

Your dossier is under examination by our IT systems o ensure that as a valld dossler It can be
comecthy processed. Following the successful completion of this task you will receive a subsegquent
message canfirming the submission and providing you with 3 submission date and submission
numper

vou will receive the reference number upon successful processing of this dossier by ECHA's
systems

At amy time you can also consult the status of your dossier and the report in the menu

'R EQ istrationnobficaton \ vView re: ;uatrzat-c-mr‘. ptification® and Indic atng your (preliminary) submission
number to retrieve it

g' Save your preliminary submission number as you might need it for further
communication. The final submission number as well as the submission date is
only set after the completion of business rule validation.

If you click on <Message box>, you will have access to the submission report (Click on
<Download submission report>) (Figure 22).

Figure 22: View in message box page

Home = Messages

This internal message box is dedicated to the reception of messages sent by REACH IT (ECHA) to the user. You will not
receive messages fram REACH IT concerning your actions on this site in your private or professional email account
Howesver, if you want to receive alerts when a message is received in this internal message system, you can define this as
an option in your User Preferences.

The list below displays the internal messages that were sent to you the last 30 days. To view all internal messages click
here

Message box folder [Z] | Userfolder | Organisation folder | Rale falder | Deleted messages |

Previous | 1-10af 14 % Mextd
Select All | Select Mone

Select Details Read Subject Creation Date Expire Date Recipient
' File under examination (2 127542-95) - 010372011
L XHide Yes  ooosteation (reg.) 12:24 UeEieEr)

Your dossier is under examination by our T systems.
Preliminary sulmission number: Zy127642-95
Dossier type: Registration (regular)

File name: Member2_toluene_feewaiver_1.152

Download submission repart
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 carrectly

Following the successful campletion of this task you will receive a subsequent message confirming
your submissian and

providing yau with & submission date and submission number.

3.1.5 Large file access code request

In Step 3 — Uploading a dossier file, you may need to submit a large file (= 20MB). In that
case you first have to request an access code via the link <Request a large file access code>
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before you can proceed with the submission.

Click on <Request a large file access code> (Figure 16). A new page will open (Figure 23)
where you must enter a justification for the request.

Figure 23: Request access code page

Home = Subrnit Dossier Intro » Requist Access Code

Regular registration dossier submission

Request large file access code for files larger than 20 MBytes

For the subrission of a file larger than 20 MB, a large file access code is reguired. This access code will be valid for only one submission.
After you have requested an access code, the Agency will process your reguest and reply through your Message box.
¥Ou can provide a justification for your request by filing in the text area below.

Insert here the justification for requesting the access code.

Justification:

Request access code Cancel submission |

Then click on <Request access code>. You may cancel your request by clicking on <Cancel
submission>. The large file access code will be sent to your REACH-IT Message box. This code
can only be used for one submission. A confirmation message will appear which confirms that
the request was sent successfully (Figure 24).

Figure 24: Submission request sent page

Home > Submit Dossier ntro > Submission Reguest Sent

Large file access code request sent successfully

Transported isolated intermediate (T.1.1.) registration dossier submission
vou will receive the Agency's reply in your Message box

After ECHA has granted the request, the access code is sent to the user’s internal message box
(Figure 25).
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Figure 25: Internal REACH-IT message regarding “Large file one-time access code”

Home = Messages

This internal message box is dedicated to the reception of messages sent by REACH IT (ECHA) to the user. You will not receive
messages from REACH IT concerning your actions on this site in your private or professional email account. However, if you want
to receive alerts when a message is received in this intermal message systermn, you can define this as an option in your User
Preferences.

The list below displays the internal messages that were sent to you the last 30 days. To view all internal messages click here.
Message box folder [?| | User folder | Organisation folder | Role folder | Deleted messages |

Select All | Select Mone

Select Details Read Subject Creation Date Expire Date Recipient
0&/12/2008 User

1616 (ECHALHZ01008)

Your request for a one-time access code for submission of a file larger than 20 MB has been granted.
One-time access code: ukdflixs-95

[~ *Hide Yes Large file one-time access code

. _ . 05/12/2008 User

- »Show Yes  Dossier business rule failure (ZN124890—15) 1549 (ECHALHED1DDS)
Submitted file received (ZN124890-15) - 05/12/2008 User

' BShOW YeS oo iciration (reg ) 1549 (ECHALH201008)

Delete i Mave to... i [ Message box .fo.lder";fi

The large file access code can be used one-time and needs to be inserted (copy-paste) in the
relevant field when submitting a large submission file (Figure 16). If you want to submit
another submission dossier which file is larger than 20 mb, you need to request a new one
large file access code.

3.2 Search and viewing dossier details

3.2.1 Searching submissions

REACH-IT provides two complementary mechanisms to search dossiers or submissions. They
are described below (simple and advanced search) and in more detail in part 9 (Advanced
search) of the REACH-IT Industry User Manual.

Simple search: dossiers submitted by a company can be retrieved according to a series of
simple search criteria such the submission number, the type of dossier, the status of the
submission.

Advanced search: allows the user to search via a combination of domain and query types.
The domain is first defined to help the user decide what area of information in REACH-IT is to
be searched. Then the query is a more specific and detailed area of the domain.

¥ An industry user is always allowed to search among his own dossiers, submitted to
ECHA, and cannot view/search any other submissions.

To use the “simple” search functionality, select the <View registration / notification> from the
<Registration / notification> menu (Figure 26).
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Figure 26: REACH-IT search function for dossiers

Horne

Welcome Mame Surname.

ou hawve 1 unread message(s) in your message box.

“ou last connected on 2011-02-07 16:24:13.0.

The search page is displayed (Figure 27), which gives you the possibility to search dossiers
submitted by your company only.

Figure 27: Submitted dossier (Search) page

Home = Submitted Dossiers

Search Dossiers Submitted by your Organisation

Use the sign * as wildcard for your search criteria.

Dassier type: v
Substance Mame:

Dassier name:

Submission Mumber:

Submission Date: From: B (o/mmiyyy To: B (cvmmaryyy]

Reference Mumber:

15 it an Update? N
15 it & Joint Subrmission? b
Status of the Dossier: B

Advanced Search...

In case you want to display the whole list of dossiers subrmitted by your organisation, click search without entering any search criterion above.

Search

Some search entry fields are predefined via drop-down menus (for example <Dossier type=>)
while others are free entry fields (for example <Substance Name=> or <Dossier name=>). The
<Submission Number=> is a unique identifier and is given at the beginning of a new dossier
submission via REACH-IT. The <Submission Date> allows you to use a date range to search
for a dossier. The <Reference number> can be used to search for dossiers that successfully
reached the end of the submission process or to retrieve updates. Two questions are added
<lIs it an Update?> and <lIs it a Joint Submission?> to allow searching for dossier updates and
dossiers sent within a Joint Submission. Finally the <Status of the Dossier> can be selected
from a drop-down menu that contains ‘complete’, ‘pending‘ and ‘failed’. Wild cards (*) are
allowed in the text fields.
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Figure 28 shows the example of a search for complete update registration dossiers having a
submission number containing the number ‘120’.

Figure 28: Search combination for submissions

Home = Submitted Dossiers

Search Dossiers Submitted by your Organisation

Use the sign * as wildcard for your search criteria.

Dossier type: Registration hd
Substance Mame:
Dossier name:

Submission Mumber: A0

Submission Date: From: B (o/mminyyy To: B (cvmmAryyy]
Reference Mumber:

Is it an Update? Yes v

Is it & Joint Submission? v

Status of the Dossier: Complete %

Advanced Search...

In case you want to display the whole list of dossiers subrmitted by yvour organisation, click search without entering any search criterion above.

Search

Then click on <Search>. The submission(s) matching the search criteria is (are) displayed, in
<Search results>, at the bottom of the screen (Figure 29).

Figure 29: Search results for submissions

Home = Submitted Dossiers

Search Dossiers Submitted by your Organisation

Use the sigh * as wildcard for your search criteria.

Dossier type Registration b
Substance Mame: |
Dossier narme:

Subrmission Mumber: 208

Submission Date From: B immanny) T ] i2cimmAnny)
Reference Number:

15 it an Upriate? Yes (v

I5 it & Joint Submission? v

Status of the Dossier: Complete (%

Advanced Search..

In case you want to display the whole list of dossiers submitted by your organisation, click search without entering any search criterion above.

Search

Search results

Submission number Substance name Type Submission date Reference number Update?  Joint submission? Dossier status
BXx120340-22 alpha, 2-dichloro-4-nitrotalugne Registration 080272008 kiES ila] Cormplete

In the column “Submission number”, if you click on the link, <Dossier Details> page and its

four tabs opens (<Details>, <Submission Report>, <Accounting> and <Annotations>) (Figure
30).

Figure 28 and Figure 29 also show a link <Advanced search ...>. Details on this function are

given in ‘Part 9 — Advanced Search’ of the Industry User Manual available on the ECHA
website.
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3.2.2 Dossiers information pages
3.2.2.1 Details tab

A summary of key dossier information, related to the dossier type, the submission and the
substance, is provided in the <Details> tab (Figure 30 and Figure 31).

Figure 30: Dossier details page

Haorme = Submitted Dossiers = Dossier Details

Details Submission Report Accounting Annotations

Dossier

Dossier type: Registration
Submission

Submission Mumber: Fs120340-22
Submission Date: 08/09/2008

I5 the submission an update? e

I5 it & joint submission? 8]

Status of the dossier; Complete
Substance

Reference Mumber:
substance Mame:

Reguest submitted file |

alpha, 2-dichloro-4-nitrotoluene

The <Request submitted file= button gives you the option to request the file that was

uploaded during the submission process. You must provide a justification with your request.
The justified request is sent to a dossier manager in ECHA.

Figure 31: Request submitted file page

Home = Subrmitted Dossiers = Dossier Details = Reqguest submitted File

Details Submission Report Accounting Annotations

A Justification is needed for requesting the file submitted .
Fleids marked with an asterlsk (= are mandafony. Hovering aver & (7)1 sign displays heln information.

Reguest submitted file

= Justification:

&

Send request | Cangcel |

You will receive a response in your REACH-IT Message box. If your request is approved, you
will be able to download the file to your local system.

3.2.2.2 Submission Report tab

The dossier Submission Report tab shows the status of a submission at the time of
consultation. It displays submitted substance and dossier information, as well as completed

tasks. Click on <Download submission report> (Figure 32) to save this report as a PDF
document.
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Figure 32: Dossier submission report page

Submission Report - UE128759-22

Fisferance numser.
Submission dae:
Cusrant state

d informadiates 1nnagn hand
Purchass order.
o waie

Dessierile name:

Subatancs information

Daasier content

Dassior suMEREioN remank
Remary

Dossier nformation
Dessier UUID

Dessier creator

ha dossier creator

Submming hagal antity LD

Troe of subméssion
Submission of an update

15 e suBMisson an updateT

Few calculation information

ubrmission

JustAcatinnis) ¢ M above consaentially caimis

Passed Tasks

o, Task Remark Resuit

Failed

Pré-check Faed)

Format Fadodt

Dgvenond sbamaion repert |

3.2.2.3 Accounting tab

If applicable, this tab shows the accounting information pertaining to the submission. This
includes the Agency account information and the invoices linked to your dossier. Click on the
invoice number link to see the invoice details (Figure 33).
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Figure 33: Accounting page

Home > Submitted Dossiers = Dossier Accounting

Details Submission Report Accounting Annotations

Agency account information

[BAM: FI1Z 3426 78590 1234 96
account number: S00001-00000000
Payment

Flease click on the link below to open your invaice.

Imvoice: 10000055

3.2.2.4 Annotations tab

The Dossier Annotations tab shows annotations related to decisions, communications, opinions
and comments provided by ECHA. Each annotation is identified by an “annotation number” (1d)

(Figure 34).

Figure 34: Annotation page

Home = Submitted Dossiers = Dossier Annotations

Details J| Submission Report | Accounting JEINENETTS

Decisions

ld Outcome Creation date
O records

Communications

SUB-C-21140835833-43-01/F REJECT 054122008

Opinions

ld Outcome Creation date
MO records

Comments

Mo records

Process type

ld Outcome Creation date

Process type

Select Creation date Process type

Process type
Subrmission Pipeline

Click on the annotation number link to see details on the chosen annotation (Figure 35).
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Figure 35: Annotation page with detailed information

Horne = Subrmitted Dossiers = YView Dossier Decision/Cammunication [nfo

Communication
Outcame: REIECT
Type: Cammunication on mandatory business rule

Cammunication z
SLIB-C- 1 A5
e SUB-C-2114083833-43-01/F

External deadline:

Content
Content:
Attachments

MName Attached file
Mo records

Bark | Export as FOF |

Click on <Back> to go back to the Annotations tab (Figure 34). And click on the <Export as
PDF> button to download the annotation in PDF format (Figure 35).

3.3 Dossier submission failures

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 will be displayed (Figure 36), for example
the dossier fails a business rule, is technically incomplete (Technical Completeness Check) or
the file format is invalid (see chapter 2.3.3). 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 36: Internal message with dossier submission failure details

Homeg = kessages

This intarnal message boxis dedicated 1o he receplion of messages senl by REACH IT (ECHA) 10 the wusar. You will nol recs
private or professional @emall account Howevar, If you want to recelve 3lens when a messape |3 recelved in this intermal mes

Tha list below displays the intemal messages nat were sentio you the 1ast 20 days. To view all internal messages click pery

Message box folder [§] | Userfoider | Organisation foider | Rolefolger | Deleted messages |

Select All | Sslect Hone
Sefect Delails Read Subject
: ¥Hide Yes Decision made by the Agency. (GY127577-03)

Your dossier cannot be processed. Further infermation can be found in the repart

Preliminary submission numiper: GY127577-03
Diassier type: DU report
File name: BR158_21_22 led_passif:

Diownload submission repod

a0 to dossier

Thi related communication 10 your dossler has been réceled

The communication number is SUB-C-2114087 248-40-011
The communication was REJECT

Download communicahon infarmation

™ »Show Yes File under exxamination (GY427577-02) - DU report
T mSnow Yes Decision made by tha Agancy, (WG 127667-24)

3.4 Cease and restart manufacture

In REACH-IT the cease and restart manufacture functionalities are located on the main menu
as indicated in the figure below. Chapter 2.8 explains the general concepts of cease and restart

manufacture.

Figure 37: Cease and restart manufacture menu items

Horne

Caimfpeis; Welcome Name Surname.

¥ou have 0 unread messagels) in your message fos.
You last connected on 2011-02-07 16:24:13.0.

e Murnber
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3.4.1 Cease manufacture
Click the <Cease manufacture> menu item.

REACH-IT will direct the user to a search screen where you can search for all the active
registrations your company currently has by using the search criteria provided.

Enter desired search criteria and click the <Search> button. The system will display all the
registration for which you can claim cease manufacture, i.e. your active registrations.

Figure 38: Cease manufacture search tab

Registration Search Criteria

Registration number

Registration date From [dd/mmiyyyy] To [dd/mmiyyyy]
Tonnage band v
Substance related criteria

EC MNumber:

CAS number

Chemical Name
Search
Search resuits

Select Registration Number Registration Date  Registration Status
O 01-2114082176-48-0000 05/02/2010 Active
O 01-2114082195-48-0000 08/02/2010 Active
O 01-2114082192-54-0000 08/02/2010 Active

Cease manufacture

Tonnage Band EC Number CAS Number Chemical Name
Between 1 to 10 tonnes/year 204-646-6 123-72-8
Between 1 to 10 tonnes/year 203-453-4 107-02-8
Between 10 to 100 tonnes/year 255-038-5 42779-82-8

butyraldehyde
acrylaldehyde
clopirac

Select the registration for which you wish to claim cease manufacture for and click the <Cease
manufacture> button. The system will direct you to the <Details> tab.

Figure 39: Cease manufacture details tab

Cease Manufacture details

Registration number 01-2114082176-48-0000
EC Mumber 20 5
CAS number. 12

Chemical Name
Cease Manufacture Type

butyraldehyde

Deactivation based on article 50(2)

| declare that my company has ceased manufacture andf/or import of this substance. As a consequence the registered volume
will be updated

to zero and the registration marked as inactive. If my company has the lead registrant role for this substance, this cease
manufacture

action will not relieve me of this role. Should my company wish o be relieved of the lead registrant role, this needs to be done
via the

respective functionality in REACH-IT

If at a later stage my company restarts manufacture and/or import of this substance at the same volume or less, this
registration can be

reactivated via the Restart manufacture functionality in REACH-IT

Cancel Next

Read and agree with the declaration by ticking the checkbox. Click the <Next> button. The
system will direct you to the <Confirmation> tab.
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Figure 40: Cease manufacture confirmation tab

Please confirm your intention to cease manufacture.
Registration number

EC Number:

CAS number

Chemical Name

Cease Manufacture Type

01-2114082176-48-0000

utyraldehyde

Deactivation based on article 50(2)

. | confirm that | want to claim cease manufacture for registration
number 01-2114082176-48-0000

Cancel | | Cease manufacture

On the <Confirmation> tab, confirm your intention to cease manufacture for the selected
registration by ticking the checkbox. Click the <Cease manufacture> button. The system will

confirm that you have successfully ceased manufacture.

Figure 41: Cease manufacture confirmation message

Manufacture of registration 01-2114082176-48-0000 have been ceased successfully

Please confirm your intention to
Registration number

EC Number:

CAS number.

Chemical Name

Cease Manufacture Type

butyraldehyde

Deactivation based on article 50(2)

i | confirm that | want to claim cease manufacture for registration
number 01-2114062176-45-0000

Cancel | | Cease manufacture |

You will also receive an internal message confirming the cease manufacture in your internal

message box.

Figure 42: Cease manufacture internal message

Message box folder [7] | User folder | Organisation folder | Role folder | Deleted messages |

Select All | Select None
Select Details Read Subject

¥Hide Yes Manufacture ceased for registration 01-2114082176-48-0000

Manufaciure has been ceased for registration 01-2114082176-48-0000
after a cease manufacture claim performed by party.

Creation Date
22/03/2010 1522

Previous 1-10of45 % Next 10

Expire Date  Recipient

Party(LEA)

t. A lead registrant may continue acting as a lead on behalf of his joint submission
even though he decides to cease manufacture under REACH Regulation Article
50(2). However, in the event that he wants to give up this role he may do so by
using the Assign new lead functionality (explained in ITUM Part 7 — Joint
submission).

!

The system will not allow cease manufacture for a lead registrant who has received

a draft decision. Before being able to cease manufacture in this situation, the lead
registrant must relieve himself of this lead role using the Assign new lead

functionality (explained in IUM Part 7 — Joint submission).

3.4.2 Restart manufacture

Click the <Restart manufacture> menu item.
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REACH-IT will direct the user to a search screen where you can search for all the inactive
registrations your company currently has by using the search criteria provided.

Enter desired search criteria and click the <Search> button. The system will display all the
registration for which you can claim restart manufacture, i.e. your inactive registrations.

Figure 43: Restart manufacture search tab

Registration Search Criteria

Registration number il

Regisiration date From [dd/mmiyyyy] To [dd/mm/yyyy]
Registration status Inactive

Substance related criteria

EC Number:

CAS number

Chemical Name

Search
Search results

Select Registration Number Registration Date Registration Status Tonnage Band EC Number CAS Number

Chemical Name
O 01-2114082176-48-0000 2/5/2010 Inactive

- 204-646-6 123-72-8 butyraldehyde
Restart manufacture

Select the registration for which you wish to restart manufacture for and click the <Restart
manufacture> button. The system will direct you to the <Details> tab.

Figure 44: Restart manufacture details tab

Restart Manufacture details
Registration number

EC Number:

CAS number 8
Chemical Name butyraldehyde
Original tonnage band Between 1 to 10 tonnes/year

Cease Manufacture Type Deactivation based on article 50(2)

| declare that my company will restart manufacture and/or import of this substance. As a consequence the registered volume
will be updated to the

*[] original tonnage band registered and the registration will be marked as active. Should the production and/or import volume not
correspond to the original
tonnage band registered, an update to the registration needs to be submitted
Cancel MNext

Read and agree with the declaration by ticking the checkbox. Click the <Next> button. The
system will direct you to the <Confirmation> tab.

Figure 45: Restart manufacture confirmation tab

Please confirm your intention to restart manufacture.

Registration number 01-2114082176-48-0000
EC Number 204-646-6
CAS number. 123

Lo 0
Chemical Name butyraldehyde
Original tonnage band Between 1 to 10 tonnesiyear
Cease Manufaciure Type Deactivation based on article 50(2)
-5 | confirm that | want o claim restart manufacture for registration
’ number 01-2114082176-48-0000
Cancel ‘ Restart manufacture |

On the <Confirmation> tab, confirm your intention to restart manufacture for the selected
registration by ticking the checkbox. Click the <Restart manufacture> button. The system will
confirm that you have successfully restarted manufacture.
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Figure 46: Restart manufacture confirmation message

Manufacture of registration 01-2114082176-48-0000 have been restarted successfully

Please confirm your intention to restart manufacture.

Registration number 01-2114082176-48-0000

EC Number: 204-646-6

CAS number: 123-72-8

Chemical Name butyraldehyde

Original tonnage band

Cease Manufacture Type Deactivation based on article 50(2)

- | confirm that | want to claim restart manufacture for registration

number 01-2114082176-48-0000

Cancel | _ Restart manufacture

You will also receive an internal message confirming the restart manufacture in your internal

message box.

Figure 47: Restart manufacture internal message

Message box folder [?] | User folder | Organisation folder | Role folder | Deleted messages |

Select All | Select None
Select Details Read Subject
¥Hide Yes Restarted manufacture for registration 01-2114082176-48-0000

Manufacture has been restarted for registration 01-2114082176-48-0000
after a restart manufacture claim performed by party.

[0 M»Show Yes Manufacture ceased for registration 01-2114082176-48-0000

Previous = 1-10 of 46
Creation Date Expire Date
22/03/2010 19:37
22/03/2010 15:22

¥ Next10

Recipient
Party{LEA)

Party(LEA)
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