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1. Introduction

REACH, the new EU chemicals regulation, requires that chemical substances
on their own, in preparations and those which are intentionally released from
articles have to be registered to the European Chemicals Agency (ECHA).
The regulation applies to substances manufactured in, or imported to the EU
in annual quantities of 1 tonne or more per company, unless the regulation
indicates otherwise.

The obligation to register applies from 1 June 2008. The chemicals currently
on the EU market which meet the definition of phase-in substances® should
be pre-registered between 1 June and 1 December 2008. Companies who
pre-register their substances can benefit from extended registration deadlines.
The deadline depends on the tonnage band and the hazardous properties of
the substance. The staggered deadlines are:

e« 30 November 2010,
e 31 May 2013 or
e 31 May 2018

The information to be submitted to the European Chemicals Agency (ECHA)
for pre-registration requires is relatively limited. It includes:

e« The name of the substance as specified in section 2 of Annex VI of
REACH, i.e.
o EINECS number (if available and appropriate)
o CAS number and CAS name (if available)
o IUPAC? name or other international name(s)
o Other names (usual name, abbreviation and trade name),

o Envisaged deadline and tonnage band for the registration

« Name and contact information of a Contact person or Third party
Representative who will act as the contact point in data sharing.

A pre-registrant should also provide when applicable identifiers of related
substances which may be relevant for deriving data for the substance pre-
registered. This is a way to indicate which data can be shared by read-across,
(quantitative) structure-activity relationships ((Q)SARs)) and grouping of
substances.

! Phase-in substance means a substance which meets at least one of the following criteria:

(a) itis listed in the European Inventory of Existing Commercial Chemical Substances (EINECS)

(b) it was manufactured in the Community, or in the countries acceding to the European Union on 1 January 1995
or on 1 May 2004, but not placed on the market by the manufacturer or importer, at least once in the 15 years
before the entry into force of this Regulation, provided the manufacturer or importer has documentary evidence
of this

(c) itwas placed on the market in the Community, or in the countries acceding to the European Union on 1 January
1995 or on 1 May 2004, before entry into force of REACH Regulation by the manufacturer or importer and was
considered as having been notified in accordance with the first indent of Article 8(1) of Directive 67/548/EEC but
does not meet the definition of a polymer as set out in REACH Regulation, provided the manufacturer or
importer has documentary evidence of this.

Source: REACH Atrticle 3 (20) definition

2 International Union of Pure and Applied Chemistry (IUPAC)



There are two options to pre-register substances by using REACH-IT.

By entering the pre-registration information directly online in the
REACH-IT system: data for each phase-in substance are encoded
manually following a step-by-step procedure (also called online wizard)
which proceeds to a number of validations (e.g. verification of the
existence of the substance in the EC inventory where EINECS
numbers are stored) until the end of the procedure.

By preparing the pre-registration information outside of the REACH-IT
system and store this information in a “pre-registration file”: when the
file is considered as ready for submission, it can then be uploaded into
the REACH-IT system so that the pre-registration process can be
finalised.

The pre-registration file generated outside of the REACH-IT system may
contain either:

Information on one phase-in substance only (single pre-registration
file).

In this case, there is no constraint in the way the substance is
identified: it can be by chemical name, EC number, CAS number and
name, or other identifiers etc... When the pre-registration file is
uploaded into REACH-IT, the online wizard is initialised so that the
validation steps mentioned above can be done.

Information on several phase-in substances (bulk pre-registration file).

This file will be processed by the system without manual intervention
by the pre-registrant. For this reason, it is only possible to pre-register
in bulk substances that are identifiable by an EC number (EINECS or
NLP number). In case of multi-constituent substances, this constraint
does not apply to the substance itself but to each of its constituents
which must be identified by an EC number (EINECS or NLP number).

The pre-registration file must be fully compliant with the REACH-IT pre-
registration format (XML pre-registration format) to be successfully processed
by REACH-IT. This XML format has been published in February 2008 on the
IUCLID 5 web site.

The preparation of the pre-registration file (XML file) can be done either by
using the IUCLID 5 pre-registration module or any company IT system that
generates a XML file compliant with the REACH-IT XML pre-registration
format.



The bulk pre-registration option will be available only until the end of the ore-
registration period, i.e. 1% December 2008 while the other two will remain
available to newcomers?®,

The purpose of this document is to describe how a legal entity can pre-
register phase-in substances in bulk using the REACH-IT application.

2. Pre-registration information

General information on substance identification in REACH-IT

The REACH-IT pre-registration module follows the principles set up in the
Guidance for identification and naming of substances under REACH. It
enables to pre-register substances which are either:

e Well defined substances, i.e. substances with a defined qualitative and
guantitative composition that can be sufficiently identified based on the
identification parameters of REACH (section 2 of Annex VI). These
substances may be either:

0 Mono-constituent substances, or
o Multi-constituent substances

e “UVCB substances”™ Substances of Unknown or Variable
composition, Complex reaction products and Biological materials.

To facilitate the description of a substance in REACH-IT during the pre-
registration process, a general identification scheme is applied. This scheme
has to be respected regardless of the substance type (mono- or multi-
constituent substance or UVCB) and method (online or via a single XML file).

It defines a cascade of several identification levels from the preferred ones
(i.,e. EC number) to the less preferred ones (i.e. chemical name), such as
follows:

1. All constituents of a substance should, whenever possible, be identified
using an EC number (EINECS or NLP number).

2. If this is not applicable, because the substance has not yet been
included in the EC Inventory, it should be identified by providing its
CAS number and CAS name.

3. If the CAS information does not exist either, the substance constituent
can be identified by providing one or more chemical names. In any
case, REACH-IT will support the applicant in using stronger

® Potential registrants who manufacture or import for the first time a phase-in substance in quantities of one tonne or
more per year or use for the first time a phase-in substance in the context of production of articles or import for the
first time an article containing a phase-in substance that would require registration

Source: REACH Atrticle 28 (6)



identification information if it is already available in the system by e.g.
proposing similar chemical names.

Remarks:

In case of multi-constituent substance, REACH-IT requires to pre-
register each individual constituent (e.g. constituent A, constituent B,
constituent C). At the end of the pre-registration process, the system
will automatically assign the name “Reaction mass of A, B and C” to
the newly pre-registered substance. At the end of the pre-registration
period, new EC numbers will be assigned to these Reaction masses.

UVCB substances should be pre-registered following the algorithm in
place for mono-constituent substances.

As mentioned in the introduction, only substances having all their
constituents identified by an EC number can be pre-registered in bulk.

Contact information

Contact information has to be provided for each pre-registered substance.
This information will be displayed in the so-called pre-SIEFs: i.e. REACH-IT
space where pre-registrants of the same substance are initially put together
for starting the data sharing negotiations. The following three options are
available.

1.

If the pre-registrant does not specify any contact information during
pre-registration of a substance, the contact information provided during
company sign-up will be displayed in the related pre-SIEF.

If the pre-registrant specifies contact information during pre-registration
of a substance, this contact information is provided during company
sign-up will be displayed in the related pre-SIEF.

If the pre-registrant prefers to hand over SIEF formation and data
sharing responsibility to a Third Party Representative (TPR), REACH-
IT allows specifying contact information for this TPR at the level of
each pre-registration.

Remarks:

Before the TPR contact detail can be specified in a pre-registration, the
TPR must have signed up in REACH-IT and received from the system
a unique identifier (UUID). This UUID must be communicated to the
pre-registrant before he starts pre-registering his/her substances.

The TPR then takes over responsibility for the substance in the pre-
SIEF and can coordinate with the other potential registrants.

If such a representative is assigned to a pre-registration, his contact
information, provided during his/her own sign-up, will be displayed in
the Pre-SIEF, even if an additional contact person has been specified
by the pre-registrant during pre-registration.



For more information on REACH and pre-registration, please consult the pre-
registration section of the ECHA website at http://echa.europa.eu.

3. Bulk pre-registration

Bulk pre-registration of phase-in substances has been implemented within the
REACH-IT application in order to accommodate the needs of legal entities
that have to pre-register a high number of substances and where manual
online creation is not a workable option.

As already mentioned, bulk pre-registration is restricted to phase-in
substances identified by an EC Number (i.e. EINECS or NLP number). It
means that:

e Mono-constituent or UVCB substances must be listed in the EC
Inventory,

e Multi-constituent substances must have each of their constituents listed
in the EC inventory.

The bulk pre-registration file containing the data to pre-register has to be
generated outside REACH-IT and has to respect the REACH-IT XML pre-
registration format.

3.1 Preparation of the bulk pre-registration file

The bulk pre-registration file in principle contains information on multiple pre-
registrations. Each pre-registration within the file should include the following
information:

e I|dentification of the substance to be pre-registered, in the form of EC
numbers (EINECS or NLP numbers) listed for all constituents as
explained in section 2 of this document.

e If appropriate: Identification of related substance(s) in the form of EC

numbers (EINECS or NLP numbers) listed for all constituents of each

related substance specified.

Estimated tonnage band and envisaged registration deadline.

Contact person information

Third party representative information, if appropriate

Remark information

Option to receive pre-SIEF related information in the REACH-IT

internal mailbox system



Limitation on the number of substances submitted in one file

In order to facilitate the process of the bulk pre-registration files, the amount of
substances allowed in one file is limited to 500.

This constraint was introduced for keeping the process time of a bulk file in
REACH-IT at a reasonable level and to guarantee the workability of the
system for the pre-registrants: if one entry in the bulk file contains invalid
information, the whole bulk file will be rejected by the system. It is therefore
easier for the pre-registrant to handle smaller files.

Remark

There is no limitation on the overall number of pre-registrations that a
company can perform, since it is possible to submit several bulk pre-
registration files.

Format of the file

The bulk pre-registration file must be fully compliant with the XML pre-
registration format available on the IUCLID 5 website in order to be
successfully uploaded into the REACH-IT system.

This XML format (also referred to as XML schema definition) has been
published in advance of the start of the pre-registration phase, so that
companies and third party vendors could prepare interfaces to existing
systems and generate bulk pre-registration files in the appropriate XML format
from data stored in these systems.

More information is available in the pre-registration subsection of the
IUCLID 5 website at http://iuclid.eu.

Also available on the IUCLID 5 website:

e a pre-reqistration Toolkit containing examples of bulk pre-registration
files,

e a pre-reqistration file checker, which enables to validate of the XML
format of the pre-registration file. Note: this checker does not
guarantee that the XML file can be submitted without failures.

Use of the IUCLID 5 pre-registration plug-in

The IUCLID 5 pre-registration plug-in enables companies to use information
already stored in their local IUCLID 5 database. The plug-in extracts the data
required for pre-registration and prepare bulk (and single) pre-registration files
compliant with the pre-registration XML format.



For more information about download, installation and usage, please consult
the pre-registration section of the IUCLID 5 website at http://iuclid.eu.

Use of IT systems other than IUCLID 5

Pre-registration files prepared with applications other than IUCLID 5 must fulfil
both the XML validation constraints and the REACH-IT business rules to be
successfully uploaded into REACH-IT.

For more information, please refer to the pre-registration section of the
IUCLID 5 website at http://iuclid.eu and to Annex 1 of this document on
Technical specification of Bulk pre-registration files.

3.2  Submission of the bulk pre-registration file in REACH-IT

Pre-conditions

The user submitting the bulk pre-registration file must belong to a company
already signed-up in REACH-IT and have a user role that allows him to
perform the operation. In addition, the user must be logged in REACH-IT and
the bulk pre-registration file must be stored in the user’s personal computer.

Submission process

Step 1. From the Pre-registration menu select the option “Pre-register phase-
in substances in bulk”.

Inventories

Fawe data
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Step 2. Read the declaration which appears on the page.

If the substances in the bulk pre-registration file are all phase-in substances,
tick the check-box to accept the declaration.

Click Continue to start the submission of a bulk pre-registration.

Home = Pre-registration = Declaration

Declaration |

| deciane that, in order 1o beneft from the ransiional regime provided for phase-in substances [, e
substance that | pre-register is @ phase-in substance with the meaning of Article 3 (207 of Regulation (EC)
Mo 19072006 (REACH Regulation).

ECHA and Member State authorities reserve the right 1o werify e information provided.

In addition, penalties may be imposed by the Competent Autharities of the relevant Member States if the
inrarrmation provided is incorrect,

Confinue | cancel |

Step 3. Select the bulk pre-registration file to be submitted.

Click Browse to select and retrieve your bulk pre-registration file from your
local PC.

Home > Submit Dossier Intro > Submit External Dossier

FPre-registration dossier submission {bulk}

Please pick here using the "Bronse" button the Tile which cont2ing your dossier (your fle should have the extension "=mi")
File name: |

Browse.

Access code for large files

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

I you have an access code for a large dossier, please, enter it here
Large file access code;
Subrnit dossiar

11



Your browser opens up a “File upload” dialogue box. Select your bulk pre-
registration file and click Open.

File Upload

Look in: |@Desktup v| @ i3 0 (=

L DUsers
@ 3& My Compuker

My Recent ﬂMy Metwork Places
Documents ﬁ.ﬁ.d Auware 5E Personal
— B IUCLID 5

€ BB Find-IT

Desktop & paint

58

by Computer

Pre-reqistration - Bulk - 0010, xml

File: narme: |Pre-regi$tratinn - Bulk - 0070.5ml hd | L Open ]

Filez of type; |AIIFiIes v| [ Cancel ]

The “File name” entry field gets populated with the path to your file.
Click Submit dossier.

Home > Submit Dossier Intro > Submit External Dossier

Fre-registration dossier submission {bulk}
Please pick here using the "Bronse" button the Tile which containsg your dossier (yvour fle should have the extension <m|";|

File name: |D'I,I:l|:u:r.| ments and Setings\DANGOT TS\ DeskiopiFre-regiztration - Bulk - 001 0.xml I ‘Brows=..|
Access code for large files

For the submission of a Tile larger than 20 ME, please request 2 large Mg 2ccess code Defore submission,

IFyiau hanve an access code Tor a large dossier, please, enter it here
Large file access code:

Subrnit dossier

12



Step 4. The system will confirm your dossier typeffile name and your
organisation name.

If you do not wish to proceed with the submission, click Cancel. Otherwise,
click Confirm submission.

Homea = Submit Dossier Intro > Confirm Dossier Submission

Confirm Dossier Submission

Cossier ype Pre-registration (bulk)
Diossier fle narme ChDocuments and Settings\DANGOT TS DeskopPre-registiration - Bulk - 0010 xml
Crganisation Marme The Chemical Cormpany

Confirm submission | Gancel submission |

Step 5. The system will confirm the successful submission and provide a
submission number.

Home > Submit Dossier Intro > Dossier Submizsion Successiul

Your dossler has been successtully submitted. Please find below the submission humber.

Pre-registration dossier submission (bulk)

Submission numter

YoOur suDmission has recelved e following submission number VA120231-65

A submission report indicaing e status of this submission will be available in your Messade bow shorthy.

Please use this submission number If you need to contact the Agency about this submission, untll you recere the
rererence number{s).

You will Fecere he reference NUMBers) Upon successiul processing of this submission by ECHA'S systerm

AL any time you can also consult the status of your dossier and the submission report in the menu
"Reqlarabionfnontication \ Wiew reglatrationdmottication” and Indicating your submission number o retrieve it

This submission number acknowledges the reception of the complete pre-
registration file by the system. When the file is successfully processed,
REACH-IT will then assign an individual pre-registration number to each
individual substance contained in the file.

Remark:

For successful submission of one bulk pre-registration file, the system will
send three internal messages:

e The first one at the time of submission, confirming that the file has
been received by the system.

e The second one will indicate that reference numbers have been
assigned to your pre-registrations (this message will not be sent if the
file only contained updates).

13



e The third one indicating that the submission has reached the end of the

pipeline, containing a link to the submission report.

Message box folder

Select All | Select Nonge
Select Details Read Subject:

Creation Date Expire Date Recipient

[ wHige Yes Refarence number assigned 20/06/2008 Party(The Chemical
i (W1 20231-65) 13:32 Company)
Date 20062005 1552
Recipient Partyi The Chemical Campany)
Subject Referance number assignad (VA120231-65)
Reference number has bieen assigned to vour submission.
Submission number ¥A120231-63
Subimissian imestamp. 20062003 13:32
Text contant Dossier bvpe. Pre-registration (Dulk)
Downlozad submission report
Successfully reached the end of the 20/0E/2008 :
O
L m-Show Yes  oooine (vAl20231-65) 13:32 ST
" Submitted file recened (VAT20231-65) - 200082008
O yhide Yes Pre-registration (bulk) 13:32 User(johnson)
Date 20062008 13:32
Fecipient Lzer{johnzsonl)
Subject Submited file receped (WA120231-55) - Pre-registration {bulk)
wour file has been received.
Submission number %¥A120231-55
Submission timestamp: 200062008 1332
Text content Dossier type: Pre-registration (oulk)
Fil2 name: Pre-registration - Bulk - 001 0ml
Calets Ielinve 1. Message box folder »

14




Click Download submission report to open the report in PDF format.

Submission Report - VA120231-685 Submission Report - VA120231-85
2E5-LET-T |2—"'_Ll'r-' - E-imethoxvmethylioyrimicin-4-amirs
Dasaler fype: Sulk pre-regisration
Submission number:
Bubmission date: 0082008 Reference number. 15-2114052656-40-0000
I55-2E5-1 N NHE-prieny-1 3, S-4nazine-2 &-dlyibisming) 2. 10-
diyor-0. 10-dioxganthracene -5, 1-dhi | Ibisdbenzamige)
Dossier fle pame: Fre-reglraton - Sulk - 0010.m
‘BubmiEing legal entity: Tre Chemical Compan: Reference number: 05-2114052654-44-0000
2552640 |D5n2\' dzng bisidimetyidEniecarnamate)
Reference number: 05-21140626555-34-0000 Seference number 15 211408265247 0000
355-480-8 Pydrogen [N, N-bisicarbaxymeatiyigl yeinato]2-)- e |2 4.4 Iri6{3, 3-epoeyprapony ibighenyl
N0 Ojcadmate
M, Tas Remark Resut
1 = SHpped
Reference number: 05-2114062651-43-0000 | rE e =
2 Flefomat valdation
255-401-9 |2- sopropyi-1-methy-E-nitno-1H-Imidazellumn chionss |
3 Check XML sruchre
4 Enforce Rues
T HE T T D Sule Kame: PRE_RES_J80_COUNTRYCHECKER
EIEN22 1IMER. oos  S[22R3 = Siute Laver Mandatary
2554655 NN, N W-tetrails( 2-(nifrocoy jeshyd jlethyienediammonium Rule Aesult: Satisfied
dinlirate Rule Name: PRE_REG_BRED
Sule Leve: Mandatory
Fue Resut Satisfed
Seference number 05-211406255E-25-0000 fude Meszage: The are not any almeady reghsiered substances In your bulk pre-reglstraion fle.
o2 Mumber 05-2114 -3 |
Sl Name: PRE_RES_UCOZ_SRSD
3554632 potassum [N H-bis carbaxymethylgyeinate - Fate Lever: Mandziory
H.O.Or Orjeadmate 1-) Rule REsul: Satisfizd
Suie blzzzager AN oarty YLD ewisd i BEACH-T
mud Submission Report - VA120231-85
Reference number: 05-2114082653-45-0000 | iJ
Rl
2554845 |1 T-dimeybig[mesnyleycahetan-1-a1 | ? Suls Name: PRE_AEG_UCOI_SRI0
- Sruie Levet: Mandaiory
e Sule Resut Satisned
| :‘j Fule Mezzage: Al deciared geadiimes ane vald.
2 UMb 05-24 94 082550-51-0000
Reference number: 05-2114082650-51-0000 — = Store Diogsier
5400 olaimik Rl
255-400-3 suimmide | ;J : Create Substancs
L— Igenisy
7 Aszign MBCAZ Sripped
_—
Reference number: 15-2114062657-23-0000 [ 5 Technical Compirass Shpeed
Check
5 Fay Submiszion Fee Sripped
e \I\ 0. Owersl Completeness aripped
ks Crazk
1 Creake Pre-Siel Skipped
12 hssue Reference Number
13 Dats Diszemination Sripped
1" Trigger WerkSiow arpped

3.3 Updating a pre-registration

All information within a pre-registration, from the substance

identification, can be updated at a later time.

apart

This can either be done either directly in REACH-IT by using the online
encoding functionality or by submitting a new bulk pre-registration file
containing updated information.

If the same substance identity is submitted twice with different information
(e.g. different related substances), the second entry will be considered as an
entry of the first one.

Remark:

This principle also applies if both entries for the substance are contained
within the same file.
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3.4  What happens after submission of the bulk pre-registration file?

The description below gives an overview of the steps involved to process the
bulk pre-registration files.

The bulk pre-registration submission is an asynchronous process, i.e. the
answer of the REACH-IT system to the user is not immediate. After
submission of his/her file, the pre-registrant will receive a submission number
as proof of successful submission. After this first step, the processing of the
file is done asynchronously by the system without any user interaction.

The submitted files will be placed in a “queue” and processed according to the
order of arrival in the queue (First in / First out principle).

Virus check

The bulk file is stored in a staging area for 6 hours, to ensure that the virus
scanner is updated and the file can be processed safely. If a virus is found,
the submission will fail and the pre-registrant will be notified accordingly in the
submission report.

File format validation

The format of the file is validated:
e The extension of the file should be .xml.
e The file should be an XML file.

If the format validation fails, the submission cannot be completed and
the pre-registrant will be notified accordingly in the submission report.

Remark:
XML files can easily be altered, in particular when they are opened and edited

with applications not meant to handle those files. In this case, they will not
pass the format validation step.

Check of the XML structure

The system checks that the XML structure is correct, i.e. it proceeds to a
number of verifications:

e the tonnage bands and registration deadlines must be written correctly,
e all mandatory fields are present in the file.

Please refer to the REACH-IT pre-registration format in the pre-registration
section of the IUCLID 5 website at http://iuclid.eu for more information on the
XML structure.

16



If the XML structure is not correct, the submission will fail and the pre-
registrant will be notified accordingly in the submission report.

REACH-IT business rules

See section 4 of this document for more information on the REACH-IT internal
business rules.

If these rules are not respected, the submission will fail and the pre-registrant
will get a listing of all errors in the submission report.

Processing of the data contained in the bulk file

When the bulk pre-registration file reaches this step, all the data contained in
the file are considered correct and the actual processing can start. It consists
in:

e Checking if a pre-registration for each substance in the file already
exists for the legal entity submitting the file. Based on the outcome of
this check, the systems either updates the previous pre-registration or
inserts the new one.

e Verifying if the contact person identified in the file already exists in the
company contact list in REACH-IT. Based on this, the system either
updates the previous entry or inserts a new one.

e Introducing the legal entity in the relevant pre-SIEF, identified by the
contact information chosen by the pre-registrant. company details,
contact person details or Third party representative details.

e Update the pre-SIEF with information on related substances if provided
in the bulk file.

If any of these tasks fails for some unidentified reason, the system will
reintroduce the file into the queue. It will be processed again in due time. If the
failure occurs several times, the file will be removed from the queue by an
operator and the pre-registrant will be contacted.

Assignment of a Reference Number (i.e. pre-registration number)

A pre-registration number will be issued for every individual substance
contained in the bulk pre-registration file if the substance does not have a pre-
registration number assigned before (in case of updates).

The structure of the pre-registration number is the following:

<TYPE>-<BASE-NUMBER>-<CHECKSUM>-<INDEX-NUMBER>

17



Example: 05 - 1234567890 - 49 — 0000, where:

05 is the pre-registration submission type

1234567890 is the random unique 10-digit number

49 is the calculated checksum (changeable 2-digit number)
0000 is the index number

When this step is completed, the pre-registrant will get an internal message
stating that reference numbers have been assigned to his pre-registration
substances.

End of submission

The pre-registrant will be notified that all tasks have been completed
successfully by receiving an internal message in his’lher REACH-IT account.
This message will contain a link to the submission report where all newly
assigned reference numbers can be viewed.

Remark:

Only reference numbers assigned to initial pre-registrations are indicated in
the submission report.

4. List of pre-registration Business rules

In addition to the constraints that apply to the pre-registration XML format, the
REACH-IT system applies additional business rule validation on the submitted
bulk pre-registration file.

If the information contained in the file does not meet the requirements of these
rules, the submission will fail and the pre-registrant will be notified by an
internal message explaining the reasons of the failure.

Business rule validation continues even after the first error has been found to
so that the submission report contains all detected errors. It ensures that the
pre-registrant can correct all errors at the same time.

The business rules enforced on the bulk pre-registration file are as follows.

e PRE_REG_ISO_COUNTRYCHECKER

Validate that the country specified for the contact person is identified
with an 1ISO 3166-1 - alpha-2 code.

The full list of countries and their alpha-2 codes is available from:
http://www.iso.org/iso/country codes/iso_3166_code_lists.htm

18



PRE_REG_UC02_BR50

Validate that the Third Party Representative UUID(s) exists in the
REACH-IT system. The system will only accept existing UUID(s),
belonging to signed-up representatives.

PRE_REG_BR60

Validate that the file does not contain pre-registrations of substances
for which the submitting legal entity has already submitted a
registration dossier.

PRE_REG_EC_EXISTENCE
Validate that all substances (incl. constituents and similar substances)
within the file are identified by an existing EC number.

More information on the EC inventory can be found from the IUCLID 5
website at http://iuclid.eu.

PRE_REG_LIMITATION

Validate that the file does not contain more than the restricted amount
of 500 substances.

Business rule: PRE_REG_UC02_BR30

Validate tonnage band and registration deadline:
If the tonnage band is >= 1000 tonnes the deadline must be
30/11/2010.

Business rule: PRE_REG_UC02_BR40

Validate tonnage band and registration deadline:
If the tonnage band is >= 100 tonnes the deadline must be either
30/11/2010 or 31/05/2013
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Annex 1 - Technical example of a bulk pre-registration
file

The aim of this section is to give the developers generating bulk pre-
registration XML files from IT systems other than IUCLID 5 a better overview
on how to create bulk pre-registration files that can be successfully submitted
to the REACH-IT application.

It is recommended to create examples with the IUCLID 5 pre-registration plug-
in to get an understanding of the expected XML structure. Please also consult
the documentation made available with the schema definition files published
on the pre-registration section of the IUCLID 5 website at http://iuclid.eu.

Structure of the bulk pre-registration XML file

For readability the XML syntax is specified (HiGIGHICONDoIoes) for each

section/field.

Examples of correctly encoded field content (highlighted in bold green) are
also provided.

Non-mandatory fields are highlighted in bold italics.
Non-mandatory fields may be omitted if no content is reported.

UTF-8 encoding

As indicated later for many fields in the XML format, all text must be encoded
following the UTF-8 format. In addition, some characters have to be
“escaped”. The IUCLID 5 pre-registration plug-in takes care of this task
automatically, but also all other software might need to encode text strings.

Field lengths

Please consult the pre-registration schema definition file to obtain the field
length restrictions.

Workflow to build the XML file

1. File header (mandatory)
2. File start (mandatory)
3. Contact Persons (CPs) section start (mandatory if CP data are reported; otherwise omit
sections 3. through 4.)
3.1. CP data start (mandatory) (repeat 3.1. through 3.2. for each CP)
3.1.1. CP Title (optional)
3.1.2. CP First name (mandatory)
3.1.3. CP Last name (mandatory)
3.1.4. CP Organisation start (mandatory if Organisation data are reported;
otherwise omit sections 3.1.4. through 3.1.5.)
3.1.4.1. CP Organisation name (optional)
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aks

6.
7.

3.1.4.2. CP Department name (optional)
3.1.5. CP Organisation data end (mandatory if Organisation data are reported;
otherwise omit sections 3.1.4. through 3.1.5.)
3.1.6. CP Contact information data start (mandatory)
3.1.6.1. CP Phone number (mandatory)
3.1.6.2. CP Fax number (optional)
3.1.6.3. CP E-mail address (mandatory)
3.1.6.4. CP Postal address data start (mandatory)
3.1.6.4.1. CP Street (mandatory)
3.1.6.4.2. CP Street 2 (optional)
3.1.6.4.3. CP Postal code (mandatory)
3.1.6.4.4. CP City (mandatory)
3.1.6.4.5. CP Region (optional)
3.1.6.4.6. CP Country (mandatory)
3.1.6.4.7. CP Envelope address (optional)
3.1.6.5. CP Postal address data end (mandatory)
3.1.7. CP Contact information data end (mandatory)
3.2. CP data end (mandatory) (repeat 3.1. through 3.2. for each different contact person)
CPs section end (mandatory if CP are reported; otherwise omit sections 3.1 through 3.2)
Pre-Registrations (PRs) section start (mandatory)
5.1. PR data start (mandatory) (repeat 5.1. through 5.2. for each PR)
5.1.1. PR Substance identity data start (mandatory)
5.1.1.1. PR Substance component data start (mandatory) (repeat 5.1.1.1.
through 5.1.1.2. for each component of the Substance)
5.1.1.1.1. PR Substance component EC number (mandatory)
5.1.1.2. PR Substance component data end (mandatory) (repeat 5.1.1.1.
through 5.1.1.2. for each component of the Substance)
5.1.2. PR Substance identity data end (mandatory)
5.1.3. PR contact person identifier (optional)
5.1.4. PR Third party representative UUID (optional)
5.1.5. PR Registration deadline (mandatory)
5.1.6. PR Tonnage band (mandatory)
5.1.7. PR Similar substances data start (mandatory if Similar sustances data are
reported; otherwise omit sections 5.1.7. through 5.1.8.)
5.1.7.1. PR Similar substance identity data start (mandatory) (repeat 5.1.7.1.
through 5.1.7.2. for each Similar substance)
5.1.7.1.1. PR Similar substance component data start (mandatory) (repeat
5.1.7.1.1. through 5.1.7.1.2. for each component of the Similar
substance)
5.1.7.1.1.1. PR Similar substance component EC number
(mandatory)
5.1.7.1.2. PR Similar substance component data end (mandatory) (repeat
5.1.7.1.1. through 5.1.7.1.2. for each component of the Similar
substance)
5.1.7.2. PR Similar substance identity data end (mandatory) (repeat 5.1.7.1.
through 5.1.7.2. for each Similar substance)
5.1.8. PR Similar substances data end (mandatory if Similar sustances data are
reported; otherwise omit sections 5.1.7. through 5.1.8.)
5.1.9. PR Information (optional)
5.2. PR data end (mandatory) (repeat 5.1. through 5.2. for each PR)
PRs section end (mandatory)
File end (mandatory)
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1. File header (mandatory)

2. File start (mandatory)

The following XML lines are mandatory for the start of the file; they also include the
specification of the correct XML namespaces.

3. Contact Persons (CPs) section start

It is not mandatory to provide data on CPs. The file should contain only the CPs referred to by
at least one substance.

Whenever the CP data in the file do not comply with the data formats and validations
described below, normally the file will not be rejected in REACH-IT. However, an erroneous
CP will be created in REACH-IT, which is not desirable since it would require further manual
editing directly in REACH-IT.

The following XML line is mandatory for the start of the CPs section only if CP data are
provided; otherwise, the XML lines in 3. through 4. must be omitted.

3.1. CP data start

It is mandatory to provide a unique identifier for every CP. This identifier will be used to link
the CP to the substance (€pd is used in the example below).

If the CP already exists in REACH-IT (based on the First name, Last name, e-malil
comparison), the data will be updated. If the CP does not exist previously, it will be inserted.

The XML lines in 3.1. through 3.2. must be repeated for each CP.

The following XML line is mandatory for the start of the CP data, encode content as UTF-8.

3.1.1. CP Title (optional)

3.1.2. CP First name (mandatory)

3.1.3. CP Last name (mandatory)

3.1.4. CP Organisation data start

The following XML line is mandatory for the start of the CP organisation data only if at least
one of the two fields described in 3.1.4.1. and 3.1.4.2. is reported.

N
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3.1.4.1. CP Organisation name (optional)

3.1.4.2. CP Department name (optional)

3.1.5. CP Organisation data end

The following XML line is mandatory for the end of the CP organisation data only if at least
one of the two fields described in 3.1.4.1. and 3.1.4.2. is reported.

3.1.6. CP Contact information data start

CP Contact information data include several mandatory and optional fields, as described
below.
The following XML line is mandatory for the start of the CP contact information data.

3.1.6.1. CP Phone number (mandatory)

3.1.6.2. CP Fax number (optional)

3.1.6.3. CP E-mail address (mandatory)

The schema definition validates that the e-mail specific format is entered.

3.1.6.4. CP Postal address data start (mandatory)

3.1.6.4.1. CP Street (mandatory)

3.1.6.4.2. CP Street 2 (optional)

3.1.6.4.3. CP Postal code imandatorii

3.1.6.4.4. CP City (mandatory)
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3.1.6.4.5. CP Region (optional)

3.1.6.4.6. CP Country (mandatory)

The country in the contact person must be identified with an ISO 3166-1 - alpha-2 code. The
full list of countries and their alpha-2 codes is available from:
http://www.iso.org/iso/country codes/iso_3166_code _lists.htm

3.1.6.4.7. CP Envelope address (optional)

3.1.6.5. CP Postal address data end (mandatory)

3.1.7. CP Contact information data end (mandatory)

3.2. CP data end (mandatory)

The XML lines in 3.1. through 3.2. must be repeated for each CP.

4. CPs section end (mandatory)

The following XML line is mandatory for the end of the CPs section only if CP data are
provided; otherwise, the XML lines in 3. through 4. must be omitted.

5. Pre-registrations (PRs) section start (mandatory)

5.1. PR data start (mandatory)

Please note! The amount of substances allowed in a pre-registration file is in REACH-IT
restricted to 500.

This element contains the enableMessages attribute that defines if the company wishes to
receive internal messages related to changes in the pre-SIEF for this substance. The attribute

is either ffUI€ or falSe.
The XML lines in 5.1. through 5.2. must be repeated for each PR.

One of the following alternative XML lines is mandatory for the start of the PR data.

o

r
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5.1.1. PR Substance identity data start (mandatory)

The schema definition constraints duplicates in mono-constituent Substances (i.e. same EC
number) and the third party software’s should make sure that similar multi-constituents are
not entered into the same file. In case this happens REACH-IT will consider the second entry
as an update of the first.

Please note! Take caution that substance Identity can not be updated in REACH-IT.

5.1.1.1. PR Substance component data start (mandatory)

A mono-constituent is identified with one constituent and multi-constituents can have up to 10
contistuents. The XML lines in 5.1.1.1. through 5.1.1.2. must be repeated for each component
of a Substance.

5.1.1.1.1. PR Substance component EC number (mandatory)

This element must contain the EC number formatted as shown in the example below.

5.1.1.2. PR Substance component data end

The XML lines in 5.1.1.1. through 5.1.1.2. must be repeated for each component of a

(2]
c
o
)
—
m
>
0
®

5.1.2. PR Substance identity data end

5.1.3. PR Contact person (CP) identifier (optional)

This element is used to link this specific substance to one of the contact persons defined
earlier in the file.

5.1.4. PR Third party representative (TPR) UUID (optional)
If used this element must contain a Company UUID of a Third party representative signed-up

to REACH-IT.
The file must contain the UUID formatted as shown in the example below.
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5.1.5. PR Registration deadline (mandatory)

The file must contain one of the values 2010°11%30 or 2013°05°31 or 2018%05"31 as shown

below.

Please note! REACH-IT has the following constraints on the deadlines:
o if the tonnage band is , the deadline must be
o if the tonnage band is , the deadline must be either or -

One of the following lines must be entered

o

r

o

r

5.1.6. PR Tonnage band (mandatory)

The file must contain one of the values 1000% or 2001000 or 10%100 or 110 as shown

below.

Please note constraints specified in 5.1.5

o

r

o

r

o

r

5.1.7. PR Similar substances data start (optional)
It is not mandatory to provide data on Similar substances for a pre-registered Substance.
The following XML line is mandatory for the start of the PR Similar substances data only if

Similar substances data are provided; otherwise, the XML lines in 5.1.7. through 5.1.8. must
be omitted.

5.1.7.1. PR Similar substance identity data start
Make sure to avoid indicating a similar substance identical to the pre-registered substance.

In REACH-IT a link will be created from the PR to the Similar substance. The link from a PR
to a Similar substance can be deleted in REACH-IT.

The XML lines in 5.1.7.1. through 5.1.7.2. must be repeated for each Similar substance.

N
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5.1.7.1.1. PR Similar substance component data start (mandatory)

A mono-constituent similar substance is identified with one constituent and multi-constituents
can have up to 10 constituents.

The XML lines in 5.1.7.1.1. through 5.1.7.1.2. must be repeated for each component of a
Similar substance.

5.1.7.1.1.1. PR Similar substance component EC number

This element must contain the EC number formatted as shown in the example below.

5.1.7.1.2. PR Similar substance component data end

The XML lines in 5.1.7.1.1. through 5.1.7.1.2. must be repeated for each component of a
Similar substance.

5.1.7.2. PR Similar substance identity data end

The XML lines in 5.1.7.1. through 5.1.7.2. must be repeated for each Similar substance.

5.1.8. PR Similar substances data end

The following XML line is mandatory for the end of the PR Similar substances data only if
Similar substances data are provided; otherwise, the XML lines in 5.1.7. through 5.1.8. must

o
®
o
3
=
®
o

5.1.9. PR Information (optional)

Please note! In the IUCLID 5 pre-registration plug-in you can add up to 32,768 characters.
The schema definition only allows 4000.

o
N
)
Py
a
@
2
@
®
>
o

The XML lines in 5.1. through 5.2. must be repeated for each PR.

6. PRs section end (mandatory)

7. File end (mandatory)
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Final example

<?XML version="1.0" encoding="UTF-8" standalone="yes"?>
<preReg:BulkPreRegistration
XMLns:cti="http://echa.europa.eu/schemas/contactinfo"
XMLns:preReg="http://echa.europa.eu/schemas/preRegistration"
XMLns:sid="http://echa.europa.eu/schemas/substanceldentity"
preReg:schemaVersion="4_.0">
<preReg:ContactPersons>
<preReg:ContactPerson id="cpl'>
<cti:title>Mr</cti:title>
<cti:firstName>John</cti: firstName>
<cti: lastName>Smith</cti: lastName>
<cti:organisation>
<cti:organisationName>Company X</cti:organisationName>
<cti :departmentName>Chemical Department</cti:departmentName>
</cti:organisation>
<cti:contactinformation>
<cti:phone>
<cti:formattedNumber>+358123456789</cti : formattedNumber>
</cti:phone>
<cti:fax>
<cti:formattedNumber>+358123456789</cti : formattedNumber>
</cti:fax>
<cti:email>reach@companyx.com</cti:email>
<cti:postalAddress>
<cti:streetl>Home street</cti:streetl>
<cti:street2>Second street</cti:street2>
<cti:zipCode>FIN-12345</cti:zipCode>
<cti:city>Kokkola</cti:city>
<cti:state>0strobothnia</cti:state>
<cti:country>FI</cti:country>
<cti:envelopeAddress>my enveloaddress</cti:envelopeAddress>
</cti:postalAddress>
</cti:contactiInformation>
</preReg:ContactPerson>
</preReg:ContactPersons>
<preReg:PreRegistrations>
<preReg:PreRegistration enableMessages=""true">
<preReg:substanceldentity>
<sid:SubstanceConstituentldentity>
<sid:ECldentity ecNumber="200-006-5" />
</sid:SubstanceConstituentldentity>
</preReg:substanceldentity>
<preReg:contactPerson idref="cpl" />
<preReg:thirdPartyRepresentative partyUUID=""XxXxxxxxx" />
<preReg:registrationDeadline>2010-11-30</preReg:registrationDeadl ine>
<preReg:tonnageBand>1000+</preReg:tonnageBand>
<preReg:similarSubstanceldentities>
<preReg:Substanceldentity>
<sid:SubstanceConstituentldentity>
<sid:ECldentity ecNumber="200-007-0" />
</sid:SubstanceConstituentldentity>
</preReg:Substanceldentity>
</preReg:similarSubstanceldentities>
<preReg:information>my info</preReg:information>
</preReg:PreRegistration>
</preReg:PreRegistrations
</preReg:BulkPreRegistration>
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