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PART 1: Claiming a registration number for a
notified substance

1. General principles

= All notified substances under NONSindependent of the tonnage baad® considered
already registered under the REACH Regulation.

= According to Article 24 of the REACH Regulation,etieuropean Chemicals Agency
(ECHA) shallassignregistration number(s) to all notifications madeaccordance with
Directive 67/548/EEQy 1st December 2008

= Even if there is no such provision in the REACH Reatjon requiring notifiers to request
for a registration number, thewner of the notification will have to request his
registration number from ECHA.
Indeed this protocol will confirm to ECHA the idégtof the notifier and to whom the
registration number should be sent to.
In addition, thanks to this procedure, the REACHddAtabase will be updated with the
latest contact details of the notifiers, which vaillow, for example, a proper data-sharing
process.

= There are four potential types of claimant that meguest a registration number:
* The claimant was ®omestic Manufacturer under Directive 67/548/EEC. (i.e.
the Manufacturer was established within EU).
* The claimant was almporter under Directive 67/548/EEC.
» The claimant was Sole Representativainder Directive 67/548/EEC.
» The claimant is aewly appointed Only Representativeand will take the duties
of a previous notifier (e.g. Sole Representativargorter).

= This registration number can be requested from ECH#Aa the REACH IT system (as
soon as thanodule to request a registration number for a ieatiSubstance will be
available in REACH-IT).

= Provided that the claimant's details specified iIEARH-IT match those for the
notification, ECHA will provide the registration mber.

= If the details do not match, ECHA will not grantyaregistration number and the notifier
will have to contact its relevant Member State Cetapt Authority (MSCA) to resolve
this issue.

= In case of a Sole Representative or newly appoin@edy Representativepne
registration number will be granted per non-EU manuacturer represented

= In the case of Sole Representative or newly apedidinly Representative, the claimant
will have to submit, in REACH-IT, all necessary tactual agreement as evidence of the
validity of his request. This provision is in limgth the implementation already in place
for an Only Representative in case of Registration.



2. When can | request my registration number?
2.1. General case

The distribution of registration number by ECHA wil | be done_by ' December 2008
upon request viaREACH-IT.

As soon as the module to request a registrationbeurfor a notified substance will be
available in REACH-IT, you will be able to requgsur registration number.

We therefore invite you to check regularly the ECHAwebsite athttp://echa.europa.euto
be informed of the latest news.

2.2. Urgent case: The quantity of my notified substance reaches the next
tonnage threshold before 1st December 2008

If the quantity of the notified substance reaclmesrtext tonnage threshold, as defined under
Article 24(2) of the REACH Regulatiobefore T December 2008ECHA invites you not to
wait for the REACH-IT module to be available in erdo request your registration number,
but to submit as soon as possiatelnquiry for a tonnage band increase (Article 12(2)).

Afterwards an updated registration dossier for tiufied substance must be sent to ECHA.
Further information on this type of inquiry and baw to update a Directive 67/548/EEC
Notification is provided later in this document.

2.3. Can | still request my registration number after 1st December 20087
Registration numbers can be requested aftéecember 2008 using the module available in

REACH-IT. The process for providing a registratimmber will continue after*1December
2008.



3.

3.1. 1

What must | do to request a registration number for my
notified substance?

was a Domestic Manufacturer AND/OR Importer under Directive

67/548/EEC

What do | have to do?

Sign-up in REACH-IT and specify your company destéif not already done)
= Log-in to REACH-IT to request your registration number for a notiSethstance

Specify yournotification number (standard format) without the 2 last digits
corresponding to the version of the notificationfor example, if your notification
number is XX-XX-XXXX-YY you should specifiKX-XX-XXXX in REACH-IT)
Specify theELINCS number of the notified substance

Specify thenotifier name as it isin the notification (section 0.2.10 of SNIF file)
Specify thenatifier city and country as it isin the notification (section 0.2.10 of
SNIF file)

If necessary specify in the “remark field” explaoas, justifications as to why the
company details in the REACH-IT sign-up are diffarthan the one in the notified
dossier (e.g. Change of address, of company name....)

Declare that you are “a Domestic Manufacturer” anddn “Importer” under
Directive 67/548/EEC and that you are entitled kmne the registration number
(tick the relevant box(es))

Specify the name of a third party representatifary). If you have appointed a
third party representative for this notified subsi, his/her name, contact details
and company name will be made available in the)E to others pre-registering
this substance.

What will then happen?

If all the information specified is correct and etas with that in the notification dossier:
= You will get a submission numbera registration date and a registration number
via REACH-IT (check your internal messages)
= Your substance will bantegrated in a pre-SIEF under your company details
(REACH-IT sign-up) or the one of the third-partpresentatives you have appointed

Your notification migrated in IUCLID 5 format can be requested from yowglevant
Member State Competent Authority.

You are a Manufacturer”/ “Importer” under the REACH Regulatio n, and have to fulfil
the duties of registrant under the REACH Regulaimmiuding any data-sharing obligations.

If the information specified does not match withttin the notification:
= You will not get a registration number
= You should contact your relevant Member State CderteAuthority to resolve the
situation.



3.2. 1 was a Sole Representative under Directive 67/548/EEC and | will take up
the duties of the Only Representative under REACH

Any Sole Representative agreements are invalid 8ftet May 2008. Where the intention is
to appoint an Only Representative under REACH, deaumentation/contract from the non-
EU manufacturer(s) you represent should be drawn up

The person claiming the registration number mudicate on the REACH-IT website, that
he/she is entitled to act as the Only Represesetativ

What do | have to do?
= Sign-up in REACH-IT and specify your company details (if not alreadye)
= Log-in to REACH-IT to request your registration number

» Specify yournotification number (standard format) without the 2 last digits
corresponding to the version of the notificationfor example, if your notification
number is XX-XX-XXXX-YY you should specifiKX-XX-XXXX in REACH-IT)

» Specify the ELINCS number of the notified substance

» Specify the notifier name as it is in the notifioat(section 0.2.10 of SNIF file)

» Specify the notifier city and country as it is imetnotification (section 0.2.10 of
SNIF file)

» If necessary specify in the “remark field” explaoas/justifications as to why the
company details in the REACH-IT sign-up are difféarehan those in the
notification (e.g. Change of address or companyenain

* Declare that you have the agreement and the consénthe non-EU
manufacturer(s) to become the Only Representatideiuthe REACH Regulation
and that you are entitled to claim the registraiamber (tick the relevant box)

» Specify all non-EU companies that you will represas Only Representative for
the notified substance.

» Attach the following document faach non-EU manufactureryou represent:

o Individual letter(s)/contract(s) from each non-EU amafacturer(s)
declaring that you are entitled to become theirydRépresentative under
the REACH Regulation for the notified substancee Tétter(s) should be
in PDF format andwritten in one of the Community languages

What will then happen?
If all the information specified is correct and ctags with that in the notification:
= You will get a submission numbera registration date and a registration number
per non-EU company you representia REACH-IT (look at your internal message);
= Your substance will bantegrated in a pre-SIEF under your company details
(REACH-IT sign-up);

Your notification migrated into IUCLID 5 format can be requested from yaetevant
Member State Competent Authority.

You are an Only Representative” under the REACH Regulation and have to fulfil the
duties of a registrant under the REACH Regulatiaiuding any data-sharing obligations.

If the information specified does not match withttin the notification:
= You will not get any registration number



= You should contact your relevant Member State CdemeAuthority to resolve the
situation.

3.3. I am a newly appointed Only Representative and will take the duties of an
earlier Sole Representative

This situation occurs when a non-EU manufacturenig)er Directive 67/548/EEC decides to
change his Sole Representative to take care ah&istuties under the REACH Regulation.

If the Only Representative is not the same as theiqus Sole Representative then evidence
(contract/letter) should be provided in REACH-IT gapport their claim for a registration

number.

This evidence will be made available to the MSCAftdure verification if necessary.

What do | have to do?

= Sign-up in REACH-IT and specify your company details (if not alreadpe)
= Log-in to REACH-IT to request your registration number

Specify the notification number for which you regque registration number:
standard format of the notification number without the 2 last digits
corresponding to the version of the notification(for example, if your notification
number is XX-XX-XXXX-YY you should specifiKX-XX-XXXX in REACH-IT)
Specify the ELINCS number of the notified substance

Specify the notifier name as it is in the notificat(section 0.2.10 of SNIF file)
Specify the notifier city and country as it is imetnotification (section 0.2.10 of
SNIF file)

Specify in the “remark field” explanations/justéitons as to why the company
details in the REACH-IT sign-up are different frahose in the notified dossier
(eg. change of Sole Representative to a new OntydRentative)

Declare that you have the agreement and the consénthe non-EU
manufacturer(s) to become the Only Representatideuthe REACH Regulation
and that you are entitled to claim the registratiamber (tick the relevant box)
Specify all non-EU companies that you will reprasas Only Representative for
the notified substance.

Attach the following documents:

o Individual letter(s)/contract(s)from each non-EU manufacturer
declaring that you are entitled to become theirydRépresentative under
the REACH Regulation for the notified substancee Tétter(s) should be
in PDF format andwritten in one of the Community languages

o0 Letter/contract from the previous Sole Represergaleclaring that he will
no longer act a Sole Representative and that reeado transfer his duties
to you as Only Representative under the REACH Raigu for the
notified substance. The letter(s) should bé’DF format andwritten in
one of the Community languages

What will then happen?

If all the information specified is correct and ctags with that in the notification:
= You will get a submission numbera registration date and a registration number
per non-EU company you representvia REACH-IT (look your internal message)



= Your substance will bantegrated in a pre-SIEF under your company details
(REACH-IT sign-up)

Your notification migrated in IUCLID 5 format can be requested from yowglevant
Member State Competent Authority.

You are an Only Representative” under the REACH Regulation and have to fulfil the
duties of a registrant under the REACH Regulatiaiuding data-sharing obligations.

If the information specified does not match withttin the notification:
= You will not get a registration number
= You should contact your relevant Member State CdemgeAuthority to clear-up the
situation.

3.4. | was a Sole Representative AND a Domestic Manufacturer AND/OR
Importer under Directive 67/548/EEC

What do | have to do?
= You should first request your registration number & a domestic Manufacturer
AND/OR Importer (see the process described before)
= Then you should request your registration number as Sole Representative(see
the process described before)

In summary:
o ()
0@ = :
22 & | ,<| Number of request to make via the
€88 |39 REACH-IT module to claim What will I get?
8 g E 5 registration number:
> @
X 1. as Manufacturer one registration number
X 1. as Importer one registration number
X 1. as Sole Representative one registration number per non-
EU company you represent
X | X 1. as Manufacturer + Importer oneregistration number
2: one as Manufacturer one registration number as a
X X and then another as Sole domestic manufacturer
Representative oneregistration numbeper non-
EU companyyou represent
2: one as Importer oneregistration number as an
% | x and then another as Sole importer
Representative oneregistration numbeper non-

EU companyyou represent

2: one as Manufacturer + Importer | oneregistration number as
and then another as Sole manufacturer/importer
Representative oneregistration numbeper non-
EU companyyou represent




3.5. Overview of registration number granting process

START

1- Claimant signs-up in REACH-IT (company details)

v

2- Claimant logs-in and enter the menu « Claim a registration
number for a notified substance ».

v

3- All claimant enters the following information:
- Notification number (compulsory)

- ELINCS number (compulsory)

- Notifier name (compulsory)

- Notifier City (compulsory)

- Notifier Country (compulsory)

- Remarks (optional)

explanations, justifications, why the company details in the REACH-IT sign-up are different than those in the
notification (eg. Change of address or company name, newly appointed OR...)

- He ticks at least one box (compulsory):

=> | was a domestic manufacturer under Dir. 67/548/EEC and | am entitled to claim the registration nber...
=> | was an importer under Dir. 67/548/EEC and | am entitled to claim the registration number .....

=> | was a sole representative under Dir. 67/548/EEC and | am entitled to claim the registration number .....
=> | am a newly appointed Only representative and will take over the duties of an earlier Sole

Representative

If claimant was a Sole representative under dir. 67/
548/EEC:

For each non-EU manufacturer he represents, the
claimant:

- specifies the name of non-eu company and the
tonnage band (compulsory)

- attaches a letter/doc to prove his appointment by
the non-eu company (compulsory)

If claimant is a newly appointed OR to take over the
duties of the previous Sole Representative:

For each non-EU manufacturer he represents, the
claimant:

- specifies the name of non-EU company and the
tonnage band (compulsory)

- attaches a letter/doc to prove his appointment by
the non-EU (compulsory)

The claimant:

- specifies the previous Sole Representative he his
replacing (compulsory)

- attaches a letter/doc to prove the agreement of
the previous SR to take over its duties (compulsory)

4- Claimant appoints a third-party representative
where applicable (optional)

notification.

5.1- REACH-IT checks that the information specified
REACH-IT by the claimant (see step 3) matches that in the

5.2- ECHA checks that all necessary letters are provided.

in

All checks OKJ

A

If mismatch

A 4

=> Claimant will get a submission number
=> Claimant will get a registration number
=> Claimant will get a registration date

=> Claimant substance will be integrated
in a PRE-SIEF

=> Internal message to concerned

MSCA to inform t|
contacted by the ¢

hem. They may be
laimant.

=> Internal message to claimant:
Registration number can not be
granted, please contact your relevant
MSCA.
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PART 2: Transfer of information from NCD to
IUCLID5S

Information for a notification under Directive 6A4&EEC was initially submitted to the
Member State Competent Authority in the Summaryifidation Interchange Format (SNIF).
Thereafter the SNIF was transmitted to the Europ@aemicals Bureau (ECB) in the Joint
Research Centre, Ispra. This information was stamed central database, called the new
chemicals database (NCD) at ECB.

All SNIF files received by ECB are being migratetbi IUCLID 5 format by ECB.

The migrated files will then be distributed backthe responsible Member State Competent
Authority in 2 formats (read-only and editable) dadECHA.

Claimants (owners of the notification) should refer their Member State Competent
Authority to receive their files in IUCLID 5 formafhe editable format will enable them to
fulfil their obligations under REACH, in particularhen they need to update their registration
in the case where the next tonnage threshold chesa

In addition, the tool developed to migrate the SNOFIUCLID 5 format will be made
available to industry as an add-on to IUCLID 5 be tUCLID web sitéhttp://ecbwbiu5.jrc.it/

Please note that you should pay attention to tlyeatad file results and check it carefully
(eg. Legal entity(ies), confidentiality, endpoint} before using it for updating your
registration via REACH-IT.
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PART 3: Updating a registration, that was previously
a notification under Directive 67/548/EEC

1. In which cases shall | update my registration?

Update of the registration dossier shall be peréatni at least one of the cases described in
Article 22 or Article 24(2) of the REACH Regulation applies. Please refer iager 9 of
the Guidance on Registration for further detéistp://reach.jrc.it/guidance_en.hthn

In the case where your substance reaches the oraxade threshold under Article 12, you
shall, according to Article 24(2) of the REACH Ré&gion, update your registration dossier
without undue delay.

A for registrations of substances made under Axticbf the REACH Regulation, the update
of the registration of a notified substance unddichke 24(2) must be done pursuant to Article
22 of the REACH Regulation. Article 22(1) of the REH Regulation provides that a
registrant is responsible, on his own initiativer fipdating his registration without undue
delaywith relevant new information. For example, in ttese of a company that imports or
manufactures a substance notified under Directk/®4B/EEC, this company should submit
an update pursuant to Article 22 of the Regulatisnsoon as he has information that the
substance he imports or manufactures will exceellagrexceeded a tonnage threshold. A
company that does not submit such information withondue delay may be subject to
possible enforcement action from national authesifior placing a substance on the market
for which not all information has been provided.

On top of that, according tArticle 135 of the REACH Regulation (Transitional measures
regarding notified substances):

= The requests to notifiers to provide further infatian to the competent authority
in accordance with Article 16(2) of Directive 678EEC, shall be considered as
decisions adopted in accordance with Article 5thiff Regulation.

= The requests to a notifier to provide further imfi@ation for a substance in
accordance with Article 16(1) of Directive 67/54BfE, shall be considered as
decisions adopted in accordance with Article 5thif Regulation.

This means that the notifier (now a registrant)lishbarform any study requested due to an
administrative act by the member state competettioaity. The generated information
should be sent to ECHA via an update of their regtsation.

Please note thatot only the additional information (corresponding to the request or to the
tonnage threshold reached...) has to be submitteidthe complete dossier in IUCLID 5
format.

To do so please refer to the instructions providedhe manual “How to submit a valid
dossier to ECHA and complete the dossier headed”imarthe manual “How to complete a
technical dossier for registrations and PPORD iwatibns” available on ECHA website at
http://echa.europa.eu/reachit/reqgistration-it_erpas
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Please note that you can update your registrati@m & you have not claimed yet your
registration number.

2. What do | have to do?
= Sign-up in REACH-IT (if not already done)

= For a tonnage band increase (and only in this casejou are obligated to inform
ECHA of the additional information you would requirto comply with the
information requirements for the new tonnage le{tticle 12(2)). In order to
facilitate this process and to accelerate the lagdbf your update dossier, we
strongly recommend that you submit an inquiry taHACwhenever you require such
additional information. Upon receipt of this infoation, ECHA acts as in an inquiry
process (Article 26(3) and (4)) and should informe registrant of the names and
addresses of the previous registrants (and any{paiteegistrants) and of any relevant
study summaries already submitted by them in otdeshare existing data and to
ensure that studies on vertebrate animals arenmztogessarily repeated.

Until the inquiry functionality is available via¢hREACH-IT portal, the inquiry for a
tonnage band increase should be submitted accotditige temporary submission
procedures outlined at http://echa.europa.eu/reaamiasp. The only exception to this
is that the notification or registration number da@ given in Section 1.3 of the
IUCLID 5 inquiry dossier in lieu of the substanakemtity information. This means
that the IUCLID 5 inquiry dossier needs only to tzn the IUPAC name and the EC
number in section 1.1, the notification or registna number in section 1.3 and the
completed inquiry information requirements form  geable at
http://echa.europa.eu/reachit/inquiry_en.asp) icotise 13. When creating your
dossier be sure to make clear that this is an ipgrglating to an update of a
registration by typing “Inquiry as a result of apdate of a registration” in the dossier
submission remark field during step 5 of the dossieation wizard.

Note: If you need to send a joint submission dogsdease refer to the information
available on ECHA website http://echa.europa.eu

= Migrate the SNIF file to a IUCLID 5 substance datast.
= If the SNIF migration tool is not yet available, cee manually the
information from your notification (SNIF file) intéUCLID 5 format by
creating an IUCLID substance dataset.
= If the SNIF migration tool is available, you camuest your notification
migrated into IUCLID 5 format (IUCLID substance daét) from your
relevant Member State Competent Authority.

= Update the substance dataset according to the REACKequirement. To do so
please refer to the instructions provided in the maual “How to submit a valid
dossier to ECHA and complete the dossier header” ahin the manual “How to
complete a technical dossier for registrations anB@PORD notifications”.

Please note that all registration updates undergechnical completeness check
according to the requirements of Article 20(2)led REACH Regulation. Therefore, it
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would not be sufficient to submit an IUCLID 5 damscontaining only the additional
information required, because this dossier would be regarded as complete.
Additionally, when the 10 tonne threshold is reathe would like to underline that
the update of the registration must also includehemical Safety Report (Article

10(b)).
TiP:

In section 1.3 of IUCLID don'’t forget to specifyuyaotification number!
If you are representing non-EU manufacturer: intsc 1.7 of IUCLID don't forget to attach

all necessary contractual agreement.

= Create a registration dossier in IUCLID 5 format:
The IUCLID 5 dossier header of this “registration dossier” should be filled in as

follow (see screen-shot below):

» Tick the box “Is the submission an update?”

* Indicate the previous submission number (or théication number under
Directive 67/548/EEGf you do not have a REACH submission number) in
the “last submission number” field

»  Tick the box “Spontaneous update”

» Select the justification of the update (if you seléother” indicate in the
adjoining right field the reason for updating)

TIP:

In the case of an update of a registration accogdimArticle 135 of the REACH Regulation
(Transitional measures regarding notified substa)cplease indicate the following
information in the remark field: “Article 135 ofEACH — submission of xxx test”

Please refer also to the information on “How to suba valid dossier to ECHA and complete
the dossier header” available on ECHA websité@p://echa.europa.eu

Type of submission

Submission update

Is the submission an update?

Last submission numberlxx-xx-xxxx-xx I

Reason for updatil

user) [Tes

mark

D Further to & request/decision from regulatory body

f‘

| Spontaneous update I

¥ao

change of tonnage band

LU

Justification l:hamge of tonnage band | 4 ”EH

Remarks |

Figure: Dossier header in case of
change of tonnage band

ion update

Is the submission an update?

1234 56-00]

ndicate here your last submission
number

or your notification number if you
have not already claimed your 7%
registration number

Last submission number

Reason for updating

[ Further to a request/decision from regulatery b

X
other: & > %

Justification |Dthar

[uresereenc | ndigate here the reason for updating:
e -\ Artile 135 - submission of XY

"
Registration dossier specific i i tests

Figure: Dossier header in case of
test request from the MSCA (Article 135)

= Submit to ECHA your registration dossier previously crelateee guidance available
on ECHA website atttp://echa.europa.eu/reachit/registration-it_gr.as

Please note that if you are an Only Representativepresenting several non-EU
companies under the REACH Regulation you need to bmit a separateupdated
registration for each of the non-EU manufacturers pu represent (via a joint submission for

example).
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3. What will happen next?
Upon receipt of your updated registration dos&€eiA will:

= Send you aracknowledgment of receiptthat includesa submission numberand
submission date

Initiate the procedures for tli®wssier completeness check

Send you amvoice, if applicable, for the appropriate registratiee f

If you do not have yet gegistration number for your notified substance then ECHA
will send you one.

43488

Note: ECHA will only communicate the registration numlieryou when your dossier is

complete, i.e. once ECHA has verified the compéstgiof the information you submitted and
received the payment of the relevant registrates ih accordance with Article 20(2) of the
REACH Regulation.

You are now aregistrant” under the REACH Regulation, and have to fulfil the duties of
registrant under the REACH Regulation.

If the registration dossier submitted does notilfulie requirement under the REACH
Regulation:

= You will not get any registration number
= You will be requested to update your submissioradingly.
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