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Objectives of the presentation

BRECHA

« To provide practical details on “Phase I”:

European Chemicals Agency

Submission Fe

e paid

ECHA
"Date bf receipt” Committees’ Commission’s
ae‘o e opinions decision
Phase | Phase Il Phase Il

- submission of the application (single, joint)
-> processing by ECHA before acknowledging the receipt

http://echa.europa.eu



Overview

Phase |

"Date pf receipt”

Phase I

ECHA

Committees’

opinions

A

BRECHA

European Chemicals Agency

Phase Il

Commission’s
decision

Submission Fee paid

-

=

Commun.

REACH- IUCLID Applicati IUCLID Dossier BUSINess Broad info on broad
IT sign-up substance on form e submission Rules on uses & info on
dataset Fee uses &

Payment
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BRECHA

European Chemicals Agency

Single applications

http://echa.europa.eu



Commun.
SLIIL;SCt;InZe Applicati IUCLID Dossier Business Err]ojselgz Oi':]gzid 'A‘ El H A
dataset on form dossier submission Rules Fee USes & '
European Chemicals Agency
Payment

General information

= Company name:

Company UUID: ECHA-T3451df8-1854-455b-8d30-2506460e83e5

Single application:
> Sign-up in REACH-IT e

Remarks:

2

Company Size

I™ | declare the information below to be correct and the company
zizeto be calculated according te Annex to Commiz=ion
Recommendation 2003/361/EC concerning the definttion of micro,
z=mall and medium-sized enterprizes. 7 |:|q

Company name & UUID

(= Company identification)

Micro i

General contact information ‘ﬁ -

* Phong;

. Fax:
Company size .

Example: reachi@domain.com

Company web site: http

(= Fee)

rour website address mustatart with “hitpf

Company address
« Street:

Street 2:

« Postal code:

= City / Town:
Region / County:
= Country:

Company address
(= Sending of decision)

[ Select a Country] &

Postal address:

| =<Previous

http://echa.europa.eu



REACH-
IT sign-up

IUCLID
substanc
e dataset

IUCLID
dossier

Dossier
submission

Business
Rules

Commun.

Broad info on broad
on uses & info on 4
e Lt European Chemicals Agency
Payment

Single application:
> Creation of application form

* Tatal number of substances | 1 v

* Tatal number of uses

* Bubstance 1

2

|5—tert—buty|—2.4.E—trinitro—m—xylene (Musk xylene) [EC number: 201-329-4] |£||

from section
~ 3.10in IUCLID

— for web consultation

[1Use 1 for Substance 1
[1Use 2 for Substance 1

Fiesze note thst s PDF verzion of thiz spplicstion | |

w*
*Useil :| #as in section 3.5
: . —
in IUCLID

Proposed broad information for Use 1

*Use 2

Proposed broad information for Use 2
* Uses and substances applied for

| * Email of submitti li
_“ mail of submitting applicant
form snd & submizsion code or foken will be senf fo
< thiz emsil sddrezs.

— |

Create application form ]

http://echa.europa.eu



REACH- LRI Applicati Dossier Business
. substance o
IT sign-up dataset on form submission Rules

Commun.

Broad info on broad
on uses & info on 4
Fee uses & )
Payment European Chemicals Agency

Single application:
> Creation and export of

Application form

Substance(s) applied for

* Total number af substances

" Gubstance 1

Use(s) applied for

* Total numbsr of uses
‘st

Proposed Broad infermation for Use 1

Y UH
Propoted broad information for Use 2

Applicantis)

{NOROIR! BESICANEN

* Ui and SUDHIaNeS applied for

for an application for authorisation

Please nate that in accerdance with Article 2(3) of REACH
Reguiation. applications may be made for ane or sevaral substances
1hat et the dafiniian of & group of Substances In section 1.5 of
Annar X of REACH,

1

Stert-butyl-2.4 b-Finitro-m-xybene (Musk rylena) [EC number. 201+
3284)

Deseription of Liae 1 (45 In IUCLID)

Broad infe far Use 1 for he public consunation

Dadeription of Usé 2 (83 I IUCLID)

Broad infe for Use 1 for the public consutiplion

+kisa 1 for Substance 1 ‘

+Use 2 for Substance 1 'ﬁhr "
W

UCLID dossier

i

IUCLID 5
Dossier

"‘--a-.1

=)

http://echa.europa.eu



REACH- IUCLID Applicati
. substance
IT sign-up dataset on form

IUCLID
dossier

Single application:

Business
Rules

Broad info
on uses &
Fee

Commun.
on broad
info on
uses &
Payment

> Submission of IUCLID dossier

Submission code

* Submission code provided by ECHA |

Submitting applicant info

* Company UUID

*REACH IT account user name
sz indicated in the REACH-IT sccount

* Legal entity name
sz indicsted in the REACH-IT sccount

* Email

Upload application file
* Upload IUCLID file

Purchase order

* Declaration

[ Submit to ECHA

Browse...

from REACH-IT

BRECHA

European Chemicals Agency

Flesze ensure that the IWCLID file of your spplication for suthonzatfion confaing alzo the POF file of your spplicstion fom.

The maximum file size iz 20MB. For the submission of s larger file, plesse contscf the ECHA Helpdesk providing s

Jjustificstion and your submizsion code

|

IUCLID 5
Dossier

| declare that | am an authorised representative of the applicant legal entity for the purpose of
submitting this annlicatinn for authorsatinon and | am antharised to transmit and tn recerive documents

http://echa.europa.eu



BRECHA

European Chemicals Agency

Joint applications

- one IUCLID dossier
- one submission, by a “submitting applicant”
- one (global) invoice for the whole group

http://echa.europa.eu



Commun.

REA_CH- IUCLID IUCLID Dossier BuSIness Broad info on broad
IT sign- substanc d . submission Rules on uses & info on
up e dataset el Fee uses &
Payment

Joint application:
> Creation of application form

Substance(s) applied for

Use(s) applied for

BRECHA

European Chemicals Agency

by “submitting
applicant”

Applicant(s)

[¥] Jaint application

* Total number of applicants |2

* Applicant legal entity name * Applicant UUID ) hRn_Ie{s] In the supply
gz indicated in the REACH-IT account az indicated in the REACH-IT account chain

prezsz "Cid" for mulfi-zelection

Applicant 1 (submitting)

| | Manufacturer
Importer
Downstream User

Applicant 2
| | Manufacturer
= Importer
=) Downstream User

[ Create application form ] / A

* Uses and substances
applied for

[JUse 1 for Substance 1
(JUse 2 for Substance 1
[(JUse 3 for Substance 1

[JUse 1 for Substance 1
[JUse 2 for Substance 1
[JUse 3 for Substance 1

http://echa.europa.eu



Commun.

REACH- e Applicati || IUCLID Dossier Business || Breadinfo || on broad '4' El H A
IT sign-up substance on form E— submission Rules on uses & info on
dataset Fee uses & European Chemicals Agency
Payment

Joint application:

> Confirmation of participation

by “co-
applicants”

Token and Application form

* Token provided by the submitting applicant | |

* Application form provided by the submitting
applicant

After verification of itz content, plesze uplosd the FOF file
of the spplicstion form which has been provided fo you by
the submitting spplicant.

Browse. .. -
‘PO

Applicant info

* Company UUID | |

sz indicated in the REACH-IT sccount

from REACH-IT

* REACH IT account user name | |

Application
form

* Legal entity name | |
ze¢ indicated in the REACHHT sceount

* Email | |

* Declaration O

| declare that | am an authorised representatlve of the applicant legal entity for the purpose
Af cithraitine tha inint annlicatinon far antharicatinn an Al A andharicad A tranems it oAaned ta

[ Join application

http://echa.europa.eu



REACH-
IT sign-up

IUCLID
substance
dataset

Applicati
on form

Dossier
submission

Business
Rules

Commun.

Broad info on broad
on uses & info on
Fee uses &
Payment

Joint application:
> Creation and export of

BRECHA

European Chemicals Agency

UCLID dossier by “submitting

Application form

for an application for authorisation

Substance(s) applied for

* Total number af substances

" Gubstance 1

Use(s) applied for

* Total numbsr of uses
‘st

Proposed Broad infermation for Use 1

i H

Propoted broad information for Use 2

Applicantis)

{NOROIR! BESICANEN

* Ui 61T SUSHIBNCHS BRpled for

Please nate that in accerdance with Article 2(3) of REACH
Reguiation. applications may be made for ane or sevaral substances
1hat et the dafiniian of & group of Substances In section 1.5 of
Annar X of REACH,

1

Stert-butyl-2.4 b-Finitro-m-xybene (Musk rylena) [EC number. 201+
3284)

Deseription of Liae 1 (45 In IUCLID)

Broad infe far Use 1 for he public consunation

Dadeription of Usé 2 (83 I IUCLID)

Brond info far Use 1 for the public consultation

+kisa 1 for Substance 1 -T
+Use 2 for Substance 1 "~ nE

"‘-IH:

- |

IUCLID 5
Dossier

applicant”

http://echa.europa.eu



REACH- IUCLID Applicati
. substance
IT sign-up dataset on form

IUCLID
dossier

Joint application:

Business
Rules

Broad info
on uses &
Fee

Commun.
on broad
info on
uses &
Payment

> Submission of IUCLID dossier

Submission code

* Submission code provided by ECHA |

Submitting applicant info

* Company UUID

*REACH IT account user name
sz indicated in the REACH-IT sccount

* Legal entity name
sz indicsted in the REACH-IT sccount

* Email

Upload application file
* Upload IUCLID file

Purchase order

* Declaration

[ Submit to ECHA

Browse...

from REACH-IT

BRECHA

European Chemicals Agency

by “submitting
applicant”

Flesze ensure that the IWCLID file of your spplication for suthonzatfion confaing alzo the POF file of your spplicstion fom.

The maximum file size iz 20MB. For the submission of s larger file, plesse contscf the ECHA Helpdesk providing s

Jjustificstion and your submizsion code

|

IUCLID 5
Dossier

| declare that | am an authorised representative of the applicant legal entity for the purpose of
submitting this annlicatinn for authorsatinon and | am antharised to transmit and tn recerive documents

http://echa.europa.eu



BRECHA

European Chemicals Agency

Processing and further communication
(single / joint applications)

http://echa.europa.eu



Commun.

ReAcH- || WCHP | applicati || IUCLID || Dossier Bl e
. substance . o on uses & info on
IT sign-up on form dossier || submission

dataset Fee uses & European Chemicals Agency
Payment

> Business Rules check [‘"“E,

e Purpose: %
- to ensure that the application is processible IJUCLID 5
- NOT to assess whether application is In Dossier
conformity

- NOT to assess the quality of the content

« Communication of outcome: via REACH-IT

 Examples:
- info In application form consistent (substance, uses)
- ES reference provided for each use
- administrative references correct (e.g. subsequent,
requested updates, CSR in registration)

http://echa.europa.eu



REACH- SLIJL;SCt;:’]I?:e Applicati IUCLID Dossier Business
IT sign-up dataset on form dossier submission Rules
> Determination of fee anco
- . ~ substances
b uses
}- applicants
" ]

Application
form

IUCLID 5
Dossier

Company size

- Company size:

m) fee

Large
Mediurm
Small

REACH-IT

Commun.
on broad
info on
uses &
Payment

BRECHA

European Chemicals Agency

broad info on uses

O 3.5
3.10
A CSR
IUCLID 5
Dossier
>
3 proposed
}_ broad info
on uses
Application
form

mm) broad info on uses

(initial wording)

http://echa.europa.eu



IUCLID
substance
dataset

REACH-
IT sign-up

Applicati
on form

IUCLID
dossier

Dossier
submission

Broad info
on uses &
Fee

Business
Rules

BRECHA

European Chemicals Agency

> Communication on broad info on uses & Fee

payment

Invoice

payment

comments
(pot.)

reassessment

> .

Date of
receipt

>-

(pot.)

Broad info on uses Broad info on uses Public
(initial wording) (final wording) consultation
— i i i ——
day O day 30

http://echa.europa.eu



BRECHA

RequeSted updates European Chemicals Agency
o Short deadline to prepare and submit updates!

e Submission as for initial dossier

Submission code 1] Wi
* Submission code provided by ECHA | I by Su bm Ittl ng
applicant”

Submitting applicant info
* Company UUID | |

*REACH IT account user name

5z indicsted in the REACGH-IT sccount | |

* Legal entity name | |

sg indicated in the REACH-IT sccount ,'._'f
* Email | | =]
>

Upload application file | & |
* Upload IUCLID file | Bionses =1 = b

FPlesse ensure that the IWCLID file of your spplication for suthorizstfion confsins siso the PDF file of your spplicstion fom.

Th sximum file zize iz 20ME. For the submizsion of s lsrger file, plesse contsct the ECHA Helpdesk providing s d t d

Justifiestion and your submission code u p a e
Purchase order | IU‘ L I D 5
* Declaration [l DOSSIer

| declare that | am an authorised representative of the applicant legal entity for the purpose of
suhmitting this annlicatinn for authorsation and | am antharised to transmit and tn receive docaments

Submit to ECHA

http://echa.europa.eu



BRECHA

Submission windows European Chemicals Agency

* Applications (preferably) submitted to ECHA at
pre-fixed periods (announced on ECHA web
pages; every 3 months)

Reason: synchronise with scheduled Committees
meetings, for effective preparation of opinions

submission windows —

/ 1 1 1 1 1 1 1 1
N———1
g o< :i :i :i N
Date of 10 months Draft
receipt

opinion

http://echa.europa.eu



BRECHA

CO n C I u S | O n S European Chemicals Agency

e Submission tool:
— until 2012: via a secured web form
— in the longer run: in REACH-IT

« Communication by ECHA:
— via email during the submission steps
— via REACH-IT during processing steps and opinion making

— for joint applications, “submitting applicant” the central contact person; all
“co-applicants” in copy

* Plan and notify your submission intention. Submit within the preset windows
for optimal processing time

« Keep consistency between the data filled in the webforms and IUCLID /
REACH-IT information

* Your feedback is welcome!
echa_application_for_authorisation@echa.europa.eu

http://echa.europa.eu
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