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Agenda:

e Dossier creation
e Hands on exercise
e JUCLID plug-ins
e Hands on exercise
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IUCLID Dossier

e Starting point — Substance dataset
Dossier

Dataset
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IUCLID Dossier creation

e Select the correct dataset

e messse, ) Follow the steps of

[ Query

..
| 2

the dossier creation
wizard

3 Delete... Delete 1
1F
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p ? Dossier creation wizard

Select a dossier template which meets your specific requirements:
regulatory programme, type of dossier, tonnage band, member of a joint submi

EUROPEAN CHEMICALS AGENCY

(4 Substance |

I U C I I D D = Dossier templates available for a substance:
OSSI e r Complete

Biocides - Active ingredients
= Biocides - Biocidal products
c re a t I o n - | Biocides - Substances of concern
CLP alternative name request
CLP notification
te m p I a te S CLP Regulation - CLH dossier
! Endpoints information
OECD harmonised templates
QECD SIDS
| REACH Annex XV - Restriction
REACH Annex XV - SVHC
REACH Application for authorisation
REACH Downstream user report
[l REACH Inquiry
REACH Notification of substance in article
REACH PPORD
REACH Registration 1 - 10 tonnes, physicochemical requirements
REACH Registration 1 - 10 tonnes, standard requirements
REACH Registration 10 - 100 tonnes
REACH Registration 100 - 1000 tonnes
REACH Registration above 1000 tonnes
REACH Registration member of a joint submission - general case
REACH Registration member of a joint submission - intermediates
| REACH Registration on-site isolated intermediates above 1 tonne
REACH Registration transported isolated intermediates 1 - 1000 tonnes
REACH Registration transported isolated intermediates above 1000 tonnes
REACH Substance Evaluation

Note: The dossier template is used to determine which substance endpoints w
be modified manually in a subsequent step of the dossier creation

P-B-8-0-8-3-B-0-8

Select a dossier template

echa.europa.eu
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IUCLID Dossier — Individual, Lead
Member

e Individual submission tonnage band =
indicated in the dossier template name

e Joint submission tonnage band =
indicated in the dossier template name
(of the lead dossier)

e Joint submission Lead tonnage band =
indicated in the dossier header

e Member tonnage band = indicated in the
dossier header

ha.europa.eu
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p ? Dossier creation wizard g

Select all Confidentiality and Regulatory purpose flags or clear checkboxes
for properties for which the information shall not be included into the dossier

EUROPEAN CHEMICALS AGENCY Dossier template: REACH Registration above 1000 tonnes

Confidentiality

IUCLID

[ ] CBI - confidential business information

D 0 S S i e r | []1P - intellectual property

[] no PA - not public available

c re a t i o n . (] Not confidential

2 Use restricted to selected regulatory programmes
p \ E] EU: BPD - Biocidal Products Directive 98/8/EC

[] EU: CLP - Classification, Labelling and Packaging

[T] EU: PPP - Plant Protection Products Directive 91/414/EEC

[ ] EU: REACH - Registration, Evaluation and Authorisation of Chemicals
[T] CA: CEPA - Existing Substances Program under CEPA

[ ] CA: PCPA - Pest Control Products Act

[]JP: CSCL - Chemical Substances Control Law

[] OECD: HPVC - HPV Chemicals Programme

[] US: EPA HPVC - HPV Chemical Challenge Programme

| ] US: FIFRA - Federal Insecticide, Fungicide, and Rodenticide Act

[ ] US: TSCA - Toxic Substances Control Act

[ ] Any other

{| [] No regulatory purpose

Note: for a REACH dossier, all information should be part of the dossier,
i.e. all flags should be selected or the default values should be used

B-8-8-0-8-0-8-8-8 o> [Cenisn ) (Ccancet ] |

| Select data protection flags

echa.europa.eu 7
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r = - - - ‘ T
p ? Dossier creation wizard

Enter additional administrative information concerning your dossier
Dossier template: REACH Registration above 1000 tonnes =

Name (given by user) |My First Registration

Dossier submission remark

Type of submission
| ["1)oint submission| ou are jo submissio ad

Tonnage band(s) of the registrant

On-site isolated intermediates Q IB
tonnage band (REACH Article 17)

Transported isolated intermediates Q IE]
tonnage band (REACH Article 18)

|
You caninclude intermediate uses I !
|
|

! Specific submissions
[] The submission is an update

Spontaneous or requested update I

” Dossier specific information

J [ Phase-in 1 E
m V1170: The phase-in status is mandatory. (DossierRecreationinfo:.phaseinstatus) '
B-B-B-0-8-B-0-0-8 T ) ) (Come

Enter administrative information
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[ By
p ? Dossier creation wizard u

Enter additional administrative information concerning your dossier
Dossier template: REACH Registration above 1000 tonnes

>

Dossier specific information
Phase-in
(3) Phase-in () Non phase-in

| [] Reviewed by an assessor

Remarks R,

Document l

["] Confidentiality claim on registration number

Confidentiality claims

[] Confidentiality claim on tonnage band may trigger a fee!

If ticked in the initial [] pata sharing issues

| submission,
remember fo tick in [:] Fee waiving 1-10 tonnes, complete dossier

subsequent
updates! olated intermediates under REACH Article 17 and 18

[T] Production and use under strictly controlled conditions

0 Registrant confirms that the intermediate is used in accordance
with the conditions set out in Article 18 (4)

0 Registrant has received confirmation from the users that the intermediate
is used in accordance with the conditions set out in Article 18 (4)

B-8-8-0-8-8-0-0-8 B s

Enter administrative information
— A

echa.europa.eu
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C“ECHA IUCLID Dossier header
EUROPEAN CHEMICALS AGENCY — Lead

-
r . - -
p ? Dossier creation wizard u

Enter additional administrative information concerning your dossier
Dossier template: REACH Registration above 1000 tonnes ?

Type of submission

Joint submission

Information provided by the lead on behalf of the me

_Chemim suely repo# Tick the boxes if you
[¥) Cuidance on safe use provide CSR and/or GSU

[] Review by an assessor

Tonnage band(s) of the lead registrant

Tonnage band IOver 1000 tonnes/year

On-site isolated intermediates Lead's own tonnage band(s)

tonnage band (REACH Article 17)

Transported isolated intermediates | h =
tonnage band (REACH Article 18)

Specific submissions
[] The submission is an update

E

, B-B-B-0-8-8-0-8-8 <gecx ] [(Hoas [ e

Enter administrative information

echa.europa.eu
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IUCLID Dossier - plug-ins
1IUCLID 5% http://iuclid.eu/

INTERNATIONAL UNIFORM CHEMICAL INFORMATION DATABAS

Home IUCLID 5 Project User Info

-----------------------

Stand-alone version 5.4.1 S

Distributed version 5.4.1

CSR Plug-in I
Dissemination Plug-in
Fee Calculation Plug-in
Help System Plug-ins
Query Plug-in

Technical Completeness
Check (TCC) Plug-in

.europa.eu
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IUCLID Dossier — TCC plug-in

[ Query results ' Folders | Components |
( Query
E

Checks
technical completeness

Dossier template

. R>1000 / Substance:
2013-01-31 / DCW_.

o of
the substance
sawre. | dataset and the
3 Delete... Delete

final dossier

echa.europa.eu 12
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IUCLID Dossier — Fee calculation
plug-in

File Edit ©Co Window Help  Plugins

- - : _ N Mon-5ME (Large)
o o @ | H & | # = | | | w =l [{F | ' SME-Medium
- - —§ o SME-Small
& Mavigation SME-Micro
|[ Dossier
Fee Amounts Description
Mo | Fee Dezcription Fee Amount | Select
1 Feeforregistration of substances inthe range 10 1o 100 tonnes £4,300.00 ]
2 Request of confidentiality for information in the safety data sheet (zection{s) 3.5) €3,000.00
4 R_1-10_5TD s Brint..
201=2-02-27
2 Export...
4 R_1-10_3TD {al Addtofolder.. Dossier subj
201z2-02-28)
Fo Run TCC..
i R [} Disseminate
201z2-02-28
B Calculate Fee
4 R_1-10_5TD :
201z2-02-28 3 Delete. Delete

Dozz

4 R_1-10_5TD § Substance: Alexizs TCC Cnn{

echa.europa.eu 13
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IUCLID Dossier — CSR plug-in
= E® CSRplugin = =x)
(Query resuts R R ———

Query Dossi Please upload a Chesar file in case you want to ——
) generate sections 1 to 10 of the CSR. In case you e
> Dossier te¢ want to generate only sections 1 to 8 of the CSR —_—
‘| based solely on the IUCLID information, you can =

skip this step. |

(7 open Enter
i Print... .
" Select a Chesar file
5 Print Literature References... _
\\echa\data\Users\u08015\My Documents\0 - M8 l
& Export..
[
& Export Literature References...

& Export as LightDossier...
#.. Create HyperLink
[/} Select for comparison...

g[ﬂ Add to folder...
B Cenerate CSR...
""‘Run e — q

x Delete... Delete

echa.europa.eu
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IUCLID Dossier — Dissemination

|
plug-in

fQuery results EC‘

k2

‘ R_JS_MBER / Substance: Andromeda / tricl

% Print...

& Export...

{4 Addto folder...
§% RunTCC...

RB Disseminate

[td calculate Fee...

3 Delete...

Delete

> - - -
p ? Dissemination -

Dissemination Report
A summary of which information from the input dossier is or]

NOTE: The filtered dossier is now saved in your IUCLID Datab
'View Dossier' button below, or by searching for it in the 'Viey

|, View Dossier

H S X

il

-

Dissemination Report

Created on 22/02/2013
Disseminated info

Disseminate
Type Name
Attachment 107-37-9-V2.jpeg / 5.84 KB
Attachment 3380-34-5-V2.jpeg / 7.87 KB

echa.europa.eu

=5
(Query results | Folders | Components |

' R>1000 / Substance: [unnamed] / [unnamec
2013-02-22 / FILTERED_member

.1 [unnamed] / [unnamed] / 5-chloro-2-(2,4
7 [unnamed] / S-chloro-2-{2,4-dichlorophen
G’{ [unnamed] / allyl(trichloro)silane f 107-37-¢
A TestCorporation / Helsinki / Finland

15
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Key messages:

e Export and submit only dossiers

e Use the TCC plug-in and the fee
calculation plug-in

e Submit only TCC complete dossiers

16
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Thank you for attending!




