MECHA

Overview on IUCLID and
dossier creation

19 October 2012
Vasileios Tsifoutis




EEEEEEEEEEEEEEEEEEEEEEE

Content

e What is IUCLID and where to find it
e Structure and main elements

e Filling in the substance dataset

e Creating and exporting a dossier

EEEEEEEEEEEEEE



What is IUCLID 5 and where to find it




EEEEEEEEEEEEEEEEEEEEEEE Whatis IUCLID 5

e IT application built to collect, store, maintain and
exchange information on the intrinsic and hazardous
properties of chemicals;

e Designed to serve this purpose for both REACH and
other chemical legislatory programmes (e.g. OECD
HPV Chemicals and EU BPD);

o Key tool for the chemical industry in fulfilling their
obligation to submit data to ECHA under REACH;

e Used by ECHA and MSCAs to evaluate data submitted
by industry.
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fECHA Where to get IUCLID 5

IUCLID 5 is available free of charge on the IUCLID 5
website at http://iuclid.eu

Username: Password:
[ | |

Sign-up new user Password recovery

INTERNATIONAL NIFORM CHEMICAL INFORMATION DATABASE
Home IUCLID 5 Project User Info Support REACH News

. . . > REACHIT

also accessible via the ECHA website ~
A > IUCLID 5
@ > CHESAR

ECHA.EUROPA.EU



ECHA
e K e s R b Download

IUCLID S

INTERNATIONAL UNIFORM CHEMICAL INFORMATION DATABASE

Home IUCLID 5 Project User Info Download Support REACH News

MURORE A CHEMITALS ABENE Y

Version 5.4 | Version 5.3 | Version 5.2 | Version 5.1.1 | Web Services | Archive

tand-alone version 5.4.0

97

Distributed version 5.4.0

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

Technical Completeness
Check (TCC) Plug-in

ECHA.EUROPA.EU



"ECHA

EUROPEAN CHEMICALS AGENCY

EC inventory and reference substances

e Download from the IUCLID website

IUCLID S R

Home IUCLID 5 Project User Info Download REACH News
Documentation | Training | Links ((Get Reference substances) IUCLID format | FAQ | ECHA Helpdesk Contact

Get EC Inventory

Get EC Inventory

In your work with IUCLID 5, you will see that the system will often prompt you for 'EC inventory’
information. The EC Inventory is a list of substance identities which is based on a combination of the
following EU inventories: EINECS, ELINCS and NLP-list. It is recommended to download and import the
complete EC inventory into your IUCLID 5 installation. Please go to the link below to do so.

Download EC Inventory version 1.2 (English)

ECHA.EUROPA.EU



Structure and main elements
of IUCLID 5




-ECHA Structure of IUCLID 5

" IUCLID 5.4.0 M=E3
File Edit Go Window Help Plugins
COIR|HE |[ZRA ||+ B9 |0 Qo= B & (search by ULID) |

IRVERIGIES

ViooIsandiadminisianor

ul0060

ECHA.EUROPA.EU



CECHA

EURGRERH AL AL s RERHEY Structure of IUCLID 5

" IUCLID 5.4.0
File Edit Go Window Help Plugins

COM| HR |[ZQA|%|+B 0B |9 |0 @@l ®i @ B @I Esearchbyuub

Fee)fz ziglel zlelerlinliziezisieir)

~
e

Administration

5] Example Company 1 / Example city / Finla v

ul0060

ECHA.EUROPA.EU
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Mk IUCLID structure

N IUCLID 5.4.0 - Example substance / Ethanol / ethanol / ethanol  64-17-5 / Example Company 1 / Example city / Finland

File Edit Go Window Help Plugins
COAIHR | BE | &+ B |9 | 3@ @ <! B @ [Esearchbyuub) | @
Exam =8

I & Navigation é Substance: Example substance / Ethanol / ethanol / ethanol f 64-17-5}

Query results

Substance identification

Query .

Chemical name |Examp|e substance | o5
« Acetone f acetone f acetone f [-CAS Name- Public name I l
o bis(2-methoxyethylyether / bis(2-methoxye Legal entity flags [ P ]

ethanol / ethanol / ethanol f 64-17-5 / My .

o Legal entity | 4 Example Company 1 / Example city / Finland I s
« Example substance / Ethanol / ethanol /
. formamide / European Chemicals Agency / Third party flags [ P ]
« heptaammonium trihydrogen [[{phosphonat Third party | l ) 3 (X 3‘/
« hexasodium 6,13-dichloro-3,10-bis{{4-(2,
+ Methanol / methanol / methanol j 67-56- 6 Role in the supply chain
« ocresol f ocresol / European Chemicals Age Role flags P] 1
« tetrasodium ethylenediaminetetraacetate {IU Roles \[v] Manutact tvel [ ] Downstream|user

Reference substance

Reference substance flags [ P

Query &

I @ Ethanol / ethanol / ethanol f 64-17-5

> EC humber EC name
Tree V|ew 200-578-6 | |ethanal a|
CAS number CAS name
|64-17-5 I Iethanol |
IUPAC name

|ethanol

Dossier ULID |0

| [ % Example Company 1 / Example city / Finla '] ul0060

(3]
(%




-ECHA IUCLID Substance dataset

N IUCLID 5.4.0
File Edit Go Window Help Plugins

COMMI HE |ZQE ||+ 0|90 |0 Qe < B & (search by UUID) | @

IRVERIGNES

rmation

b=l
g

VieoIsiand administan o

o)

@

-

a Example Company 1 / Example city / Finla v ul0060

ECHA.EUROPA.EU



eeeeeeeeeeeeeeeeeeeeeee IUCLID Substance dataset

e The Substance dataset = is the core of information
in IUCLID;

e Repository of data, which is used to create a Dossier
for the substance to be registered;

e (Contains all data related to a chemical substance:
» chemical identity, including the substance composition
» information on the classification and labelling
» information on manufacture, use and exposure
» all required and available (robust) study summaries

» the Chemical Safety Report (if required)

ECHA.EUROPA .EU 13



-ECHA Structure of IUCLID 5

N IUCLID 5.4.0
File Edit Go Window Help Plugins

COMMI HE |ZQE ||+ 0|90 |0 Qe < B & (search by UUID) | @

k Substance
EE identity

IRVERIGNES

rmAation

VieoIsiand administan o

' )

@

-

3 Example Company 1 / Example city / Finla v ul0060

ECHA.EUROPA.EU



BEEUIA IUCLID Legal entity

N IUCLID 5.4.0
File Edit Go Window Help Plugins

COMMI HE |ZQE ||+ 0|90 |0 Qe < B & (search by UUID) | @

"formatio

rmation

VieoIsiand administan o

o)

@

-

a Example Company 1 / Example city / Finla v ul0060

ECHA.EUROPA.EU



EEEEEEEEEEEEEEEEEEEEEEE IUCLID Legal entity

e Fach Substance dataset created in IUCLID is
associated W|th one company/organisation — the

e The Legal entity object includes the name, the
contact details, the contact person(s), and Legal
entity specific identification numbers;

e The Legal entity information can be exchanged
between applications using the LEOX file (Legal entity

object XML file);
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EEEEEEEEEEEEEEEEEEEEEEE Legal entity — important!

1. Only official LEO are valid: LEOX file downloaded
from REACH-IT or IUCLID website

2. Important that the same LEOX is used in all
contexts. LEO must be synchronised between
REACH-IT - IUCLID.

REACH-IT Industry User Manual 2

Data Submission Manual Part 4 - How to Pass Business Rule
Verification ("Enforce Rules")

EEEEEEEEEEEEEE



[
.ECHA Synchronised Legal entity

REACH-IT Home > Organization Information
( , H A J Company Information
A{ C General information

EUROPEAN CHEMICALS AGENCY Party Name

Billing information Contacts

Third party representatives

Example Company 1
UuID ECHA-493aef60-864e-48cd-b8d4-5cffae2c1c4d
D-U-N-S number:

Pre-registration

Pre-SIEF

€S

Online dossiers You last connected on 208 "% luCLID 5.4.0 E|@|
Phase-in Information Eile Edit Go Window Help Plugins
COAIHRE | BA |&|+B0E | 9% 3@ <« § B & E

ee
V..

Navigation f Legal entity: Example Company 1 f Example city / Finland

Query results » GCeneral information
" IUCLID 5.4.0 Query .
e Legal entity hame |Example Company 1 Q |
File Edit Go Window Hel Plugins
- - — — zew g i European Chemicals A Legal entity type |company Q I@l \\I
Lj‘ N # Example Company 1 FEIES | g‘|

| | i# Example Company 1 / Example city / Finla v u10060 |

ECHA.EUROPA.EU



ZECHA Official Legal entity

fECHA EECHA

EUR OPEAN CHEMICALS AGENCY

e REACH-IT:

Welcome to REACH-IT . .
Pre-registration

REACH-IT provides an online platform to submit data and doss FAEET
REACH-IT to make non-confidential information on chemicals JEeLITIN S You last connected on 20

Phase-in Information

What can you do?

To login to REACH-IT you first need to sign-up and provide information on your identity
You can sign-up either as a company or as a third party.

« |fyou already have an account, you mao the system.

If you have not created an account yet, you can do it here below.

e Sign up as a company

Sign up as a Data Holder

Sign up as an interested third party
Sign up as a third party representative

ECHA.EUROPA.EU

<filename>.i5z

19



BEEUIA IUCLID Legal entity

N IUCLID 5.4.0
File Edit Go Window Help Plugins

COMMI HE |ZQE ||+ 0|90 |0 Qe < B & (search by UUID) | @

d informatiol

VieoIsiand administan o

' )

@

-

3 Example Company 1 / Example city / Finla v ul0060

ECHA.EUROPA.EU
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EECHA IUCLID Legal entity

™ IUCLID 5.4.0
File Edit Go Window Help Plugins

-
| [

&L ul0060 - Example user - last lo

Search for legal entities to be assigned to the user
Mote: Only official entities (LEOQ) that have been created on and —

2, | 4
| | downloaded from the IUCLID Download web site can be
assigned to a user

v All user

Suspended [ |

Legal entity name IEx* |
! ulooeo

Super user [_|

Town |

|
Country I ]E]

[ ] Show only active values Search

MName E-mail Addres
¥ Example Company 1 /

Logih hame |u10060

Full name IExample user

’ Pass word

Remarks

Unassighed roles

=
E

I=
i
i

ghed legal entitie

x|

Number of results: 1/1

¢ |sp

ECHA.EUROPA.EU
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-ECHA Structure of IUCLID 5

N IUCLID 5.4.0
File Edit Go Window Help Plugins

COMMI HE |ZQE ||+ 0|90 |0 Qe < B & (search by UUID) | @

k Substance
EE owner

IRVERIGNES

rmation

VieoIsiand administan o

' )

@

-

3 Example Company 1 / Example city / Finla v ul0060

ECHA.EUROPA.EU



Filling in the substance dataset




"ECHA

EUROPEAN CHEMICALS AGENCY

Substance dataset - required information

e Own tonnage band(s) and JS tonnage band;
» Highest information requirements must be covered

e Information requirements

» REACH Articles 10-12 (standard), 17-19 (intermediates)
» REACH Annex VI

» REACH Annexes VII - X (tonnage dependent)

» REACH Article 14 and Annex I (CSR)

ECHA.EUROPA.EU 24



CECHA

EUROPEAN CHEMICALS AGENCY

Substance dataset — Joint Submission

8! Navigation =8

"\ Section tree |

’REACH Registration 100 - 1000 tonnes E]
o2 ~
- 0 Related Information
E} % 1 General Information
E} Q 2 Classification & Labelling and PET asses

: u 2.3 PBT assessment
E} % 3 Manufacture, use and exposure
Q 4 Physical and chemical properties
Q S Environmental fate and pathways
Q 6 Ecotoxicological Information
Q 7 Toxicological information
& 8 Analytical methods
% 11 Guidance on safe use
@ 12 Literature search

% 13 Assessment Reports

ECHA.EUROPA.EU

Information submitted by each
registrant in their own dossier.

Information submitted only by the
LEAD registrant on behalf of the JS
(unless member registrant opts
out).

Information submitted by the
LEAD on behalf of the JS, or
individually by each registrant,
according to agreement.

8! Navigation =B
— e :

] i | & Sectiontree |
lREACH Registration member of a joint subi™ ‘E]

W ~

Q 0 Related Information
i ® 1 General Information
E} e_ 2 Classification & Labelling and PBT asseg
: [ 21GHS
- 2.2 DSD - DPD

G- @ 2.3 PBT assessment
@’ 3 Manufacture, use and exposure
Q 4 Physical and chemical properties
Q 5 Environmental fate and pathways
Q 6 Ecotoxicological Information
Q 7 Toxicological information
#--§ 8 Analytical methods
@ 11 Guidance on safe use
L.k 12 Literature search
“ % 13 Assessment Reports

25
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EUROPEAN CHEMICALS AGENCY

How to fill in a Substance dataset

e Creation of a new Substance dataset

e Sections 1.1 and 1.2
» Linking of a reference substance

e Section 3.5 on Life Cycle description
» Use reporting by JS Lead

e Sections 4 - 7/
» How to create an endpoint study record

e Section 13
» How to attach a Chemical Safety Report

ECHA.EUROPA.EU
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CECHA

EUROPEAN CHEMICALS AGENCY

Creation of a new Substance dataset

™ IUCLID 5.4.0
File Edit Go Window Help Plugins

COR|HK |ZQ |2 |+3 0|90 0@ @ B & F [Canoyu

ed Information

mormation

a Example Company 1 / Example city / Finla v ul0060

] Information

| Example Company 1 / Example city / Finla v ul0060

27



CECHA

EUROPEAN CHEMICALS AGENCY

Creation of a hew Substance dataset

" IUCLID 5.4.0 - Example substance / Example Company 1 / Example city / Finland

File Edit Go Window Help Plugins
PO R HRIFR|&| DB |0 @O < I f B @ F [Searchoyuun |

& Navigation =8
& Section tree

[REACH Registration 100 - 1000 tonnes

é Substance: Example substance / formaldehyde / formaldehyde £ S0-00-0

Substance identification

| S |'v Chemical name |Exam ple substance Q
- @ 0 Related Information - D | I
ﬂg 1 General Information Legal entity flags ’ P l
----- [ 1.1 I1dentification ]
..... [ 1.2 Composition Legal entity | i Example Company 1 / Example city / Finland Q
..... [ 1.3 1dentifiers Third partyflags [ P J
----- [ 1.4 Analytical information —
----- [7) 1.5 )oint submission Third party | Q,
----- [ 1.6 sponsors
""" [ 1.7 suppliers Role in the supply chain
..... & 1.84R.ec||:.nems . Role flags ’ P l
[+ % 2 Classification & Labelling and PBT as
#-- % 3 Manufacture, use and exposure Role: [ ] Manufacturer [ |Importer [ ] Only representative [ | Downstream user
[+ % 4 Physical and chemical properties
=@ 5 Environmental fate and pathways Reference substance

- 5.1 Stability

- @ 5.1.1 Phototransformation in al
%% 5.1.2 Hydrolysis Q
@ 5.1.3 Phototransformation in
- 5.1.4 Phototransformation in s Type of substance
=@ 5.2 Biodegradation

%% 5.2.1 Biodegradation in water:
%% 5.2.2 Biodegradation in water a Qrigin | o 8
%% 5.2.3 Biodegradation in soil
@ 5.2.4 Mode of degradation in a Other names
[+ % 5.3 Bioaccumulation I
[+ % 5.4 Transport and distribution = |

{ B Information =

| | 3 Example Company 1 / Example city / ulo060

Reference substance flags ’ w

Composition | S

-
-

Flags |NameType| MName | Country | Remarks | l

0 ]

3]
(9]

ECHA.EUROPA.EU
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EUROPEAN CHEMICALS AGENCY

How to fill in a Substance dataset

e Creation of a new Substance dataset

e Sections 1.1 and 1.2
» Linking of a reference substance

e Section 3.5 on Life Cycle description
» Use reporting by JS Lead

e Sections 4 - 7/
» How to create an endpoint study record

e Section 13
» How to attach a Chemical Safety Report

ECHA.EUROPA.EU

29



"ECHA

EUROPEAN CHEMICALS AGENCY

Sections 1.1 and 1.2 - Reference substance

File Edit Go Window Help Plugins
CO M HE |ZQ|5]+F

| Ex— ==

| Query results f Folders [ & Section tree |

REACH Registration 100 - 1000 tonnes 4 E]
# |~
[+ 0 Related Information
= 1 General Information

L7 1.1 1dentification

-7 1.2 Composition

- [ 1.3 Identifiers

-] L4 Analytical information <¢——
-7 1.5 Joint submission

[T 1.6 Sponsors

[ 1.7 suppliers

[ 1.8 Recipients

2 Classification & Labelling and PBT asses Data SmeiSSion Manual Part 18 = HOW

3 Manufacture, use and exposure

4 Physical and chemical properties tO report the SU bStance |dent|ty |n

Y
N
N
- 5 Environmental fate and pathways
Y
Y

5 Ecotoxicological Information IUCLID 5 for registration under REACH

7 Toxicological information
~@ 8 Analytical methods
%% 11 Guidance on safe use

e e Guidance for identification and
naming of substances under REACH
and CLP

B G B - B

ECHA.EUROPA.EU 30



CECHA

EUROPEAN CHEMICALS AGENCY

Sections 1.1 and 1.2 - Reference substance

N IUCLID 5.4.0 - Example substance / Example Company 1 / Example city / Finland

Eile Edit Go Window Help Plugins

COMIHRIZ @S]+
E— -
& Section tree

\R gistration 100 - 1000 tonnes S E]
E |~

[ Fi

@ 0 Related Information

= 1 General Information

----- ] 11 1dentification ¢—
----- [ 1.2 Composition

----- [ 1.3 1dentifiers

----- [ 1.4 Analytical information
----- [ 1.5 Joint submission

----- [ 1.6 sponsors

----- [ 1.7 suppliers

----- [ 1.8 Recipients

- 2 Classification & Labelling and PBT asses
- 3 Manufacture, use and exposure
- % 4 Physical and chemical properties
- S Environmental fate and pathways
- % 6 Ecotoxicological Information
- 7 Toxicological information

-~ 8 Analytical methods

----- % 11 Cuidance on safe use

----- @ 12 Literature search

----- % 13 Assessment Reports

o

)

fral fral
LSS A S

)

BB (O PRI QKB @ E

|(search by ULID)

& Substance: Example substance / Example Company 1 / Example city / Fihland

Substance identification

Chemical name IExample substance

Public name l

Legal entity flags [ ]’]

Legal entity

4% Example Company 1 f Example city / Finland

Third party flags [ w

Third party I

Role in the supply chain

Role flags [ 12

Role: Manufacturer

Reference substance

[:] Only representative

|| Downstream user

Reference substance flags [ 12

Type of substance

J
>x[]

Composition |

Origin |

Other names

[ switched to edit mode

| | 3 Example Company 1 / Example city / Finla v

ECHA.EUROPA.EU

B Information

=

O |l

ulo06o

3]
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CECHA

EUROPEAN CHEMICALS AGENCY

Sections 1.1 and 1.2 - Reference substance

" IUCLID 5.4.0 - Example substance / Example Company 1 / Example city / Finland

Eile Edit Go Window Help Plugins
COMIHRIZEI2[+PB|90 PRSI - QHIBI@IE [Sachtyiun |

I &t Navigation

& Section tree

& Substance: Example substance / Example Company 1 / Example city £ Finland

Substance composition

Fr

’REACH Registration 100 - 1000 tonnes /U E] ¥ 2ad
| 3 | i

R i 3K

Example composition

‘@ 0 Related Information

=@ 1 General Information

''''' [ 1.1 1dentification

.... (7] 1.2 composition

rrrr [ 1.3 1dentifiers

----- [ 1.4 Analytical information
----- [ 1.5 Joint submission

----- [ 1.6 sponsors

Name IExampIe composition ‘

Brief description | QU

Composition ID IL—fSGlde7—6c94-4e2f—905a—1c7ef54d9273 4

Degree of purity

Lo B ooy O O o B o |
SreTeETeTed

% 4 Physical and chemical properties
% S Environmental fate and pathways
% 6 Ecotoxicological Information
% 7 Toxicological information

~§ 8 Analytical methods

----- % 11 Guidance on safe use
----- @ 12 Literature search
----- ® 13 Assessment Reports

----- [ 1.7 suppliers l P ]
..... [ 1.8 Recipients [,, 'J |99 | [< 'J |1°° | [%(W!W) 'J

[+ % 2 Classification & Labelling and PBT asses

[+ % 3 Manufacture, use and exposure Constituents

ca. 99.9 % {wind

P

Reference substance

Typical concemration[ca. v] |99.9 | [%(wfw) v]

Concentration range [> vJ |99 I [< vJ IIDU | [%(w/w) vJ
Remarks | =
(B o - o
Data saved | | 3 Example Company 1 / Example city / Finla v ul0060 @

ECHA.EUROPA.EU
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EUROPEAN CHEMICALS AGENCY

Linking an existing Reference substance

ECHA.EUROPA.EU

Find the reference substance

Reference substance name IEthan"

CAS number (EC Inventory) |

EC hame |

EC humber I

CAS number |

CAS name |

IUPAC name I

Synonyms |

SMILES notation |

Molecular formula |

InChl |
[7] Show only active values
MName & l uuip l Remarks l Last modification l
1 ethane / ethane / 74-8... ECBS-e0251c27-d... 2007-05-10
! ethanediylidenetetrakis... ECB5-b27380d0-... 2007-05-10
@ ethanethiol / ethanethi... ECB5-778feb3c-9... 2007-05-10

ethanol / ethanol / 64-1|ECBS-7dSe370b-... 2007-05-10

Number of results: 4/4

MNewy ] |  Assign | [ Close

33



"ECHA

EUROPEAN CHEMICALS AGENCY

Creating a new Reference substance

Find the reference substance

Reference substance name | |

CAS number (EC Inventory) | |

EC name I l

ECn 1 Reference substance assistant [g]

CASnl Create a newreference substance

CAS @
IUPAC

Syn
Reference substance name |Ethano| 4 |
SMILES n]
V| Active reference substance
Molecular f

I Einish I Cancel

IUCLID 5 Getting Started
Manual - chapter 3
http://iuclid.eu/index.php?

fuseaction=home.documentation&ty
Number of results: pe=pUb“C#U5ermanua|

| MNewy | [ Assign ] ( Close ]

ECHA.EUROPA.EU 34



N IUCLID 5.4.0 - Example substance / Ethanol / Example Company 1 / Example city / Finland

File Edit Go Window Help Plugins

Query results | Folders | & Section tree
lREACH Registration 100 - 1000 tonnes % ]E]

[#- @ 0 Related Information

=@ 1 General Information

[ 1.1 identification

[ 12 composition g

[ 1.3 1dentifiers

[ 1.4 Analytical information

[ 1.5 )oint submission

[ 1.6 sponsors

[ 1.7 suppliers

[ 1.8 Recipients

t- % 2 Classification & Labelling and PBT asses
t- % 3 Manufacture, use and exposure
t- % 4 Physical and chemical properties
t- % 5 Environmental fate and pathways
a3
t
a3

% 6 Ecotoxicological Information
% 7 Toxicological information
- 8 Analytical methods

%% 11 Guidance on safe use

- @ 12 Literature search

%% 13 Assessment Reports

T ) )

Substance composition

Ho s 0 B @ E [seachoyun

xample substance / Ethanol / Example Company 1 / Example €

Composition ID IL-f5610fd7-61:94-4e2f-905a-1c?ef54d9273

¥ ad

Example composition R i3Ik X
Mame IExample composition gl
Brief description I \gl
3]

Degree of purity

P J
ks J[< o[ | [(wm-
Constituents

ca. 99.9 % (wyw) Ethanol / ethanol § ethanol f 64-17-5

LP
Reference substance I $I Ethanol / ethanol / ethanol / 64-17-5
EC humber EC name
|200-578-6 | [ethanol ]
CAS number CAS name
|64-17-5 \%l |ethanol kl
IUPAC name
|ethanol %I
Typical concentration [ca. v] |99.9 | [%(w/w) v]
Concentration range [> v] |99 I [< v] IlUlJ I [%(w/w) v
Remarks I v;|
Impurities
| ¥ 2 B
Additives
| ¥ 2 B
u10060 &

ECHA.EUROPA.EU
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EUROPEAN CHEMICALS AGENCY

How to fill in a Substance dataset

e Creation of a new Substance dataset

e Sections 1.1 and 1.2

» Linking of a reference substance

e Section 3.5 on Life Cycle description
> Use reporting by JS Lead

e Sections 4 -7/
» How to create an endpoint study record

e Section 13
» How to attach a Chemical Safety Report

ECHA.EUROPA.EU
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Section 3.5 - use reporting by JS Lead

ID 5.4.0 - Example substance / Ethanol / ethanol / ethanol / 64-17-5 / Example Company 1 / Example city / Finland

Eile Edit Go Window Help Plugins
CORMIHRIZRB[S|+
=08
& Section tree
REACH Registration 100 - 1000 tonnes QU E]

Life Cycle description

£ ‘V Generic Information

& Justification why no identified uses are reported
e 1 General Information
l el

°
=
- % 2 Classification & Labelling and PBT asse:
=] g 3 Manufacture, use and exposure
D 3.1 Technological process
D 3.2 Estimated quantities Flags & ‘ Manufacture number Manufacture name |Tonnage of subs(a..lNumber of sites ra..| Environmental Rel...l
[ 3.3 sites
?] 3.4 Information on mixtures
(7] 3.5 Life Cycle description <=
?] 3.6 Uses advised against [ ] ‘ P Edlit ‘ ¥ Delete
® 3.7 Exposure Scenarios, exposure ani
[ 3.8 Biocidal information
£ % 4 Physical and chemical properties
¥ S Environmental fate and pathways
1% 6 Ecotoxicological Information
¥ % 7 Toxicological infarmation
i@ 8 Analytical methods —
® 11 Guidance on safe use Add... ‘ [ Edit ‘ 5% Delete
® 12 Literature search
® 13 Assessment Reports Uses at industrial sites

&

0 Related Information

&+

3

Manufacture

|Formulation

Flags | Identified Use number ‘ Identified Use name | Brief description o..|Tonnage of substa..|Number of sites ra...l En

- E

Flags | Identified Use number ] Identified Use name | Brief description o..| Tonnage of substa‘.]Number of sites ra‘..| En

>
( Add.. | [ edr [ B Delete
Uses by professional workers
Flags |Ider\lified U] Identified U[ Brief descri... Tonnage of .. Environmen..lProcess Cat.., Product Cat...Sector of en,|
4 »
i@ Add... \ il Edit [ E ekt
Consumer Uses
Flags | Identified Use number ‘ Identified Use name |Tonnage of subsla.,] Environmental Rel...| Product Category ...]Te
W
>

Add.. | [ [ edi [ & Delete

Article service life

Flags | Service life ] Service life ...[Tonnage of ,.IAﬂicle used..] Article cate...| Further des..| Exposure r...|Environmen.

<
Add.. | [ Edi i Delet

[«]

ECHA.EUROPA.EU
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Section 3.5 - use reporting by JS Lead

e Each registrant reports their own uses in section 3.5;

e ]S leads may in addition to their own uses report uses
by members if they are included in the joint Chemical
Safety Report;

e JUCLID 5.4 contains field ‘Use coverage in CSR’ in
each of the tables in section 3.5;
» Not mandatory field, but highly recommended!

Guidance on information requirements and chemical safety assessment
Chapter R.12: Use descriptor system

ECHA.EUROPA .EU 38
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EUROPEAN CHEMICALS AGENCY

Section 3.5 - use reporting by JS Lead

t Formulation

Edit the formulation

Formulation —{ | P
|Identi Local UUID [L-44915f3d—91c4-4f0a—b973—44fcc2d1343a ct Cat..| Technical f...|Su

Flags

Identified Use humber |2

Identified Use name Ilndustrial formulation

Brief description of use process

Tonnage of substance IlDO

Number of sites range
Environmental Release Category lv ERC 2: Formulation of preparations l >
w PROC 3: Use in closed batch process (synthesis or form

Process Category
E Add... ‘ PROC 5: Mixing or blending in batch processes for form

IE
PROC 9: Transfer of substance or preparation into smal

Product Category formulated |w PC 4: Anti-freeze and de-icing products
PC 35: Washing and cleaning products {including solve

Technical function of the substance during formulation | w Solvents
Anti-freezing agents

Substance supplied to that use in form of |vAs such

Exposure scenario reference in the CSR I QEs2

Use coverage in CSR ’Use covered by aJoint CSR vl

Remarks

[»]

| OK ] | [ Cancel l

ECHA.EUROPA.EY
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How to fill in a Substance dataset

e Creation of a new Substance dataset

e Sections 1.1 and 1.2
» Linking of a reference substance

e Section 3.5 on Life Cycle description
» Use reporting by ]S Lead

e Sections 4 -7
> How to create an endpoint study record

e Section 13
» How to attach a Chemical Safety Report

ECHA.EUROPA.EU
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Creation of endpoint study records

e JUCLID sections 4-13 are structurally different from
sections 0-3;

e In a new Substance dataset these sections contain no
data fields: endpoint study records must be created
by right-clicking on section symbol;

e Several endpoint study records, and one endpoint
summary can be created in each section.
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Creation of endpoint study records

& Navigation

& Section tree
\REACH Registration 100 - 1000 tonnes

14}_
i

0 Related Information
1 Ceneral Information
2 Classification & Labelling and PET assessment
3 Manufacture, use and exposure
4 Physical and chemical properties
5 Environmental fate and pathways
6 Ecotoxicological Information
Q 6.1 Aquatic toxicity
= g 6.1.1 Short-term toxicity to fish

- & Short-term toxicity to fish.001
----- ® 6.1.2 Long-term toxicity to fish
----- ® 6.1.3 Short-term toxicity to aquatic inver
----- % 6.1.4 Long-term toxicity to aquatic inver]
----- % 6.1.5 Toxicity to aquatic algae and cyano
----- ® 6.1.6 Toxicity to aquatic plants other tha
----- % 6.1.7 Toxicity to microorganisms
----- ® 6.1.8 Toxicity to other aquatic organisms
----- ® 6.2 Sediment toxicity
[+ % 6.3 Terrestrial toxicity
----- @ 6.4 Biological effects monitoring
----- ® 6.5 Biotransformation and kinetics
----- ® 6.6 Additional ecotoxicological information
[+ % 7 Toxicological information
[+ 8 Analytical methods
----- % 11 Guidance on safe use
----- 12 Literature search
----- ® 13 Assessment Reports

0w
mﬁﬂﬂ”ﬂﬂv

® Endpoint st

tail level

Lall fields v/

ecord: Short-term toxicity to fish.001

Administrative Data

(P

Purpose flag |

Q |E] [] robust study s

Data waiving |

RB

Justification for
data waiving

Study result type |

A

‘\l Study period I:

Reliability |

Al

Rationale for reliability
incl. deficiencies

Data source
Reference

Reference type| Author |

Year | Title

|Bih|iographic s..ITesting Iabora...l Report

[ Add... ] [ [ Edit...

| o J |

| [ % Move down ]

Data access

I

A=

3

Data protection claimed

A=

Cross-reference to same study

m___ D]

ECHA.EUROPA.EU
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How to fill in a Substance dataset

e Creation of a new Substance dataset

e Sections 1.1 and 1.2
» Linking of a reference substance

e Section 3.5 on Life Cycle description
> Use reporting by JS Lead

e Sections 4 - 7/
» How to create an endpoint study record

e Section 13
> How to attach a Chemical Safety Report

ECHA.EUROPA.EU
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Section 13 - how to attach a CSR

! Navigation

& Section tree

IREACH Registration 100 - 1000 tonnes

| £

[#- @ 0 Related Information
% 1 General Information

E}’ 3 Manufacture, use and exposure
E}’ 4 Physical and chemical properties
El’ 5 Environmental fate and pathways
E)’ 6 Ecotoxicological Information
E}’ 7 Toxicological information
@@ 8 Analytical methods
’ 11 Guidance on safe use
‘@ 12 Literature search
=@ 13 Assessment Reports

& CSR_partA

L @ CSR_pant§

[B’ 2 Classification & Labelling and PET assessment

ECHA.EUROPA.EU

@ Additional information: CSR_partA =8
Lallfields |
Administrative Data
| P

Type of report

|REACH Chemical safety report {CSR)

AT

Q|E]| Q

Remarks

Document

[ ¥ CSR_parta pdf / 2.68 M AR

Discussion

OIS B4R [ O QSO0 FFE0EDEE EE

[»]

Information = 8
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Creating and exporting a dossier

How to:

e Create a dossier

e Run the TCC plug-in @ e dossier
e Export the dossier
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Creation of a JS lead IUCLID dossier

e Starting point is a complete Substance dataset;
» all information required for ]S tonnage band

e Dossier is created from the Substance dataset:
> includes substance information
> administrative information needed in submission
» READ-ONLY, cannot be modified!

e The dossier is the document submitted to ECHA.

ECHA.EUROPA.EU
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Before creating the dossier...

e Verify correct Legal entity in IUCLID:

1. Dossier creation legal entity in IUCLID
2. Legal entity in section 1.1 of Substance dataset
3. Submitting company Legal entity in REACH-IT

REACH-IT

"ECHA

EUROPEAN CHEMICALS AGENCY

Home > Organization Information

e )

Pre-registration

JCompany Information Billing information Contacts Third party representatives
Pre-SIEF

General information

Party Name
Phase-in Information UuiD

Online dossiers You last connected on 20

Example Company 1

ECHA-493aef60-864e-48cd-b8d4-5cffae2c1c4dd

D-U-N-S number:
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Before creating the dossier...

e Check the Technical Completeness of the Substance:

1. Locate your Substance dataset
2. Right-click the Substance and select ‘Run TCC’
3. Select the appropriate dossier type in the wizard

" IUCLID 5.4.0
File Edit Go Window Help Plugins lﬁTechnicalcompletenesscheck

\ \ @ ‘ L1 Ll ‘ l ‘ Before you submit your information to ECHA, please ensure that you use the plug-in on the final dossier.
- Using the tool on the final dossier is vital for you to avoid failures.
=0
[ Query results T Folders |
| Query DS SR > Filter: |Show all v | with
. Section number l Section name Document name Failure description
, Acetone f acetone f acetone f [-CAS Name-] Section 1.2 Composition Section 1.2 is invalid or missing
+ bis{Z-methoxyethyljether / bis{Z-methoxyel
. ethanol / ethanol / ethanol f 64-17-5 f My ¢ Section 1.2 Composition, Degree of purity is not complete. At least one value and aj
Composition (1) uhit must be provided.
6 Exm‘ple subs msvrman ! Colvmmnnl ! athiannl ! 4l
. [7] open Enter
, formamide / Eu —? Section 3.2 Estimated Section 3.2 is invalid or missing
., heptaammoniu : Erint... quantities
. Export... 77
@ h dium 6,] * = /7 Consul - ) - .
exasodium A Create dossier 7 Section 3.2 Estimated As aminimum, the 'Year' and estimated total tonnage
+» Methanol / met, L: quantities, ('Manufactured' and/or 'Imported') must be provided. In
\ ocresol # ocred ¢ | Addto folder... Estimated rare cases where the tonnage fields could not be filled in,
: . ~| Generate CSR... Ty quantities {1) explanatory text must be provided in the field 'Remarks'.
o tetrasodium etl|
m Uy Section 4.7 Partition coefficient Section 4.7: one or several endpoint study record{s)
4 X Delete.. Delete e sn isfare not complete fvalid.
m—E—a < Back ] ‘ Mext= [[ Einish | ’ Cancel
ECHA.EUROPA.EU TCC result




CECHA

EUROPEAN CHEMICALS AGENCY

How to create a dossier

e |Locate your Substance dataset
e Right-click the Substance and select ‘Create dossier’

™ IUCLID 5.4.0
File Edit Go Window Help Plugins
COMIHE|ZE ||+ a|90 |0 @l s G B @I F/sarchsyuwo |

I 8! Navigation é Substance: Example substance / Ethanol / ethanol f ethanol / 64-17-5 FfEXam

CLE TS '?i Substance identification
uery

= Chemical name |Examp|e substance Q

Public name | /U

o« Acetone jacetone f acetone f [-CAS Name-]
« bis(2-methoxyethylyether / bis(2-methoxyet Legal entity flags ’ ]Il l

ethanol / ethanol / ethanol j 64-17-5 7 My ¢ i : )
- / / / /My Legal entity I # Example Company 1 / Example city / Finland Q I ‘ '.‘
Example sulszaomss L el t_lo al Lo # ||
i a4
o formamide [ﬁ] Open Enter Third nartw flans [ w ] v
I i D [ f i -
o hepraammo) # E7- .
& Export... .

« hexasodium

o Methanol / | LS

& Geresolijiog {4 Addtofolder..

Information

PO —— =] Generate CSR... Typel . Substance a
w

@ RUATEC uuiD |IUCS-c24406c8-5b0f-46fe-8fa9-310f8e6c24fe
ml 3 Delete.. Delete T -~

| | ¥ Example Company 1 / Example city / Finla v ul0060

ECHA.EUROPA.EU
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How to create a dossier

Select all Confidentiality and Regulatory purpose flags or clear checkboxes B

[ ) S e I eCt t h e CO rre Ct te m p | a te for properties for which the information shall not be included into the dossier

Dossier template: REACH Registration 100 - 1000 tonnes

» Template of JS tonnage band! Confidentialit
e Include all information

CBI - confidential business information
IP - intellectual property

no PA - not public available

Not confidential

Use restricted to selected regulatory programmes —
EU: BPD - Biocidal Products Directive 98/8/EC

EU: CLP - Classification, Labelling and Packaging

EU: PPP - Plant Protection Products Directive 917414 /EEC

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

CA: PCPA - Pest Control Products Act

[¥]JP: CSCL - Chemical Substances Control Law

QECD: HPVC - HPY Chemicals Programme

US: EPA HPYC - HPY Chemical Challenge Programme

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

US: TSCA - Toxic Substances Control Act

Data Submission Manual Part 4 - [ Any other
How to Pass Business Rule o reauttery purpose
Ve r|f|cat|0n (" Enfo rce Rules") MNote: 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

——————[ < Back H Mext =

ECHA.EUROPA.EU ' Select data protection flags
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How to create a dossier

F”I In CIOSSIEF header " Dossier, creation wizard

Enter additional administrative information concerning your dossier

i n fo rm a t i O n Dossier template: REACH Registration 100 - 1000 tonnes
Joint submission

Indicate here your own
tonnage band

Indicate which Type of submission
information you provide -

On beha If Of the mem bers Information provided by thé Icehad'or: bfehalf of the member(s)
Of the JS [] Guidance on safe use

[] Review by an assessor
Complete dossier creation

Name {given by user) |]S_LEAD_Ethanol

Dossier submission remark

[v] Joint submission

lea rd Tonnage band(s) of the lead registrant
Tonnage band [Between 100 to 1000 tonnes fyear - ]E]
On-site isolated intermediates l A IE]
tonnage band (REACH Article 17
Transported isolated intermediates l A IE]

tonnage band (REACH Article 18)

Specific submissions

Data Submission Manual Part 5 -
How to Complete a Technical | |

Dossier for Registrations and
.o . B—E—E—-0—8—-E0—kb—E ac ex -ance
PPORD NOtIflcatIOnS @ E.mersminEtratEeimg'mazn . . =k “ ke l m

ECHA.EUROPA.EU

[] The submission is an update
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Run the TCC plug-in once more - on your
dossier

Query results Right dic!( to
open options | OF¢

Query

[ open

= —
4 R=1000  Substance] Print...
2012-09-19 f Dossie & Export...

{4 Addtofold

4 R>1000 / Substance
2012-09-14 f FILTER

4 R_DU_REPORT / Subs [} Disseminate
2012-09-14 / jnlkld | |51 Calculate Fee...

(4 R_L-10_STD / Substz 8¢ pajere.
2011-02-07 / REACH Y,

Delete

L1}

ECHA.EUROPA.EU
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e Correct the
missing /
incomplete
data in the
substance
dataset

e Create a
dossier again

» Dossier can
NOT be
modified

ECHA.EUROPA.EU

What if there are BR / TCC failures?

" Technical completeness check @

Before you submit your information to ECHA, please ensure that you use the plug-in on the final dossier. Using the tool on the final -
dossier is vital for you to avoid failures. N,

L INRE D W 2 Filter: [Showall

Section number l
Section 13

Failure description l Type l

Section 13 is invalid or missing. A CSR or a justification @?3 TCC failure sl
for not providing a CSR must be included.

- In order to submit a CSR, one must select 'REACH
Chemical safety report {(CSR)' in the field 'Type of report’
and attach the CSR in the field 'Document’.

- In order to submit a justification for not providing a
CSR, one must select '/REACH Chemical safety report
(CSR)' in the field 'Type of report' and provide the
justification for not providing the CSR either in the field
‘Remarks' or in the field 'Discussion’.

- If you are providing another type of assessment report
in addition to a CSR, you must make a selection in 'Type
of report' and attach the report in the field 'Document’, or
include text in the field 'Remarks’ or in the field
‘Discussion'.

Section name Document name
Assessment

Reports

Classification and Failure in Business Rule BROS4

Labelling

Section 2 [ BR failure

Classification and
Labelling

Section 2 You have provided the C&L information in an incorrect
format. Please respect the deadlines concerning the
submission of C&L information according to DSD and

CHS format.

[4% BRfailure

Section 1.1 Identification Failure in Business Rule BROS0 [ BR failure

Section 1.1 Identification The substance is specified as a mono-constituent in
section 1.1. The first composition block of section 1.2 is
expected to contain a single reference substance that has
the same UUID than the reference substance of section
1.1. Note: The UUID of the reference substances is

indicated in the 'Information’ pane of IUCLID 5.

TCC engine version: Business rules version: Completeness rules version: Substance identity rules version:

[ BR failure

—— ﬂ Einish ][ Cancel ]
TCC result
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e Give a name to the export file
e Export the file e.g on your desktop

| 'ﬁ Export assistant

1 select the folder and specify the name of the export file
| As appropriate, select the checkbox for Modification History @

| exclusion, for Copy-protect and/or Seal

O M| HE | ZQ|s

Right click to
open options  pjoace

dossier information has been collected in the background
Depending on the dossier and i ake

I Note: the finish button is enabled when afile hame has been entered and all

Quer I [ZI
|DossierA
| Look In: [[:] Desktop vJ

[] Export without modifid

& Select the destination for the export file

Specify the export file:

Remarks: ) My Documents ) My Computer
4 R=1000 / Substance: ethar g E— <& ID
2012-09-19 / Dossier B |l Export... | . .
{a Add to folder ! File Name: |DOSS|erA |
B g ) oastance: &% RunTCC.. Files ofIype:[.iSz IUCLID 5 data exchange container v]

2012-09-19 / Dossier C

m Disseminate
OK “ Cancel J

4 R=1000 / Substance: [unn|
2012-09-14 / FILTERED_jr| [ Calculate Fee..

4 R_1-10_STD / Substance: ¢ i Delete... Delete
2N11-N2-N7 { RFACH ReniSYFATIAR T = TITYARTT

Scanning document dependencies {3): I Complete I

— I < Back ][ Mext = H Finish ][ Cancel J

Enter file hame

ECHA.EUROPA.EU
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