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Outline

e What is the Substance dataset
e Main IUCLID 5 sections

e How to fill in the Substance dataset

e Sections 1.1 and 1.2
e Linking of a reference substance

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

e Section 13
e How to attach a Report

e Creating and exporting a dossier
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What is the substance dataset
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What is a substance dataset

« Central core of information in IUCLID

« It contains all data related to a chemical
substance (chemical identity and all required and
available endpoint study summaries)

« Repository of data, which is used as a basis to
create a registration Dossier

18 June 2013 echa.europa.eu
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Substance dataset, sections 0-3

A root element - Main entity

e It carries the information : :
on all Legal entity(-ies) and Sectionﬁ{

£, 0.2 Categories
Reference substance(s) related )
to the Substance. 8 o

e b Sectont

When a Substance dataset is exported

9 Product ahd process oriented res .-O‘

or a Dossier is created out of it, Section 2 { BT .
everything Connected to the root = f :Imgn:xtz-cture..uiean:le>|:u:sute -
element is always included. 3 s2sms s

| 4 3.1 Tae hnological process
[ 3.4 Form in the supply chain .
| 3.5 Identified uses and exposure scer >- SECtlﬂn 3
[ 3.6 Uses advised against
|| 3.7 Waste from production and use
Y 3.8 Exposure estimates

|| 3.9 Biocidal information

310 Application far autharisation of |

-

18 June 2013 echa.europa.eu 5
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Substance dataset, sections 4-14

Multiple endpoint elements

e Endpoint Sections 4 - 14 are
the containers for Endpoint
study records and Endpoint
summary records.

Every Endpoint record always
belongs to a Substance dataset.
e Every Endpoint section can
have multiple Endpoint study
records and one Endpoint
summary

18 June 2013 echa.europa.eu

J& 4 Physical and chemical properties
{* 5 Environmental fate and pathways
J& b Ecotoxicological Information
J& 7 Toxicological information

----- T 8 Analytical methods

J& 9 Residues in food and feedingstuffs
J& 10 Effectiveness against target organisms:
{* 11 Cuidance on safe use
- 12 Literature search

J& 13 Assessment Reports
- T 14 Request for Information
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How to select a template

e Click on the black
arrow

e Select the appropriate
template

18 June 2013

Query results | @& Section tree |
Complete

=

<

&
&

.

Bewe

&

# ' 9Residues infood and feedingstuff<fCLP Regulation - CLH dossier
# '$ 10 Effectiveness against target orgafEndpoints information

® 0 Related Information

¥ 1 Ceneral Information

' 2 Classification and Labelling
3 Manufacture, use and exposure
® 4 Prysical and chemical properties
¥ 5 Environmental fate and pathways
® 6 Ecotoxicological Information

® 7 Toxicological information

© 8 Analyticsl methods

¥ 11 Cuidance on safe use
® 12 Literature search

© 13 Assessment Reports
' 14 Request for Information

echa.europa.eu

Sllsll A substance: Test Substance / ChV/test / Helsinkd / Finland

e identification

Test Substance

m Select an iten EI

Complete
Biocides - Active Ingredients
Biocides - Siocidal products
Blocides - Substances of concern
CLP alternative name request
CLP notification

OECD harmonised templates

QECD SIDS

REACH Annex XV - Restriction

REACH Annex XV - SVHC

REACH Application for authonisation

REACH Downstream user report

REACH Inquiry

JREACH Notification of substance in article

REACH PPORD

REACH Registration 1 - 10 tonnes, physicochemical reguirements
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 izolated intermediates above 1000 tonnes
REACH Substance Evaluation

oK l Cancel |




How to fill in the substance dataset




EEEEEEEEEEEEEEEEEEEEEEE

How to fill in a Substance dataset

e Creation of a new Substance dataset

18 June 2013 echa.europa.eu
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Creation of a new Substance dataset

File Edit Go Window Help Plugins

yiooIsand adminisiratior
0 Set name

-~ ‘
db Usermanagement, Role management V

—

s

18 June 2013 echa.europa.eu
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Creation of a new Substance dataset

p21UCHD S5O 7
File Edit Go Window Help Plugins

COMM HE | ZRE ||+ B |90 | D@ < fi B & B [search by UUID)

Create a new substance

N

Chemical name |Example substance

IVERIGNES

| B-a ( < Back “._ﬂex'tb J( Finish ][ Cancel J

[ Set name

-~ s ; ere 5
——— - — s 5
T — s

Create a new substance

TiooIsandadminsanor

> Legal entity [ Oy / Helsinki / Finland ~|

p

-

Usermanagement, Role management V

—B < Back l Next > I Einish I Cancel

Set legal entity

Plugins

18 June 2013 echa.europa.eu
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Creation of a new Substance

- —

E_.' IUCLID 5.5.0 - Example substance / Oy / Helsinki / Finland

File Edit GCo Window Help Plugins

COoOM AR | Z@A|la(+B 0 |[DA @ < G B & B

T Mavigation

i Section tree

REACH Registration 100 - 1000 tonnes @ |E

£ |=

(- 0 Related Information

i % 1 General Information

¢ % 2 Classification & Labelling and PET assessment
i 3 Manufacture, use and exposure
i % 4 Physical and chemical properties
t-- %k 5 Environmental fate and pathways
i % 6 Ecotoxicological Information
}"! 7 Toxicalogical infarmation

g 8 Analytical methods

- % 11 Guidance on safe use

- 12 Literature search

%k 13 Assessment Reports

- - -

|search by LUID)

Helsinki / Finland

Substance identification

Chemical name |Examp|e substance

Public name |

Legal entity flags l F

Legal entity

i# Oy / Helsinki / Finland

Third party flags l F

Third party |

3>

Role in the supply chain

Role flags l F

Role: [ | Manufacturer [ |Importer [ | Only representative

[] Downstream user

Reference substance

Reference substance flags ’ F

l

>

Information

Type of substance
Compaosition | ‘§|E" '“‘h|
Origin | "‘%|E“ ‘-‘%|
Other names
| Flags | Mame Type | Mame | Country | Remarks | | E
Infarmation =0

|| 0y / Helsinki / Finlan ~

User 1

18 June 2013
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Creation of a new Substance dataset

File Edit Go Window Help Plugins

COMR HE |ZE |S |+B0|92968 |0 @ =

y ' Substance identification

| PEACH Regittrwicn 100 - 1090 1ennes
e

[Exmpe svm-n e

0 Pswes Iforminon

B 1 Cenerdd Ifoemmnen

B 2 Cliacascn & Labring wd FIT asseasenent
B 3 Mansfactors, use and epIzers
-
-
-

IRVERIOIES

4 Priysicd and chemicel proganies
5 Erwironmental fiee and pathny s
§ ECotonomogical Wi ann

B 7 Yasicakagicd informmien
W 3 Anuyecal mathads
L 13 Cusdnce on Tafe use
LW 13 Uteries search
W 13 Assessmen Regos

Mscomwe| A
Legy enemy fgs | 1® J
Lol ooy [ g Oy { Hessim / Fiovund <)z
Thrdpayrage| B -
Mo [ SpixE

Roke in the supply chwin
Asletug: | 1 J

Fote T TMaufactors [ Jwmporter ] Onky

Reforence substance
Feference subsance ags | I

Type of subs

echa.europa.eu
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Creation of a new Substance dataset

|'\

. :
§.2 IUCLID 5.5.0 - Example substance / Qy / Helsinki / Finland (=[E] = |

File Edit GCo Window Help Plugins
COMER  BE | &+ E | @M | B @He = B B E |(search by UUID) | @

nee: Example substance f Oy f Helsinki § Finland

Substance identification

Complete —
= ° 'J Chemical name |Examp|e substance Q, ||L|
& 0 Related Information I G | L"|
-8 1 General Information Legal entity flags [ ™ ]
[}--ﬂ 2 Classification & Labelling and PET asses X = - —
[ 3 Manufacture, use and exposure u - |@ |L|
- 4 Physical and chemical properties ]
[ 5 Environmental fate and pathways - \ e
[ 6 Ecotoxicological Information REACH PPORD = Y ||2||g”g|
- 7 Toxicological information REACH Registratio1 - 10 tonnes, physicochemical requirements

- @ 8 Analytical methods "|REACH Registration I% 10 tonnes, standard requirements
- 9 Residues in food and feedingstuffs REACH Registration 10+ 100 tonnes ]
[+ % 10 Effectiveness against target organism

%@ 11 Guidance on safe use REACH Registration above 1000 tonnes Downstream user

@ 12 Literature search REACH Registration member of a joint submission - general case

T 13 Assessment Reports |REACH Registration member of a joint submission - intermediates i
- 14 Information requirements [

| 0K | ’ Cancel ]

2[>)x#

Type of substance

Compasition | @ ||V|| ‘7\|

Qrigin | &, ||V|| ‘7\|

Other names

| Flags NameTypel Mame | Country | Remarks | |

-
Information —

. [

| [3! Oy / Helsinki / Finlan = User 1 | ; @

18 June 2013 echa.europa.eu
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Creatic_m of a new Substance dataset

-
'—_' IUCLID 5.5.0 - Example substance / Oy / Helsinki / Finland

=)

File Edit GCo Window Help Plugins

COMBEHE | BQ|s|4 @

@ Section tree
REACH Registration 100 - 1000 tannes S ”ﬂ

o

=

&

- 0 Related Information

Q‘ 1 General Infarmation
- [ 1.1 1dentification

%7 1.2 Composition

[ 1.3 1dentifiers

?j 1.4 Analytical information

D 1.5 Jaint submission

D 1.6 Sponsors

D 1.7 Suppliers

-[] 1.8 Recipients

3* 2 Classification & Labelling and PET assessment

t-- % 3 Manufacture, use and expasure

t- % 4 Physical and chemical properties

—3---g= S Environmental fate and pathways

- 5.1 Stability

; - 5.1.1 Phototransformation in air

% 5.1.2 Hydrolysis

-9 5.1.3 Phototransformation in water

- 5.1.4 Phototransformation in soil

i %k 5 2 Biodegradation

H-- %% 5.3 Bioaccumulation

}Q. 5.4 Transport and distribution

- 5.5 Environmental data

- 5.6 Additional information on environmental fate and behav

&% & Ecotoxicological Information

[ % 7 Toxicological information

- 8 Analytical methods

* 11 Guidance on safe use

Bl

i

|(Search by UUID)

K-

=8

Substance identification

Chemical name |Examp|e substance

cﬁ“.

Public name |

"

Legal entity flags [ F

Legal entity

“# Oy J Helsinki / Finland

%|@|

Third party flags [ F

Third party |

3> ][]

Role in the supply chain

Role flags [ F

Role: | | Manufacturer | |Imparter [ | Only representative | | Downstream us
Reference substance
Reference substance flags [ F
2][>)[x]-
Type of substance
Composition | ‘%HEH q
Origin | ‘%”EH L

Other names

Infarmation

i Information

| [EE Oy [/ Helsinki / Finlan =

User 1

18 June 2013
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Creation of a new Substance dataset

Biocides - Active ingredients M(E]
» i3

avigation = EI

=@ 0 Related Information
{3 0.1 Templates
& 0.2 Categories
“ oy 0.3 Mixtures
= 1 General Information
- [] 11 Identification
: fj 1.2 Composition
[T 1.3 Identifiers
?] 1.4 Analytical information
[T 1.5 Joint submission

~[7) 1.6 Sponsors
%7 1.7 Suppliers

-[7] 1.8 Recipients
= g 2 Classification & Labelling and PBT assessment

£ 21 GHS
¥ 2.2 DSD - DPD
% 2.3 PBT assessment
= Q 3 Manufacture, use and exposure

?] 3.1 Technological process
~[7] 3.2 Estimated quantities

7 3.3sites
& Q 3.7 Exposure Scenarios, exposure and risk a
’ 3.7.1 Exposure scenarios and local asses
- ?] 3.7.2 Environmental assessment for agg
4 ﬂ 3.8 Biocidal information
% 4 Physical and chemical properties
£ % 5 Environmental fate and pathways
3'"“ 6 Ecotoxicological Information
#- % 7 Toxicological information

% 3 Analytical methods
- 9 Residues in food and feedingstuffs
& Q 10 Effectiveness against target organisms

~..%% 10.1 Effectiveness against target organisms

- %% 11 Guidance on safe use

@ 12 Literature search

% 13 Assessment Reports

e

—
)

18 June 2013

hafb / Mi entidad legal / Helsinki / Finland

Substance identification

Chemical name |Tg5!hhgfb

Public name I

Legal entity flags [ »

Legal entity I i Mi entidad legal / Helsinki / Finland

Third party flags [ w

Third party I

Role in the supply chain

Role flags [ P

Role: [ | Manufacturer [ |Importer [ | Only representative [ | Downstream user

Reference substance

Reference substance flags l

J

3>]%&

Type of substance

Composition I Q ”ql &I
Origin l Q ”;“ “l
Other names
Flags & l NameType] Name Country Remarks I
[ Ead. || BHear. | | =
= —

Information [

Type | « Substance Q

uuID IIUCS—288e9265-1828-4e09-97d2~af35317aa2b: % I
Dossier UUID [0 1]

| | Sealed | | Copy protected | | Subset of original

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
e Linking of a reference substance

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

e Section 13
e How to attach a Report

e Creating and exporting a dossier

18 June 2013 echa.europa.eu
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Sections 1.1 and 1.2 - Reference substance

File Edit ©Co Window Help Plugins
COM ERIZR|S]|+ | |

W Mavigation = B8

rQuew results rFolders rﬁ Section tree |

REACH Registration 100 - 1000 tonnes . |:|
e |~

- 0 Related Information

L‘—}Q_ 1 Ceneral Information

Sl 1.1 1dentification  se——
----- [ 1.2 Composition  g— 0o
[ 1.3 Identifiers

[ 1.4 Analptical information +——
~-[ 1.5 Jaint submission

> ----- [ 1.6 sponsars

0 1.7 supplirs Data Submission Manual Part 18 - How

e D 1.8 Recipients

B e e ssessment to report the substance identity in
[+ %% 4 Physical and chemical properties . .
& 5 vionmerta fate and pathvay: IUCLID 5 for registration under REACH

- 5.1 Stability
>'ﬁ 5.1.1 Phototransformation in air
i--% 5.1.2 Hydrolysis

L = mrovamnamion ot Guidance for identification and naming
%% 5 2 Biodegradation

?% 5.3 Bioaccumulation Of su bsta n Ces u nd er REACH a nd CLP

[

i % 5.4 Transport and distribution

i - 5.5 Environmental data

----- '& 5.6 Additional information on environmental fate and behaviou
[ %% 6 Ecotoxicological Information

[ %% 7 Toxicological information

- @ 8 Analytical methods

- %% 11 Guidance on safe use

- 12 Literature search

- % 13 Assessment Reports

18 June 2013 echa.europa.eu 18
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Sections 1.1 and 1.2 - Reference substance

p
;_. IUCUD 5.5.0 - Example substance / Oy / Helsinki / Finland

File Edit ©Co Window Help Plugins

coplHR|[Z[RIz+®

T Mavigation

i Section tree

REACH Registration 100 - 1000 tonnes

-
3P

- 0 Related Infarmation

EH-# 1 General Information

- L] 1.2 Composition
[ 1.3 1dentifiers

Fj 1.4 Analytical information

D 1.5 Joint submission

D 1.6 Sponsors

D 1.7 Suppliers

D 1.8 Recipients

[ % 2 Classification & Labelling and PET assessment
[ % 3 Manufacture, use and exposure

&% 4 Physical and chemical properties

t—}--g; S Environmental fate and pathways

- 5.1 Stahility

% 5.1.1 Phototransformation in air

% 517 Hydrolysis

@ 5.1.3 Phototransfarmation in water

@ 5.1.4 Phototransformation in soil

G- %% 5.2 Biodegradation

[#- % 5.3 Bioaccumulation

E

E

i % 5.4 Transport and distribution
i 5.5 Environmental data

[+ %% 6 Ecotoxicological Information
%% 7 Toxicological information
T B Analytical methods
- %% 11 Guidance on safe use

- 5.6 Additional information on environmental fate

(Search by UUID)

Substance identification

Chemical name |Examp|e substance

Public name |

Legal entity flags ’ F

Legal entity | 4 Oy / Helsinki / Finland

Third party flags ’ PJ

Third party |

Role in the supply chain

Role flags ’ F

Role: [ |Manufacturer [ |Importer [ | Only representative [ | Downstream user
| Reference substance I
Reference substance flags I F ]
| 2> od[]
Type of substance
Composition | ‘%|B| ‘fk|
arigin | ‘§|B| ‘%|
Other names
| Flags | Name Type | Mame | Country | Remarks | |

Information

Information

| [ oy / Helsinki / Finlan ~|

User 1

18 June 2013
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Sections 1.1 and 1.2 - Reference substance

-
'—: IUCLD 5.5.0 - Example substance / Oy / Helsinki / Finland

ESREEE)

File Edit Co Window Help Plugins

oM HRIZE|S|+ @

D o | @8 s I fH B @&

ﬁ Section tree

|REACH Registration 100 - 1000 tonnes

=
|3f

B 0 Related Information
= @ 1 Ceneral Information
~-[ 1.1 Identification
B 1.2 Composition
L] 1.3 Identifiers
D 1.4 Analytical information
D 1.5 Joint submission
[ 1.6 sponsars
D 1.7 Suppliers
[ 1.8 Recipients
%% 2 Classification & Labelling and PET assessment
G- % 3 Manufacture, use and expasure
G- %% 4 Physical and chemical properties
E}--_! 5 Environmental fate and pathways
£
£

t- % & Ecotoxicological Information
-5 7 Toxicological information

----- B E Analytical methods

----- % 11 Cuidance on safe use

----- 12 Literature search

----- % 13 Assessment Reports

Information

(Search by LUID) | g
v / Helsinki / Finland =8
S |D Substance composition
a, [+
K ¥ ad
Example composition ® 4 3 d| X
| MName | Example composition ‘§|
Erief description | ‘%|
Compaosition 1D |L—?ad3cfdd—e26?—400&—8e48—?f5893c26bda ‘%|
Degree of purity
ki ]
BE | (<o) oo ] (ko -
Constituents
ca. 99.9 % (wiw
[P
| Reference substancei
T\,rpicalconcentration[ca. v] |99.9 | [%nw,ma v]
Concentration range[> V] |99 | [ﬁ V] |10CI | [%wm V]
Remarks | “s|
-
=0

| [ # Oy / Helsinki / Finlan = |

User 1

18 June 2013
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Linking an existing Reference substance
(£2 Query =)

Reference substance name |Ethan*

CAS number (EC inventory, CAS Information and Related CAS Information) |

CAS number (EC Inventory) |

EC name |

EC number |

CAS number |

CAS name |

IUPAC name |

Synonyms |

SMILES notation |

Molecular formula |

InChl |
[] show only active values Sear
MName | (W]9]]n} | Remarks Last modification |
‘.EI ethanethiol / ... ECBS5-778feb3c-9.. 2007-05-10
ethanol / ethan
!?I ethanediylide... ECBS-b27380d0-... 2007-05-10
[ ethane / etha.. ECB5-e0251c27-d... 2007-05-10

Mumber of results: 4/4

[ New I Assign —I Close

18 June 2013 echa.europa.eu
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Creating a new Reference substance

"€ Query

Find the reference substance

Reference substance name

CAS number (EC Inventory) |

EC name

CAS number

CAS name

IUPAC name

EC number _ 1 Reference substance assistant

Create a new reference substance

S

SYnanyms
SMILES notation

Malecular formula

I

Inizhl

Reference substance name |Ethano|

Active reference substance

L Finizh Il Cancel

Mumber of rezults:

ey | | Azzign | | Cloze |

18 June 2013

echa.europa.eu

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

=home.documentation&type=public
#usermanual

22
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Sections 1.1 and 1.2 - Reference substance

-
p * IUCLID 5.5.0 - Example substance / Oy / Helsinki / Finland

Eile Edit Lo Window Help Plugins

SO MM RAR|EZ @]

é Section tree

REACH Registration 100 - 1000 tonnes & E]

S

| -

Substance composition

{Search by UUID)

%@ 0 Related Information

= 1 General Information

[ 1.1 Identification

D 1 mpos ition

[ 1.3 1dentifiers

D 1.4 Analytical information
D 1.5 Joint submission

D 1.6 sponsors

D 1.7 Suppliers

D 1.8 Recipients

. 3 Manufacture, use and exposure
W 4 Physical and chemical properties
. 5 Environmental fate and pathways
% 5 Ecotoxicological Information

% 7 Toxicological information

B 8 Analytical methods

% 11 Guidance on safe use

----- B 12 Literature search

----- W 13 Assessment Reports

Pl i =]
L2 =)

- %% 2 Classification & Labelling and PBT asses

Brief description |

Degree of purity

Example composition

Mame |Exam ple composition

Composition ID |L—7adBcfdd—e267—400&—8&48—7f5893c26bda

=

> <) [

| (= <) [0 | [vouw =

Constituents

¥ & 4

ca. 99.9 % (w/w) ethanol / ethanol / 684-17-5

R - kX

]

]

Referance substance [ [ff ethanol / ethanal / 64-17-5 N |[§]@|E|
EC number EC name ]
[200-578-5 A |
CAS number CAS name
[62-17-5 a] | ]
IUPAC name
|ethano| 'w|

Typical concentration [ca. '] |SS.S | [% wwh ']

Concentration range[> V] |99 | [< V] |100

| [26 crwy =

Remarks |

¥ & oAk XK

Impurities

¥ 2 @

Additives

¥ 2 @

| |4 oy / Helsinki / Fintan > | User 1

18 June 2013

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

e Linking of a reference substance

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

e Section 13
e How to attach a Report

e Creating and exporting a dossier

18 June 2013 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.

18 June 2013 echa.europa.eu 25
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Creation of endpoint study records

et

18 June 2013

Mavigation

rmm |/|:|IIIIEI'S r@ Section tree |
REACH Registration 100 - 1000 tonnes

i
3l

- 0 Pelated Information

-% 1 Ceneral Information

-%@ 2 Classification & Labelling and PET assessment
- 3 Manufacture, use and exposure

-%@ 4 Physical and chemical properties

-% 5 Ervironmental fate and pathways

Q_ & Ecotoxicalogical Information

-4 6.1 Aquatic toxicity
o8 35.1.1 Short-term toxicity to fish

-9 612 Long-term t Mew endpaint summary...
-~ T 513 Short-term 1|3
% 514 Long-term t
- %@ .15 Toxicity to al,

i Mewendpoint study recaor

- 6.1.6 Toxicity to aquatic plants ather than algae
-5 § 1 7 Toxicity to microorganisms

-G 6.1.8 Toxicity to other agquatic organisms
ﬁ 6.2 Sediment toxicity

E}--'ﬂ 5.3 Terrestrial toxicity

- 5.4 Biological effects monitaring

- 5.5 Biotransformation and kinetics

- 6.6 Additional ecotoxicological information
% 7 Toxicological information

¥ 8 Analytical methods

% 11 Cuidance on safe use

B 12 Literature search

T 13 Assessment Reports

echa.europa.eu
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Creation of endpoint study records

@ Section tree

|REACH Registration 100 - 1000 tonnes
) K

[#- 0 Related Information

8 1 Ceneral Information

8 7 Classification & Labelling and PET assessment
'8 3 Manufacture, use and exposure

B 4 Physical and chemical properties
! 5 Environmental fate and pathways
E}Q 6 Ecotoxicological Infarmation
=@ 6.1 Aquatic toxicity

% 5,11 Short-term toxicity to fish
E}Q 6.1.2 Lohg-term toxicity to fish
| 2 Long-term toxicity to fish.001
----- % 7.1.3 Short-term toxicity to aquatic invertebrates
----- % 5.1.4 Long-term toxicity to aguatic invertebrates
----- l 6.1.5 Toxicity to aquatic algae and cyanobacteria
----- B 6.1.6 Toxicity to aquatic plants other than algae
----- % 6.1.7 Toxicity to microorganisms
----- B 6.1.8 Toxicity to other aquatic organisms
----- ® 6.2 Sediment toxicity
% 6.3 Terrestrial toxicity
----- B 6.4 Biological effects monitoring
----- B 6.5 Biotransformation and kinetics
----- ﬂ 6.6 Additional ecotoxicological information
[t-%®& 7 Toxicological informatian
----- B 8 Analytical methods
----- B 11 Cuidance on safe use
----- B 12 Literature search
----- % 13 Assessment Reparts

18 June 2013

allfields v

Administrative Data

P

Purpose flag |

Q ”ﬂ [ ] robust study summary [ ] used for classification [ | usedf

Data waiving |

I+

Justification far
data waiving

Study result type |

Q |H| ":\\| Study period

Relability |

A

Rationale for reliability
incl. deficiencies

Data source
Reference

Reference type| Author

| Year | Title

|Bib|iographic s..|Te5tingIabora...| Report no. |Dmercompanv1[ompany stud...| Report

| Hag. || Wese || @ el

| | d#Moveup || #Movedown | l ig Select H 8 Insert |

Data access

Al

4]

Data protection claimed

Al

Cross-reference to same study

echa.europa.eu
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Creation of endpoint study records

[REACH Registration 100 - 1000 tonnes 3, |B

= =
=,

= 8

|k

%@ 0 Related Information

- 1 General Information

% 2 Classification & Labelling and PET assessment

- 3 Manufacture, use and exposure

- 4 Physical and chemical properties

% S Frvironmental fate and pathways

'Q._ o Ecotowxicological Information

E}Q._ 5.1 Aquatic taxicity

i L..% 511 Short-term toxicity to fish

6.1.2 Long-term toxicity to fish

T TTTPEEEEEEEEEE pr—

.'! Mew endpoint study record : : _— — u
Create a new endpoint study record

The endpoint study record will be referenced by its name
Confirm the default name given below or change it with a name of your chaice

088888

Endpoint record name |[MsTEadda e

II Ok I [ Cancel

----- W 11 Cuidance on safe use
----- T 12 Literature search
----- B 13 Assessment Reporis

18 June 2013 echa.europa.eu
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Creation of endpoint study records

= B
|REACH Registration 100 - 1000 tonnes 3, |E
E -~

=

E-- & 0 Related Infarmation
% 1 Ceneral Information
!. 2 Classification & Labelling and PET assessment
'!. 3 Manufacture, use and exposure
% 4 Physical and chemical properties
!. 5 Environmental fate and pathways
E}Q._ 6 Ecotoxicological Information
E}Q; 6.1 Aquatic toxicity
----- % 5.1.1 Short-term toxicity to fish
6.1.2 Long-term toxicity to fish

grtehrates

""" % .14 Endpoint study record i s u

Save current item with the created endpoint study record?
Please note: changes are irreversible

- 6.3 Terr

Save ] ’ Cancel

[+ %% 7 Toxicological information
----- B 5 Analytical methods

----- % 11 Cuidance on safe use

----- B 12 Literature search

----- % 13 Assessment Repaorts

18 June 2013 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

e Linking of a reference substance

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

e Section 13
e How to attach a Report

e Creating and exporting a dossier

18 June 2013 echa.europa.eu
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Section 13 - how to attach a Report

=g

( Query results r Folders r ﬁf Section tree |
REACH Registration 100 - 1000 tonnes _ E]

|-n |v

-

/-G 0 Related Information

t- % 1 General Infarmatian

}--Q Z Classification & Labelling and PET assessment
t- % 3 Manufacture, use and exposure

t- % 4 Physical and chemical properties

t- % 5 Environmental fate and pathways

i & Ecotoxicological Information

t

t

~-%% 7 Toxicalagical infarmation
- § Analytical methods

- %% 11 Guidance on safe use

- @ 1Z Literature search

[ TN o WO WO = O e OO0 WO =r TN v O

1 New endpoint study record

Create a newendpoint study record

The endpoint study record will be referenced by its name
Canfirm the default name given below or change it with a hame of your choice

X

Endpoint record name |CER_full

| (

Cancel

18 June 2013

echa.europa.eu
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Section 13 - how to attach a Report

% Section tree

&% 1 General Information

& 7 Classification & Labelling and PET assessment
i B 3 Manufacture, use and exposure
% 4 Physical and chemical properties
% S Environmental fate and pathways
W 5 Ecotoxicological Information

B 7 Toxicological information

F- 8 & Analytical methods

% 11 Cuidance on safe use

L@ 12 Literature search

E?g 13 Assessment Reports

fe @ CSR_full

|REACH Regiztration 100 - 1000 tonnes -, E]
E ~
B 0 Related Information

sdditional inform atian:

Administrative Data
| P

Type of report

|REACH Chemical zafety report (CSR)

%|B| Y

M Pick list

Select awvalue

Remarks

Crocument

| W CSR_full.pdf / 4.33 MB

e

Discussion
CLP Regulation - CLH dozsier
D l]:j I '-":‘ I @ +* L_ljl W REACH Annex 3 - Restriction
'][[E\QEHCY’ FE REACH Annex =W - SWHC

IRE&CH Chemical zafety repart {C5R) [
REACH Substance evaluation report
OECD 5ID5 Inital asseszment repart (SIARD
Lafety data sheet (SD5)

|[Norm al

Cancel

Informatiomn

18 June 2013

echa.europa.eu
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Creating and exporting a dossier

How to:

e Create a dossier
e Run the TCC plug-in ¢
e Export the dossier

e dossier
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Creation of a IUCLID dossier

e Starting point is a complete Substance dataset;
e all information required for REQUIRED TEMPLATE

e Dossier is created from the Substance dataset:
e includes substance information

e administrative information needed in submission
e READ-ONLY, cannot be modified!

e The dossier is the document submitted to ECHA.

| | _\
o/ and L

18 June 2013 echa.europa.eu 34
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Before creating the dossier...

o 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

er |l

Jl:ompany Information Billing information J Contacts J Third party representatives
Pre-registration

Pre-SIEF General information
T AEE TS You last connected on 20 Party Mame

Example Company 1

e UuiD ECHA-493aef60-864e-48cd-b8d4-5cffae2c1cdd

D-U-N-5 number:

35
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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

File  Edit Go window Help  Plugins

P O | HRBR|Z | 5 | 4 |0 @ @ = &1 B @ E |Searchbyuun
s
1545
Legal entity [ Legal entity site
Create and update company forganisation related information - Create and update legal entity sites
Mews Update Mews Update
Substance _r—‘ Mixture
¢ Create and update substance related infarmatiaon Wi Create and update mixture related infarmation
~ ke
'\!_.} Mewg(Update ‘.’ Mewy, Update
= Template Category
@ Create and update template related infarmation - Create and update category related infarmation
Mews Update Mews Update
I Dossier
r YWiew dossier data
_} Wiews Compatre —
w
4 L] |
@

18 June 2

| | i Example Company 1 / Example city / FinIaV| ul0060 | ,;
—_—
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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

File  Edit Go  Window Help  Plugins
OO AlHE|Z | 5 | 4 o | |0 B @l e | f | B @ E searcnbyuun
i Mavigation = & Substance: Example substance ¢ Ethanal f ethanal f ethano =8
Query results Folders = = -
[ I | Substance identification
| Query | :
= | Chemical hame |Examp|e substance | o
£
w0 Acetone facetone f acetone f [-CAS Name-] FUEIE mame | - |
o bis{2-methoxyethyliether f bis{2-methoxyet Legal entity flags | w |
ethanaol f ethanol § ethanol f 64-17-5 7 My ¢ . _—
- / / / /My Legal entity | o Example Company 1/ Example city / Finland ! ||)| i
& Example substeeest —
. -
., formamide / EL |.T_j Open Eriter Third narte flans | L1} |
., heptaammoniu ‘: Erint... i Information =8
« hexasodium &,] - ERRS ﬁ Canzultation r% Attachments r Annatations rfﬁ Walidation |
) Methanal / met [ Create dossier... [£] Information r I Modification history r L Access |
{a Addtofolder..
w ocresol focres *° - | T |
2 Ype ubstance d,
o tetrasadium et = Lenerate CSR.. —
m Ui |IUCS--:244DECB-5hElf-46fe-8f39-310f8e6c24fe d, |
1 : I ] i
x Delete... Delete Bocclan 000 00 16D -
) 1 -
18 June 32 | | Example Company 1 / Example city / Finla v | u10060 I A3 PS
———————————————————————————
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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

‘ Technical completeness check

x)

File Edit Co  Window Help  Plugins The information requested in this step iz needed far the correct execution of certain TCC and business
rules. N
o,
=8
Query results | Falders Subst Joint Submission
Query () Mo (3) Yes
- Role in the Joint submission
Acetone facetone facetone f [-CAS Name-] ,:::::, Member of ajoint submission
biz{2-methoxyethylether f biz{2-methoxyel Lo
(#) Lead registrant of a joint submizsion
ethanal ¢ ethanol f ethanaol f 64-17-5 f My C i . o o _
The lead registrant should select here belowthe dossier type that refers to the joint submission dossier.
formamide [ ELI Dpen Enter T In general only one dassier type must be selected, either in the picklist "Registration dassier” or in the picklist
| i2a Print... “Intermediate”. In exceptional case where the registrant would like to submit 2 combined dossier which would cover a
heptaamm oniu, b Export standard registration as well as an intermediate use, then an item in both picklists must be selected.
hexasodium g, @ = PO 1 Consul . - ) .
| Create dossier Registration doss ier Intermediates

tethanal | met = -

| {4 Add to folder not applicable > |[not zpplicanle -
ocresol f ocres Y¥ -

) 1 Generate CSR... Ty not applicable
tetrasodium Eﬂ. 1-10tannes, physicachemical requirements
Uy 1 - 10tonnes, standard requirements

| & B 10 - 100 tannes — -

| % Delete.. Delete Deccies 000

1 /g 100 - 1000 tonnes < Back I Cancel |

18 June 2 fabove 1000 tonnes
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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

x)

™ Technical completeness check

Eile Edit Go Window Help  Plugins Gefore you submit your information to ECHA, please ensure that you use the plug-in on the final dossier.
Using the tool an the final dassier is vital for yau to avoid failures. :\.,
=8
Cuery results Folders & = N Filter: |Show all | it
Substa] < | ® 5 @ |
fueny Section number | Section name Dacument name Failure description
= Section 1.2 Campazition Section 1.2 is inwalid or missing
Acetone facetone facetone f [-CAS Name-]
bis(2-methoxyethylether / bis(2-methoxyel Le Section 1.2 Cnmpos?t!nn, Degree of purity i; not complete, At least one walue and 3
Camposition (1) unit must be provided.
Section 3.2 Estimated Section 3.2 is inwalid or missing
! -
formamide / Ev Dpen Enter T quantities
b | s Brint
PN i G " Section 3.2 Estimated Az aminimum, the "rear' and estimated total tannage
hexasodium 6,] Export... # Consult quantities, {'Manufactured' andfor 'Imported”y must be provided. In
WMeth | \ Create dossier... Estimated rare cases where the tonnage fields could not be filled in,
ethanal / mey quantities {1} explanatory text must be provided in the field 'Remarks'.
o Addtofolder...
ocresal f ocres: —
cenrmamehium el Lenerate C5R. N |section 4.7 Partition coefficient Section 4.7: one or several endpoint study record(s)
1 UL izfare not complete fwalid.
| 3¢ Delete... Del Reocten 00 - — &
[t g B-B-B [ <gack | [Erien [ canca |
18 June 2 TCC result
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How to create a dossier

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

File  Edit Go  Window Help  Plugins

COMHRE| &Z | |+ @ E|o® 0 el = @B @ E|cachbyun

i Mavigation =8 & Substance: Example substance [ Ethanol § ethanol f ethanol

(" Query resuts SN Substance identification

Query )
= Chemical hame |Examp|e substance
£
w0 Acetone [ acetone f acetone f[-CAS NMame-] FUEIE mame |
o bizlZ-methowyethylether [ biz{Z-methowy el Legal entity flags [ P'l
ethanal f ethanol § ethanol f 64-17-5 § My ¢ .
- / / / /MY Legal entity | & Example Company 1/ Example city / Finland | i
oy Cliaeal_ | o
o formamide [ open Enter Third nartw flans |0

Bi \nformation

» heptaamma

w0 hexazadiu

| 7 Consultation | ", Attachments | Annatations | [ Validation |

« Methanol fr [£] Information ) Modification history [ > fizeass
peresal f oc @ Addtofolder..
w st
., tetrasodium = | Generate C5R.. Type | « Substance |
& RunTCC. uuID ||uc5-.:24405ca-5bnf-45fe-8fa9-310fae5c24fe |
%I x Delete... Delets (PR PO S TR TT o Pt &l

| | %% Example Company 1 / Example city / Finla v ul0060 | _& [+

18 June 2013 echa.europa.eu
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- t Dossier creation wizard
H OW to ‘ : rea te a d o SS I e r Select a dossier template which meets your specific requirements:
regulatary programme, type of dossier, tonnage band, member of a joint :
submission, ete. f}
e Select the correct template o S|

Doszsier templates available for a substance:

e Template of JS tonnage band!

Biocides - Active ingredients

Biocides - Biocidal products

Biocides - Substances of concern

CLP alternative name request

CLP notification

CLP Regulation - CLH dazsier

Endpaints infarmation

QECD harmonised templates

QECD SIDS

REACH Annex XV - Restriction

REACH Annex XMW - SWHC

RE&CH Application for autharisation

RE&CH Dowvmstream user repart

RE&CH Inquiry

REACH Motification of substance in article

RE&CH PPORD

RE&CH Registration 1 - 10 tonnes, physicochemical requirements
RE&CH Registration 1 - 10 tonnes, standard requirements

RE&CH Registration 10 - 100 tonnes

RE&CH Registration 100 - 1000 tonnes

RE&CH Registration above 1000 tonnes

RE&CH Registration member of a joint submisszion - general case
RE&CH Registration member of a joint submission - intermediates
RE&CH Registration on-site isolated intermediates abowe 1 tanne
RE&CH Registration transported isolated intermediates 1 - 1000 tonnes
RE&CH Registration transported isolated intermediates above 1000 tonnes
REACH Substance Braluation

Data Submission Manual Part 4 - _ , — N
. Mote: The dossiertemplate is used to determine which substance endpaints will be
HOW to Pa SS BuS| ness Ru Ie ;elec.ted by dfafault. The zelection can be modified manually in a subsequent step of the
. . ossier creation
Verification ("Enforce Rules")

@ B—E—E—a—aE—a- Mext > | Cancel |

Select a dossier template

18 June 2013 echa.europa.eu 41
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‘ Dossier creation wizard |
= Select all Canfidentiality and Regulatory purpose flags or clear checkboxes
OW o ‘ rea e a o SS I e r for properties for which the information shall not be included into the dossier : “]

Dozzier template: REACH Registration 100 - 1000 tannes

e Select the correct template Confidentiality

| Deselect all |

[ Te m p I ate Of JS to n n a g e ba n d ! CEBl - confidential business information

IP - intellectual property

® InCIUde a” information [#] no P& - not public available

Mot confidential

Use restricted to selected regulatory programmes —
[ eselectan |

EL: BPD - Biocidal Products Directive 98 /8,/EC

EU: CLP - Classification, Labelling and Packaging

ELl: PPP - Plant Protection Products Directive 91/414 fEEC

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

CA:PCPA - Pest Control Products Act

[w]JP: CSCL - Chemical Substances Cantral Law

QECD: HPWC - HPY Chemicals Programme

US: ERA HPYC - HPY Chemical Challenge Programme

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

U5 TSCA - Toxic Substances Cantral Act

[w] Any other

Mo regulatory purpose

Data Submission Manual Part 4 -
HOV_V _to '?355 'Elausmess Rule . e il s Spounelbe seiertedd o the Sefaul vahics smould be e
Verification ("Enforce Rules")

@ ——————l < Back || Mext = Cancel

Select data protection flags

18 June 2013 echa.europa.eu 42



"ECHA

EUROPEAN CHEMICALS AGENCY

How to create a dossier

e Fill in dossier header
information

e Joint submission

e Indicate here your own

tonnage band
e Indicate which

information you provide
e Complete dossier creation

wizard

Data Submission Manual Part 5 -

How to Complete a Technical
Dossier for Registrations and
PPORD Notifications

18 June 2013

i Dossier creation wizard

Enter additional adminizstrative information concerning your dossier
Dozsiertemplate: REACH Registration 100 - 1000 tonnes

Mame {given by user) ||5_LEAD_Ethanol

Daozsier submission remark

Type of submission
[#] Joint submission

Information provided by the lead on behalf of the member(s)
[] Chemical safety report
[] Guidance on safe use

[] Review by an asseszar

Tonnage band(s) of the lead registrant
Tonhnage band |Bet\m’een 100101000 tonnes fyear ||:|
On-zite izolated intermediates | ||:|
tonnage band (REACH Article 173 —
Tranzported isolated intermediates | ||:|
tonnage band (REATCH Article 15) —
Specific submissions
[] The submission is an update
I~
a ——E————— = Back | || Mext = l Cancel
Enter administrative infarmation
echa.europa.eu 43
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Run the TCC plug-in once more - on your
dossier

Query

Cuery results Right diﬂ!( to
open options

EZ
B R_100-1000 / Sub.tag

Ope

el o
2012-09-19 / DossiqEey
_—
R>1000 / Substance] ' » EfiNt.
2012-09-19 / Dossid & Export..

{a Addtofold

|4 R=1000 / Substance
Z01z2-09-14 f FILTER

4 R_DU_REPORT / Subs ['f} Disseminate
2012-09-14 / jnikld | [=1 Calculate Fee...

i} R_1-10_5TD / Substs 9¢ pojare
2011-02-07 / REACH

Delete

18 June 2013 echa.europa.eu
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e Correct the
missing /
incomplete
data in the
substance
dataset

e Create a
dossier again

> A Dossier
cannot be
modified

18 June 2013

‘ Technical completeness check

Eefore you submit your information to ECHA, please ensure that v
dozzieris vital for you to avoid failures.

What if there are BR / TCC failures?

x|

ou use the plug-in on the final dossier. Using the tool on the final

'

N

Show all

Filter: '| with type |fai|ure,mrning v|

Failure description | Type |

Section number | Sectioh name Document hame
Section 13 Aszzessment
Reports
Section £ Classification and
Labelling
Section 2 Classification and
Labelling
Section 1.1 Identification
Section 1.1 |dentification

Section 13 is imvalid or missing. A C5R or a justification
far not providing a CSR must be included.

- In order to submit a2 C5R, one must select 'REACH
Chemical safety report {CSR) in the field 'Type of report’
and attach the CiR in the field ‘Document’.

- ln order to submit a justification for not providing a
Z5R, one must select 'REACH Chemical safety report
{CERY inthe field Type of report’ and provide the
Jjustification for not providing the CSE either in the field
‘Remarks' arin the field '‘Discussion'.

= If you are providing another type of assessment report
in addition to a C5R, vou must make a selection in Type
of report' and attach the report inthe field 'Document’, or
include text in the field 'Remarks" arin the field

50 TCC failure (=)

‘Discuz=ion'.

Failure in Business Rule EROS4 [i BRTailure
Tou have provided the CEL information in an incorrect [ BRTailure
format. Please respect the deadlines concerning the

submission of C&Linformation according to D50 and

CHS farmat.

Failure in Business Rule BROS0 i BR Tailure
The substance iz specified as a mono-constituent in |:E| ER failure

section 1.1, The first campozition block of section 1.2 iz
expected to contain a single reference substance that has
the same LUUID than the reference substance of section
1.1. Mote: The UUID of the reference substances is
indicated in the 'Infarmation' pane of IUCLID 5. =

TiCC engine version: Euziness rules version:

Completeness rules versic-n: Substance identity rules versic-n:

B-B-8

TCC result

| < Back | Einish_“ Cancel| |

echa.europa.eu
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dossier

e plate related information

PO Q|HKR|Z

@ |5 |4 B B |

Query results

Quer

Right dlick to
open options

lease

Z012-09-19 f Dossier B

|4 R_100-1000 f Substance:
2012-09-19 f Dossier C

4 R=1000 f Substance: [unn
2012-09-14 f FILTERED_jK

4 R_L-10_STD f Substance:

4 R=1000 / Substance: ethay y

(g Addtofolder..
F Run TCC..
[ﬁ Diz=zeminate
Ef, Calculate Fee..

M Delete...

Delete

ZM11-n7-N7 ! RF&CH Reni

18 June 2013

TFATIOR T = TITTARTT

Export the dossier

e Give a name to the export file

| T Export assistant

Export the file e.g on your desktop

Select the folder and specify the name of the export file
Az appropriate, select the checkbox for Modification History
excluzion, for Copy-protect and/for Seal

Mote: the finish button iz enabled when afile name has been entered and all
doszier information has been collected in the background
Depending on the dossier 3 | e

‘; Select the destination for the export file

Lookin & o g8l
[T My Computer

[:I My Documents
| ¥

File Mame: |DussierA |

103 Ll 21T 111 [11 3 A, QT 2 [11 2

Specify the export file: |§|

|Dassierﬂx

[] Export without madifi

Remarks:

Files u:quy-'pe:[.iSz IUCLID 5 data exchange container v]

0.4 ][ Cancel ]
Scanning document dependencies (3): | Complete |
— I = Back || Mext = || Einizh |[ Cancel ]
Enter file name

echa.europa.eu
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