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IUCLID 6 functionalities

IUCLID 6-funktioner
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Creating a complete dossier in IUCLID

¢ Go to IUCLID
¢ Create a substance dataset
¢ Fill-in the information

¢ Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier
e Run the Validation Assistant on the dossier

¢ In case of failures, correct the dataset or re-create the
dossier

€€
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Oprettelse af et fuldstaendigt dossier i IUCLID
1.

+  Gatil IUCLID

. Opret et "substance dataset" (stofdatasaet )

. Udfyld oplysningerne

2.

. Ker "Validation Assistant" (valideringsassistenten) pa datasaettet
. Ret fejlene

3.

. Opret dossieret

. Ker valideringsassistenten pa dossieret

. I tilfeelde af fejl: Ret dataseettet, eller genopret dossieret
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IUCLID6

Home IUCLID Product

IUCUID > Home

Fie Edt User Admin Hep

I I B o
T

S~ekg Sesrch | TOC | Annotations

“esuttype Substance

Sign in and
downloadthe

application &
| |
| .‘ Substance nome

Yiype Getal substances

Download

https://iuclid6.echa.europa.eu/

Search the IUCLID 6 website pel

Support

. [ |v]ol=]+ 0

Download data, e.g.
reference substances;
FAQ regarding installation,
migration from IUCLIDS to
IUCLIDS, etc.

28 April 2017

24 March
IUCLID ¢
The IUCLID &'
2017 onwards. T, = = 3 3

website. Before the cw
any additional information they may ...

22 March 2017

REACH study results are published

REACH study results s a collection of non-confidential substance data that
was submitted to ECHA under the REACH regulation. It is now available to
download free of charge from this website

echa.europa.eu

Download

- Log pa, og download applikationen

Stgtte

. Download data, f.eks. referencestoffer

«  FAQ (ofte stillede spgrgsmal) om installation
«  Overgang fra IUCLIDS til IUCLID6

. Tekniske manualer
. OSV.
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File Edit Use- o

Create new or Create a Search by UUID -
i template to o e—

modify your
existing reuse same
substances here endpoint data View your
in different dossiers Administration
datasets.

B ®

Bulk export

Import files: LE,
substance datasets,
Store chemical reference substances
information on particular Validate the substance

chemicals once in the datasets and also the
database and link it from final dossiers in order

there to any IUCLID to minimize the risk
, LI, a = Gy
A 7 N
. . &=
Legal entity site  Reference substance View what o
: information will Estm;ate -
m B ® = S
on the ECHA s | m

Contacts Chemical inventories Literature reference
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Vigtigste funktioner
Fritekstfelt i gverste hgjre hjgrne
. S@gg med UUID

Stof

. Opret nye stoffer, eller foretag aendringer af dine eksisterende stoffer
her

Skabelon

. Opret en skabelon for at genbruge de samme effektparameterdata i
forskellige datasaet

Dossier
. Fa vist dine dossierer
"Import" (importér)

. "Import files" (importér filer)

- LE

. "substance datasets" (stofdatasczet)

+ "reference substances" (referencestoffer)
Referencestof

. Gem kemiske oplysninger om bestemte kemikalier én gang i databasen,
og opret et link derfra til et vilkarligt afsnit i IUCLID.

"Validation assistant" (valideringsassistent)
. Validér stofdatasaettene og de endelige dossierer for at minimere



fejlrisikoen
Eksempel pa videreformidling
. Se, hvilke oplysninger der vil blive offentliggjort p& ECHA's websted
Gebyrberegner
. Beregn gebyret



E C H A Datasets’ list
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» Find your dataset from the list of all the

4 1uCUD 6 substance datasets
File Edit User Admin Help
| | e
4 IUCLID 6
File Edit User Admin Help
Main tasks 24100 AN
= *[= Navigation panel
‘N Search | TOC  Annotations
Mixture / Product Template  Result type | Substance >

Query type |Get all substances

—

hi@al®lx

Y Filter

Chemical name egal entity name  Reference substance Last modification date
TestSubstanceX /

é TestSubstanceX |Training Company TestSubstanceX / 17-05-09720:29:49.189....
9043-30-5 / 944-3474

@ TestSubstanceZ Training Company e bstance | 4302  [2017-05-09T20:29:38.252...
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"Datasets’ list" (liste over datasaet)
. Find dit datasaet i listen over alle stofdatasaet
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UCLID 6

Fle Edt User Admn Hep

Dataset’s content

Click on ‘TOC’ to display the table of
contents of the dataset

a | B e

*|= Navigation panel

Search TOC _Annotations
wmcmmolm
Y Text fiter

@ [l 0Relsted nformaton
@ fa 1 Genersi nformaton
@ [l 2 Cassification & Labeling and PBT assessment
@ [l 3Manutacture, use and exposure
@ [ 4 Physical and chemical properties
@ [ S Environmental fate and pathways
@ [ & Ecotoncoogical nformaton
@ [ 7 Toxicological nformaton
[ & Ansiytcal methoss

Bl 0 Bacidias i fand and faadinat tle
G g 9 Resgiues m food and feadngatutis

@ [ 10 Effectveness aganst target organisms
& 11 Guiance on sate use
[ 12 Leerature search

@ [ 12 Assessment reports

@ [ 14 nformaton requrements

By default, the view is ‘REACH Complete’

Select the relevant view from the black
arrow

wm avalue
v

v
e ~CLH 0ossier

REACH Annex XV - Restriction

IREACH Annex XV - SVHC

IREACH Application for authorisation
IREACH Complete table of contents
REACH Downstream user report

REACH Inquiry

REACH Notification of substance in article

legistration 1 - T0 tonnes, physicochemical requirements
CH Registration 1 - 10 tonnes, standard requirements
CH Registration 10 - 100 tonnes
EACH Registration 100 - 1000 tonnes

echa.europa.eu 8

"Dataset’s content” (datasaettets indhold)

Klik pa "TOC" for at fa vist

indholdsfortegnelsen til datasaettet

Som standard vises "REACH Complete" (REACH total)

Vaelg den relevante visning fra den sorte pil

BI& rubrikker angiver valgmulighederne for den ledende registrant
Orange rubrikker angiver valgmulighederne for medregistranten
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Fie Edt User Admin Help

@ \ AN

Search TOC | Annotations
REACH Registration above 1000 tonnes e %
Y Text fiter 2
@ [l 0Related information
& G [ eners mormato]
@ ' 1.1 entificaton
@ ' 1.2 Compostion
@ [l 1.3 0enttiers
@ [’ 1.4 Analytical information
[ 15 Jont submssion
& 16 Sponsors
@ [ 1.7 Supplers
@ [l 18Recpents
@ [’ 2 Classification & Labeling and PBT assessment
@ [ 3 Manufacture, use and exposure
@ [ 4 Prysical and chemical properties
@ [’ S Environmental fate and pathways
@ [’ & Ecotoxicological information
@ [’ 7 Toxicological information

Mandatory sections are marked with a red
asterisk

ECHA.EUROPA.EU

Afsnitstrae

Pabudte afsnit er markeret med en rgd stjerne *
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e Lead data requirements compared to the
member data requirements

Search TOC | Annotations Search. TOC | Annotations
REACH Registration 1 - 10 tonnes, standard require ... | ¥ REACH Registration ber of a joint sub - |
Y Text fiter x/ Y Text fiter ~
@[ 0 Related information @[ 0 Related information
) E 1 General information + E 1 General information
@’ 2 Classification & Labelling and PBT assessment @@l 2 Classification & Labeling and PBT
ch A
@@’ 3 Manufacture, use and exposure @-Jj 3 Manufacture, use and exposure
@-[j’ 4 Physical and chemical properties ® 4 Physical and chemical properties
- 5 Covioamontsl Tole ond palbueys @[ SEnvironmental fate and pathways
& E‘ 6 EOOtoxmbgul "foﬂmtnn m £ Erntavinrnlnninal -nlnrmnhnn
= & & Ecotoxicological atio
# 7 Toxicological information H
& E 9 + 7 Toxicological information
@[ 8 Analytical methods i _
) 8 Analytical methods
@’ 11 Guidance on safe use i _
@@ 11 Guidance on safe use
[E 12 Literature search _
i 12 Literature search
@@ 13 Assessment reports |
) ) @l 13 Assessment reports
@[ 14 nformation requirements
@[ 14 Information requirements
echa.europa.eu 10
Datakrav

Krav til det ledende dossier sammenlignet med partsdossieret.

Den ledende registrant forventes at levere data i
effektparameterafsnittene pa vegne af medregistranterne. Kvaliteten af
disse data er en fzelles forpligtelse for alle i den faelles indsendelse (ikke
kun den ledende registrant). Hvis en medregistrant ikke er indforstaet
med de feelles indsendte data, eller hvis maangdeintervallet for den
feelles indsendelse ikke deekker medregistrantens masngdeinterval, kan
medregistranten selv levere data i afsnit 4-8. Dette betragtes som
fravalg, og IUCLID afsnit 14 skal udfyldes med data svarende til de
fravalgte. Registreringer med fravalg bliver palagt hgjere gebyrer.



UECHA Filling-in a dataset

¢ Right-click on a section to create a new
Fle Edt User Admn Help record or a new endpoint summary

a0 | (1K) —_—

Search| TOC | Annotations

Search TOC | Annotations

REACH Registration above 1000 tonnes E'

- T fl A4
T rext e

REACH Registration above 1000 tonnes
Y Text fitter hd

*|® Navigation panel

& 0 Related information
@[l 0Related information @@ 1 General information
=] ﬁ' 1 General information @ @’ 2 Classification & Labelling and PBT assessment
- [’ 1.1 Wentification & @ 3 Manufacture, use and exposure
@ i" 1.2 Composition &' 4 Physical and chemical properties
@[ 1.3 Kentifiers & 5 Envi | fate and pathway
. S 6E icological == :
L E" 1.4 Analytical hformt:: E:G 1 Aquatic to> @, New endpoint summary
i P e ai New record 3 .
I 1.5 Joint submission B 6.2 Sediment t B Copy all to clipboard
3 16S
B 1t @ B 63 Terrestrial 1, Expand PA
@ 1.7 Suppliers e .
‘ -l 6.4 Biological ¢ )
. A Collapse Minus
' E 1.8 Recipients [l 6.5 Biotransforinauun anu nineucs

ECHA.EUROPA.EU
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Udfyldelse af et datasaet

IUCLID 6 er baseret pa poster

Hajreklik pa et afsnitsnavn for at oprette en ny post eller en
effektparametersammenfatning
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e Every value must be followed by a unit

Degree of purity A

®

> v | 80.0 < v 900

[ N e o T il = e T P o S e B L S P o
Cvely OulIer 1must pe 10luweud vy a jusl

designated free text field

4, Pick kst X

[_ox | cwcs |

e Every justification must be (scientifically) meaningful

ECHA.EUROPA.EU 12

Tips til udfyldelse af et datasaet 1/2
. Hver veerdi skal efterfglges af en enhed

. Hver angivelse af "other" (andet) skal efterfglges af en begrundelse i
det pagaeldende fritekstfelt

. Begrundelsen skal altid vaere (videnskabeligt) meningsfuld



Description of composition
AIX

Attached d%’\

CECHA rips for filling in a dataset 2/2
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¢ Use free text templates as a guideline

-4, Free text templates X
View / edit / insert freetext template as appropriate
In case of several options. click the heading of the desired freetext template. A
Delete/add elements and edit text set in [...] (if any) as appropriate I »‘

@ Add
Justification for deviations

e —r—— \?phon 1: Boundary composition of the substance

ption 2: Composition of a UVCB substance

DESCRIBE THE PROCESS BEHIND THE PARTICULAR COMPOSITION OF THE UVCB ...
SUBSTANCE

- Identity of starting materials/source (and ratio)

- Reaction steps/mechanisms

- Relevant operating parameters (e.g. temperature and pressure)

- Solvents/reagents used

- Details on any extraction/isolation steps as appropriate

- Details on any clean-up/purification steps as appropriate

- Physical-chemical parameters (e.g. boiling poinr)‘

Insert Cancel

echa.europa.eu 13

Tips til udfyldelse af et datasaet 2/2
. Brug fritekstskabelonerne som retningslinje




Help needed? Press F1

IUCLID contains an embedded Help System. Press F1 to
access it. It contains:
Information on the IUCLID functionalities
+ Help text for the IUCLID fields
Dossier preparation manuals, e.g. how to prepare a registration
dossier

14
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Brug for hjaelp? Tryk F1
. IUCLID har et integreret hjselpesystem. Tast F1 for at f& adgang til det.
Det indeholder:
. Oplysninger om funktionerne i IUCLID
*  Hjeelpetekst til felterne i IUCLID
+ Manualer om udarbejdelse af dossierer, f.eks. hvordan man
udarbejder et registreringsdossier



Validation assistant
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

« Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier )

¢ Run the Validation Assistant on the dossier

¢ In case of failures, correct the dataset or re-create the
dossier )

€€
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Oprettelse af et komplet dossier

1.

. Opret dataseettet

. Udfyld oplysningerne

2.

. Kgr "Validation Assistant" (valideringsassistenten) pa datasaettet
. Ret fejlene

3.

. Opret dossieret
. Kgr valideringsassistenten pa dossieret
. I tilfeelde af fejl: Ret dataszettet, eller genopret dossieret
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= 8
arch | TOC = Annotations
Result type Substance -
Query type Get all substances =
* Access the substance
datasets list [ searcn [N
DR®IBIX
e Right-click on the Y
i Chemical name Legal entity name Reference substance |Last modification date
dataset which you want e
mor Ul
to CheCk and Select @ Testsubstance 1 [Example Company 1 ([} /IUPAC_name/ |2016-08-11T19:52:13
500-001-0
\ H ’ | [ anadium / |
Valldate é ::;‘mncez Test company WPAC/ 2016-08-11720:32:28.
2311711
ﬁ] Open
i%‘] Create Dossier.
o5 Print
E" Generate report
['m Export.
X Delete
Q“ v

:v-l:\}

ECHA.EUROPA.EU 17

Validation Assistant (valideringsassistent)

Brug valideringsassistenten (VA) til at sikre, at stofdataseettet
indeholder alle de oplysninger, der kraeves til dit maengdeinterval og
typen af din indsendelse. Brug af VA minimerer risikoen for svigt ved
kontrol af forretningsreglerne, men udelukker ikke muligheden for svigt
ved kontrol af forretningsregler (BRC) eller af teknisk fuldstaendighed
(TCC). Det er derfor vigtigt at holde gje med opgaver og meddelelser i
REACH-IT for at modtage enhver meddelelse fra ECHA rettidigt og
reagere pa den.

Valideringsassistenten viser, hvilke forretningsregler der kan
kontrolleres pa IUCLID-niveau, men ikke dem, der fglger af REACH-IT,
f.eks. navnet pa den fzelles indsendelse, nummeret pa seneste
indsendelse osv.

Valideringsassistenten viser alle de regler for kontrol af teknisk
fuldstaendighed, der efterprgves automatisk. ECHA foretager
supplerende manuelle kontroller, der ikke kan gentages af
valideringsassistenten.
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e Select the submission type

Validation Assistant

*4, Validation assistant wizard

Vv tant - Sub type specification

Dossier type

Select submission type REACH Registration member of a joint submission - general case

o Provide the submission type information in order to det

-

y programme flags

[~ Use advanced settings - select information to be checked based on confidentiality and r

Cancel

ECHA.EUROPA.EU
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Validation Assistant (valideringsassistent)

Vaelg indsendelsens type
Klik p@ "next" (naeste)




CECHA Validation Assistant
e Provide the dossier header information to get the correct
outcome

*. Validation assistant wizard - o X

Step 3 - Vaidation assistant - Enter addtional information concerning your dossier

Tvpe of submission

™ Jont submission

Tonnage band(s) of the registrant
On-ste isolated intermediates tonnage band (REACH Article 17) e R

Transported isolated intermediates tonnage band (REACH Article 18) e R0

Specific submissions

[ e
I The submesion B an updaie

Dossier specific information

Phase-n phase-in e | ¥

[™ Reviewed by an assessor
Remarks

L - Coa [ el

Z,

ECHA.EUROPA.EU 19

Validation Assistant (valideringsassistent)
. Angiv dossieroverskriften for at fa det korrekte resultat
. Klik p@ "next" (naeste)
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Correct all the submission checks: both

business rules (BR) and technical
completeness check rules (TCC)

-4 Validation assistant wizard - =
P : - Quality checks are recommendations to
Time of validation: 2017/05/0! 7:13

Vaiidation scenario. SCO#” Registration W improve the quality and consistency of your

data; not subject to completeness check

¥ Quality checks (2) &
Business rules (2), Completeness check rules (14)

as e Tk fpe Emerlau ~ nget —
& Re<check =& Copy iepoit Fitter All = Rule level =
Rule ~ Section number Section name Document na... Message Rule type Rule level
BR177 12 Composition Joint submission lead registrants must include at least one composition|Business rule -
which the agreed of the reg
substance. To this end, indicate in section 1.2 the Type of composition’ 1O Failure

as ‘boundary composition of the substance’. Multiple boundary
compositions can be provided, if relevant

TCC_0104_02 |14 Analytical Analytical The ‘Analytical information’ provided in section 1.4 is incomplete. At Completeness
Information Information least one row must be created in the table ‘Analytical determination”. In |check
Analytical each row, the following must be provided
determination, - a selection must be made in the Purpose of analysis’ picklist
] ¥ !

in the

this end, make a selection in the field Rationale for no results’ and 1O Failure
insert an explanation in the Justification’ field, clearly stating the
reasons for not providing the information

Note that the ‘Analysis type’ field is a multi-select list; if several

selections are made, the corresponding results or justifications for all
must be niovided in the same row If vou select ‘ather” in anv of the |

@ Validation assistant - Report m

ECHA.EUROPA.EU

20

Validation Assistant (valideringsassistent)

. I dette eksempel er der én fejl vedrgrende forretningsregler og én fejl
vedrgrende kontrol af teknisk fuldstaendighed. De skal begge rettes far
oprettelse af dossieret.
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Validation Assistant

4, Validation assistant wizard

Validated entity: T¢
Time of validation: 2017/05/09 20:57:13
Validation scenario: SC0144 - Registration, lead >1000, own 10-100/100-1000/>1000, CSR, own GSU

/T /T

/9043-30-5

Submission checks (16) 1 | Quality checks (2) &

leteness check rules (14)
© Open document d | &g Copy report By Copy selected row(s)

Business rules (2), Compl

& Re-check Filter: All

(R~ Section numberSaction name _Document na_ Message
TCC_0104 02" |14 The ‘Analy " provided in section 1.4 is incomplete. At
least one row must be created in the table ‘Analytical determination”. In

Y Y

¢ Rule identifier

e Location of the‘:‘i
failure

¢ Section name

¢ Name of the table—"

¢ Number of the row in“
that table

e Error description™ |

Analytical

each row, the following must be provided
___determination,

- a selection must be made in the Purpose of analysis’ picklist

- at least one selection must be made in the "Analysis type’ picklist

- either an attachment must exist in the ‘Attached methods/results’
field, or a reason for not providing a method/result must be indicated. To
this end, make a selection in the field Rationale for no results’ and
insert an explanation in the ‘Justification’ field, clearly stating the
reasons for not providing the information

Note that the ‘Analysis type' field is a multi-select list; if several

¥leslactione are mads the < or

roc: for all

must be provided in the same row. If you sele(:'l ;mer *in any of the
picklist fields, the adjacent text field must be filled in

© Validation assistant - Report

ECHA.EUROPA.EU
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Validation Assistant (valideringsassistent)

Dette eksempel give

r nogle vink om, hvordan resultatet fra

valideringsassistenten skal laeses.
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Validation Assistant

-4 Validation assistant wizard - m] X
e Toe v Te v T o ranceX / 9043-30-5
. Refresh the Validation Assistant 00/100-1000/>1000, CSR, own GSU u
report after correcting a failure.
Click Re-check.

Lompieteness cneck ruies |
£3 Re-check € Open document dh | B Copy report B Copy selected row(s) Filter | All ~ Rule levellAll  ~
Rule Section number Section name Document na... Message Rule type Rule level
TCC_0104 02 |14 Analytical Analytical The "Analytical information’ pvwded in sechon 14is mcomplete At Completeness

Information, Information least one row ==t ha ~easia S SHESES IR o

Analytical each row, t'

otormination -a selectio JiJ Right-click on a TCC failure to be

2) - at least o . -
- either an : automatically directed to the
field, or a e . A
i eadln error locationin I 1D Failure
insert an expranauun w ure Ut un
reasons for not providing the infc

prowdng the k. 5 o s
Note that the ‘Analysis type' fiel :E py report _\, wveral
selections are made, the corres o » % tions for all
must be provided in the same ro @ C OWiS) 3ny of the
picklist fields, the adjacent text field must be filedin -
A
© Validation assistant - Report ES

ECHA.EUROPA.EU
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Validation Assistant (valideringsassistent)

Hojreklik pa fejlmeddelelsen, og vaelg "Open document" (&bn
dokument). IUCLID viser fejlens placering. Dette virker ikke ved fejl

vedrgrende forretningsregler, kun ved fejl vedrgrende kontrol af teknisk

fuldsteendighed. Alternativt kan du navigere manuelt gennem IUCLID-
afsnitstraeet til fejlens placering.

Bliv ikke overrasket, hvis du opdager, at du ikke kan komme alle steder

ved at klikke pa fejilmeddelelsen. Det betyder, at denne bestemte post
helt mangler, og at du ma oprette en og udfylde den.

Lees fejlmeddelelsen meget ngje. Den fortaeller dig ngjagtigt hvad du
skal ggre for at rette fejlen.




CfECHA Validation Assistant
EUROPEAN CHEMICALS AGENCY a I a Ion SS|S an
o o Y
earch | TOC Annotations RS X @
Result type Substance = Substance name* B
Query type Get all substances = TestSubstanceX
Public name
Legal entity flags
~l®
DIRGI B X Legal entity"
- M Training Company / Helsinki / Finland >® X
- .| Third party flags
[Chemical na... Legal entity ... Reference s... Last modfic
TestSubsta ®
Third part
) g Co... T8y 7-05-09T. Y
/9043-30- @®
| o374 | Role i hai
" TestSubstd ole in the supply chain v
& TestSubstaTraining Co... g / IUPAC_n2017-05-09T Identification of substance v
/441430-2
. . Type of substance v -
4 Information | |y Clipboard manager ® Attachr i i X
oo @ sut You can (un-)hide the Validation
ubstance . . . . .
e ~\SSistant by clicking on this icon
Dossier UUID
Displaying 2 result(s)
ECHA.EUROPA.EU 23

Validation Assistant (valideringsassistent)

. Undertiden kan du komme ud for, at du "taber" din VA. Nar du prgver at
abne den igen, far du en fejimeddelelse om, at den allerede er aben. Du
kan "finde" valideringsassistenten ved at klikke pa VA-ikonet i nederste
hgjre hjgrne af din IUCLID-side.



Dossier creation

Dossieroprettelse
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

¢ Run the Validation Assistant on the dataset
e Correct the failures

* Create the dossier )

¢ Run the Validation Assistant on the dossier

¢ In case of failures, correct the dataset or re-create
the dossier )

€€
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Oprettelse af et komplet dossier

1.

. Opret datasaettet

. Udfyld oplysningerne

2.

. Kgr "Validation Assistant" (valideringsassistenten) pa datasaettet
. Ret fejlene

3.

. Opret dossieret

. Ker valideringsassistenten pa dossieret

. I tilfeelde af fejl: Ret dataseettet, eller genopret dossieret
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¢ Select the dataset

¢ Right-click and
create dossier

Dossier creation

Search | TOC Annotations

Result type  Substance

Query type Get all substances

o I8

DIR& I B|IX

Y Fiter

Chemical name Legal entity name Reference substance Last modification date

é Test substance 1 |Example Company 1 E:J"Pb;gf::::?umzm&os-ﬁns 52:13.
500-001-0
I:;:mz Test company , :J':A.g.;m, 2016-08-11T20:32:28...
ﬂ P 23117141
I:‘ﬂ Create Dossier,
@ Print. h
E" Generate report
@ Export.
X  Delete
& Vaidate
ECHA.EUROPA.EU 26
Dossieroprettelse
. Nar alle fejlene er korrigeret pd datasaetniveau, kan du oprette

dossieret.
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Dossier creation wizard

e Select the correct dossier type

9, Dossier creation wizard X

Substance
Select submission type for a Substance
(™ REACH Registration 1 - 10 tonnes, physicochemical requirements

(™ REACH Registration 1 - 10 tonnes, standard requirements

("~ REACH Registration 100 - 1000 tonnes

(" REACH Registration above 1000 tonnes

(¢ REACH Registration member of a joint submission - general case l

(" 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

[~ Use advanced settings

©  Select submission type Next
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Guide for dossieroprettelse

Vaelg korrekt "dossier template" (dossierskabelon). Det er kun to af
skabelonerne, der er relevante for medregistranterne. Se ogsa billede
12.

Hvis du er ledende registrant, skal maangdeintervallet i
dossierskabelonen daekke det aftalte maengdeinterval for den fzlles
registrering. Du vil kunne veelge dit eget maangdeinterval i naeste trin.
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e Fill-in the dossier header

@, Dossier creation wizard

X
Administrative information: Enter additional information concerning your dossier
Submission type : REACH Registration member of a joint submission - general case | — |
-

Dossier name (given by user)

Dossier submission remark

Type of submission

| Information provided by the lead on behalf of the member(s)

[” Chemical safety report
™ Guidance on safe use

[ Review by an assessor

Tonnage band(s) of the member registrant

Tonnage band between 1t01 ... ¥
On-site isolated intermediates tonnage band (REACH Article 17) -
Transported isolated intermediates tonnage band (REACH Article 18) . b4
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Guide for dossieroprettelse

Hvis den ledende registrant leverer kemikaliesikkerhedsrapporten (CSR)
og/eller vejledningen i sikker anvendelse (GSU) pa vegne af
medregistranterne, skal disse to afkrydsningsfelter veere krydset af i
dossieroverskriften.

Du skal angive dit eget maengdeinterval, f.eks. hvis den feelles
registrering daekker maengdeintervallet 100-1 000 t/ar, mens den
ledende registrants eget maengdeinterval kun er 1-10 t/ar.
Skeermbilledeksemplet er fra guiden for oprettelse af et partsdossier,
men metoden er den samme i guiden for oprettelse af den ledende
registrants dossier.
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Dossier creation wizard

e Fill-in the dossier header for update

&, Dossier creation wizard X

Administrative information: Enter additional information concerning your dossier
Submission type : REACH Registration member of a joint submission - general case —

Specific submissions

T'he submission is an update

Last submission number AB12345-67

Reason for updating

Further to a request/decision from a regulatory body

VAG
CCH-C-12345689-01 A @ X
Number CCH-C-12345689-01
Remarks
Spomaneous update
VAR
change in classification and labeling A @ X

IJustliutnon change in classificati ... | Y

Remarks
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Guide for dossieroprettelse

Nar du har faet registreret dit stof, skal du maske ajourfgre dit dossier -
indsende en spontan ajourfgring. Hvis dit dossier falder igennem ved
kontrol af teknisk fuldstaendighed, eller hvis ECHA af andre grunde
anmoder om yderligere oplysninger, skal du indsende et
ajourfgringsdossier — en anmodet ajourfgring. Ovenstdende
skaermbillede viser de obligatoriske felter for et ajourfgringsdossier.
Bemeaerk, at hvis dossieret falder igennem ved kontrol af teknisk
fuldstaendighed, tilrddes det blot at rette de manglende eller forkerte
oplysninger. Eventuelle supplerende og nye oplysninger kan du
indsende som en spontan ajourfgring, efter at ECHA har godtaget den
anmodede ajourfgring vedrgrende kontrol af teknisk fuldstaendighed.
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-4 1UCLID 6
Fle Edt User Admin Help

a* (]

Search Components | Annotations,
= [@) RLIS_MBER / SUBSTANCE : Test s
+ &Yesl substance 1/ UPAC_nan

ECHA.EUROPA.EU

Open the dossier

- m} X
Copy and paste the
dossier UUID here
Press Enter to open the 341530-5071-497¢-9e51-6 366915451 Q
dossier. v

R_JS_MBER / SUBSTANCE : Test substance 1/ IUPAC_name / 2016-09-06 / Test dossier

) X @

N —
Dossier header l

Dossier submission type I.

Name

REACH Regsstration member of a jont submssion - general case
Verson
reach 20
Dossier name (given by user)
Test dossier
Dossier subject
Dossier subject
@, Test substance 1/UPAC_name
Submeting legal entty

Dosseer creaton datetme

§ wformaton |y Cipboard manager ) Attachments %.mnn history [Z5 Annotations.

Type | [ Dossier
UUD | 44341530-6071-497c-9¢61-6 31569160451 '
|D°u~'UU° 44341530-6071-497C-9e61-e 31669160451 I
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Abn dossieret

Kopiér dossierets UUID (Universally Unique Identifier) fra feltet til

dossier-UUID nederst pa skarmen

Indseaet dossierets

UUID i fritekstfeltet gverst til hgjre pa skarmen

Tryk Enter for at @bne dossieret




CECHA Validate the final dossier

EUROPEAN CHEMICALS AGENCY

< IUCLUD 6 - u] X
Fle Edt User Admn Hep
« LK)
v
“|2 Navigaton panel R_IS_MBER / SUBSTANCE : Test substance 1/ IUPAC_name / 2016-09-06 / Test dossier
Search | Components Annotations Lo X @
Rocut type Dasig T | Dossier header
Query vre \Getaldennion: - Dossier submission type
Name
REACH Regstraton member of 8 oint submssion - general case
Versen
reach 20
Clear A Dossier name (given by user)
Test dossier
@ 8
Dossier subject
Y Fre Dossier subject
Dossier Name Subject Name Creaton date 6 Test substance 1/ UPAC_name
R_JS_MBER / Submetng legal entty

SUBSTANCE : Test
R e est substance | 2016-09-06T10:16:07.956+03:00
2016.09-06 / Test

Dossier creation dateltime
dossier

2016-09-06 10:16:07 EEST

& open
6 Pt Dossier submission remark b
B oo [ Rcickontre i ) ||
@ oo Vakdation assisiant { v | ) oponsemgs B Suomrny &
X Delete on it before exporting TyPe | [2) Dossier
& Vemsy the dossier. .

T 44341530-6071-497¢-9¢61-6 39669560451
1] preview Dossier UUD |44341530-5a71-497¢-9e61-e 3166915451

Displaying 1 resul(s).
Superuser £
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Valider det endelige dossier

. Der kan veaere indfgrt nye fejl under oprettelse af dossieret. Det er
derfor vigtigt ogsa at validere det endelige dossier, fgr det eksporteres,
f.eks. med henblik pa at afklare, om der er valgt forkert
dossierskabelon. Hvis der findes fejl, skal du ga tilbage til dit
stofdatasaet, rette fejlene og oprette et nyt dossier.
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Export the dossier

< IUCLD 6
File EGt User Admn Hep
« o

Resut type | Dossier
Query type Get al dossiers

[ e

| &I|x
y Fue
[Dossier Name Subgect Name. Creaton date
R_JS_MBER /
SUBSTANCE : Test
R e est substance 1 2016-09-06T10:16:07.956+03:00
2016-09-06 / Test 1
dossier ﬂ Open
9 P Your dossier
[E] cenerste repont is ready to be
@ e exported
X Demb
&b Vewate
Ep Oissemnation preview
Displaying 1 resut(s).

= m] X

V|
R_JS_MBER / SUBSTANCE : Test substance 1/ IUPAC_name / 2016-09-06 / Test dossier

| & | X @
Dossier header
Dossier submission type
Name

REACH Regstraton member of a joint submission - general case
Verson

reach 20
Dossier name (given by user)

Test dossier

Dossier subject
Dossier subject

@, Test substance 1/UPAC_name

Submeting legal entty

Dossier creation dateltime
2016-09-06 10:16:07 EEST
Dossier submssion remark.

i ntormaton | i Cipboard manager R (0] nstory [

Type [ Dossier
UUD |44341530-6a71-497¢-0e61-¢ 31669180451
Dossier UUD |44341530-6a71-497c-9e61-e3166916a451

superuser 8 )
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Eksportér dossieret

. Dit dossier er klar til at blive eksporteret fra IUCLID og indsendt

gennem REACH-IT.




Regulatory processing

Lovmaessig behandling



CECHA Regulatory processing by the
Agency (1/2)

Invoice

upload | Pre Rules [l

processing Check Technical
Completeness
Check

W

IUCLID 16Z
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Lovmaessig behandling, der foretages af agenturet
Hvad sker der med dit registreringsdossier, efter at det er indsendt til ECHA?
Upload: Dossieret kommer ind i "pipelinen”

Forbehandling: Filen gennemgar en raekke IT-kontroller sdsom viruscheck,
validering af filformatet (verifikation af, at det er en i6z-fil) osv.

Kontrol af forretningsregler er et saet administrative kontroller f.eks. af,
om det indsendte dossier er af korrekt type (indledende eller til ajourfgring,
partsdossier eller ledende dossier, virksomhedens adresse). Hvis kontrollen
af forretningsregler slar fejl, far virksomheden tildelt en opgave sammen med
fejlmeddelelsen og anvisninger om at genindsende. Der er ingen graense for
antallet af forsgg. Dossieret anses for at veere "indsendt til ECHA", nar det
har bestaet kontrollen af forretningsregler. Denne dato anses da for at veere
indsendelsesdatoen for registreringsdossieret.



"ECHA Regulatory processing by the
Agency (2/2)
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Invoice
Pre- B les -
d . Ru
Uploa processiNg  check ~ technical
r'é Completeness

Check

IUCLID 16Z
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To sidelgbende processer:
1. Der udstedes en faktura

2. Kontrol af teknisk fuldstaendighed (TCC) omfatter bade en automatisk og
en manuel kontrol af, at dossieret indeholder de data, der kraeves i henhold
til REACH. Hvis TCC slar fejl, kan der kun foretages ét forsgg mere inden for
en given frist, ellers afvises indsendelsen, og eventuelle belgb vedrgrende
indsendelsen refunderes ikke. TCC kan tage fra nogle minutter (hvis alt er
ligetil og i orden) op til 21 dage i henhold til REACH artikel 20 (hvis
belastningen af pipelinen er hgj, eller dossieret er komplekst). Bemaerk, at
hvis dossieret indsendes inden for 2 maneder for registreringsfristen for
2018, kan TCC tage op til 3 maneder efter fristen (REACH art. 20).

Samlet fuldstaendighedskontrol (OCC) - Medregistranterne i den faelles
indsendelse kan indsende deres dossierer, s snart det ledende dossier har
bestaet kontrollen af forretningsreglerne. De bliver "parkeret" p& OCC-
stadiet, indtil sagsbehandlingen for det ledende dossier er afsluttet.

Fremsendelse af afggrelsen - Ved en positiv afggrelse udstedes et
registreringsnummer, ved en negativ afggrelse afvises materialet, og hele
processen skal begynde forfra. Hvis den fgrste indsendelse afvises, udstedes
der ikke noget registreringsnummer. Hvis et ajourfgringsdossier afvises,
betyder det, at kun den seneste ajourfgringsindsendelse afvises. Det bergrer
ikke registreringsnummeret.



De videre trin: Dataene offentligggres pa ECHA's websted (medmindre der
er anmodet om fortrolig behandling af dem); dossieret kan udveelges til
yderligere vurdering, f.eks. overensstemmelseskontrol.

Alle disse trin meddeles til registranten via REACH-IT.



Sammenfatning
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Creating a complete dossier in IUCLID

¢ Fill in the information in your IUCLID substance dataset

¢ Run the Validation Assistant on the dataset and also on
the final dossier. Correct the failures.

¢ Export your dossier and submit it to ECHA via REACH-IT.

€€
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Oprettelse af et fuldstaendigt dossier i IUCLID

1.

2.

Udfyld oplysningerne i dit [IUCLID-stofdatasaet

Kgar valideringsassistenten pa datasaettet og pa det endelige dossier. Ret
fejlene.

Eksportér registreringsdossieret, og indsend det til ECHA via REACH-IT.




Support and guidance

Stotte og vejledning
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Useful links

+ IUCLID 6 website: https://iuclid6.echa.europa.eu/

+ ECHA website support section: https://echa.europa.eu/support

+ ECHA website on 2018 deadline: https://echa.europa.eu/reach-2018

« Manuals on preparing dossiers: http://echa.europa.eu/manuals

httne://arha alirana A
IILLo.//CLlIId.CUIlVpYAd.CU

k en.pdf

» Webinar on completeness check: https://echa.europa.eu/-/completeness-
check-preparing-a-reqistration-dossier-that-can-be-successfully-submitted-to-
echa
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Nyttige links

IUCLID 6-webstedet: https://iuclid6.echa.europa.eu/

Stgtteafsnittet p& ECHA's websted: https://echa.europa.eu/support
ECHA's websted om 2018-fristen: https://echa.europa.eu/reach-2018
Manualer om udarbejdelse af dossierer: http://echa.europa.eu/manuals

Webinar om fuldstaendighedskontrol: https://echa.europa.eu/-
/fuldstaendighedskontrol-udarbejdelse af et registreringsdossier, der
vellykket kan indsendes-til-ECHA
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Thank you!

Subscribe to our news at
echa.europa.eu/subscribe

Follow us on Twitter

Follow us on Facebook
Facebook.com/EUECHA

Tak.
Tilmeld dig vores nyhedsbrev pa echa.europa.eu/subscribe

Folg os pa Twitter
@EU_ECHA

Folg os p& Facebook
Facebook.com/EUECHA



