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IUCLID 6 functionalities

IUCLID 6-funktioner
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Creating a complete dossier in IUCLID

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

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

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

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

€€

ECHA.EUROPA.EU

Skapa ett fullstandigt underlag i IUCLID

1.

Ga till IUCLID.
Skapa ett amnesdataset.
Fyll i informationen.

Kor valideringsassistenten pa datasetet.
Korrigera felen.

Skapa underlaget.
Kor valideringsassistenten pa underlaget.
Om fel patraffas, korrigera datasetet eller skapa om underlaget.
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IUCLID6

Home IUCLID Product

IUCLID > Home

File Edt User Admin Help

| | A
T

~aks| Search |70 Annotations
Sign in and "“';: ;“""”_l —
——
download the i

application
BRIB

| ‘ Substance name*

Download

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

Sign In

Search the IUCLID 6 website pe]

Advanced search »

Download Software Support News

. £ Iv]o]=]+

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

G

28 April 2017

2017 onwards. Tnd ac ica anuals

website. Before the clw
any additional information they may 1w~

22 March 2017

REACH study results are published

REACH study results is a of non- 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

Nedladdning

Stodtjanster

Fragor och svar om installation

Tekniska handbocker
oSsV.

Logga in och ladda ned applikationen.

Nedladdning av data, t.ex. referensamnen

Migration fran IUCLID 5 till IUCLID 6
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File Edit Use-
Create new or Create a Search by UUID :

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

P
‘ MM}Pmduct !:!:!e E Mtoi" A@ sl%m
ﬁ li& Ej ngm-l 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 P rgins L ——— M
there to any IUCLID to minimize the risk

i T - S. '0: @ .CZ
B o Q)
Legal entity Legal entity site  Reference substance View what <5

Validation assistant

information will
E ' %: | : be published -0
; — — on the ECHA @
Contacts L1

Chemical inventories ~ Literature refer Test material .
emical inventories ~ Literature reference e erials website

Estimate the
fee

Dissemination preview Fee calculator Help
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Huvudfunktioner
Fritextfalt i det dvre hégra hornet

Sok efter UUID.

Substance (Amne)

Skapa nya amnen eller modifiera dina befintliga @mnen har.

Template (Mall)

Skapa en mall fér att ateranvanda samma endpointuppgifter i olika
dataset.

Dossier (Underlag)

Visa dina underlag.

Import

Importera filer
e juridisk enhet
+ amnesdataset
. referensamnen

Reference substance (Referensamne)

Spara kemisk information om specifika kemikalier en enda gang i
databasen och ldnka den dérifran till vilket avsnitt som helst i IUCLID.

Validation assistant (Valideringsassistent)

Validera amnesdataseten och de slutliga underlagen fér att minimera
risken av fel.



Dissemination preview (Férhandsgranskning av informationsspridningen)

. Visa vilken information som kommer att offentliggéras pa Echas
webbplats.

Fee calculator (Avgiftskalkylator)
. Berakna avgiften.



7=
ECHA Datasets’ list
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+ Find your dataset from the list of all the
< 1UCLD 6 substance datasets
File Edit User Admin Help
I [ FAK)
4 |UCLID 6
File Edit User Admin Help
Main tasks 2410 | 21K)
(F Navgationpanet |
T ‘N Search | TOC ' Annotations
Mixture / Product Template  Result type | Substance —
-’ Query type ]Ge‘ all substances S
= f [
‘w Category Annotation
[ Search PN
I I
DIRG I |IX
[Y Filter
Chemical name egal entity name eference substance st modification date
TestSubstanceX /
é TestSub X {Training Company TestSubstanceX / 2017-05-09T20:29:49.189....
9043-30-5 / 944-3474
@ TestSubstanceZ Training Company ‘®LF’AC stance? | i30p  [2017-05-09T20:29:38.252...
echa.europa.eu 7
Datasetlistan

. Hitta ditt dataset i listan over alla @mnesdataset.
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Click on ‘TOC' to display the table of

PR E T USecTASSRT e contents of the dataset
@ 1 B e By default, the view is ‘REACH Complete’
Select the relevant view from the black

Search TOC _Annotations

ReacH table of contents.

Y Text fiver

@ [ 0Related nformation

e .

@ 1 Generai niormaton

& ~CLH dossier

@ [ 2 Classification & Labeling and PST assessment REACH Annex XV - Restriction

REACH Annex XV - SVHC
Manufacture, exposure e~ I

[l 3uanu useand REACH Application for authorisation

o} ﬂ 4 Physical and chemical properties. REACH Complete table of contents

N IREACH Downstream user report
@ [ 5 Environmental fate and pathways REACH Inaui pof

quiry
@ @ 6 Ecotoxicological information IREACH Notification of substance in article
@ [ 7 Toxicological information
- [ 8 Analytical methods

& Bl 0Dasiduas in fond and faadinactutie
D G OResdues i food and fesdingatulis

@ [ 10 Effectiveness against target organisms
[l 11 Guidance on sate use

[ 12 Leerature search

@ [ 13 Assessment reports

@ [l 14 nformation requirements

>1ooommﬂ
aboye 1000 10
.

I T |
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Datasetets innehall

. Klicka pa "TOC” (Innehallsférteckning) for att visa en
innehallsférteckning for datasetet.

. Vyn ar som standard installd till "REACH Complete” (Reach fullstandig).
. Valj relevant vy fran den svarta pilen.

. BI& rutor anger alternativen for den ledande registranten.

. En orange ruta visar alternativen féor medregistranter.
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T T Do A W « Mandatory sections are marked with a red
Y | K :
asterisk

Search, TOC | Annotations

REACH Registration above 1000 tonnes .
Y Text fiter N
@ [l 0Related information
om

@ [’ 1.1 Kentification

@ [’ 12 Compostion

@ [l 1.3 centifiers

@ﬁummlmormm

[l 1.5 Jont submission

& 1.6 Sponsors

@ [l 1.7 Supphers

@ [l 1.8Recpients
@[’ 2 Classification & Labeling and PBT assessment
@[’ 3 Manufacture, use and exposure
En‘awwmm
&) fif S Environmental fate and pathways
&-fi 6 Ecotoxicological information
@[’ 7 Toxicological information

ECHA.EUROPA.EU 9

Avsnittstrad
. Obligatoriska avsnitt ar markerade med en rdd asterisk, *.
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Search| TOC | Annotations

REACH Registration 1 - 10 tonnes, standard require ...

v Y Text fiter
3 E 0 Related information

+ E‘ 1 General information

#-j’ 2 Classification & Labeling and PBT assessment

+-@i° 3 Manufacture, use and exposure

+-j@’ 4 Physical and chemical properties

| 4

Data requirements

Search| TOC | Annotations
REACH Registration member of a joint submission - ... | ¥
Y Text fite N

7@l 0 Related information
+ i‘ 1 General information
+ E 2 Classification & Labelling and PBT assessment

+ E‘ 3 Manufacture, use and exposure

+ 4 Physical and chemical properties
+-@’ S Environmental fate and pathways + S Environmental fate and pathways
+ E‘ 6 Ecotoxicological information + & Ecotoxicologica! information
#- | 7 Toxicological information i
% E eongetis + 7 Toxicological information
-l 8 Analytical methods i )

+ 8 Analytical methods

+ E" 11 Guidance on safe use

#-@l 11 Guidance on safe use
-l 12 Literature search

12 Literature search
-l 13 Assessment reports
¥l 13 Assessment reports
+ E 14 Information requirements

+ E 14 Information requirements

echa.europa.eu 10

Datakrav

. Underlagskraven for den ledande registranten jamfort med
underlagskraven for medregistranter.

. Den ledande registranten forvantas tillhandahalla uppgifterna i
endpointavsnitten pa medregistranternas vdgnar. Kvaliteten pa dessa
uppgifter ar en gemensam skyldighet for hela det gemensamma
inlamnandet (inte bara den ledande registranten). Om en medregistrant
inte haller med om de gemensamt inldmnade uppgifterna, eller om
mangdintervallet i det gemensamma inlamnandet inte tacker
medregistrantens mangd, kan medregistranten ange egna uppgifter i
avsnitt 4-8. Detta betraktas som ett undantag och avsnitt 14 i IUCLID
maste fyllas i med undantagsuppgifterna. Hégre avgifter géller for
registreringar med undantag.
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e Right-click on a section to create a new

Fle Edt User Admn Help record or a new endpoint summary
40 | K e
.
===l T0C e Search TOC | Annotations
REACH Registration above 1000 tonnes v
REACH Registration above 1000 tonnes - e =
. T Textfilter

Y Text fiter 7

& 0 Related information
&' 1 General information

[ 0 Related information

& [Q 1 General information [’ 2 Classification & Labelling and PBT assessment
® 1.1 entification 3 Manufacture, use and exposure
po:
E" 1.2 Composition &' 4 Physical and chemical properties
@- [ 1.3 entifiers & 5 Envi al fate and pathway
h SW6E FR :

[’ 14 Analytical Information E*LG CHOcS o Nowsndpor sumney
[ 1.5 Joint submission % New record = ARUIE ) o 4

[ 6.2 Sediment t Copy all to clipboar
b 16

il $+tme [ 6.3 Terrestrial i, Eypand Plus

& 1.7 Suppliers .

-~ 64 Biological ¢ (1 Mi
[l 1.8Recipients o'apse inus

H E 6.5 Biotransforinauun anu nineucs

ECHA.EUROPA.EU
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Fylla i ett dataset
«  IUCLID 6 ar baserat p& poster.

. Hoégerklicka pa ett avsnittsnamn for att skapa en ny post eller en
endpointsammanfattning.
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e Every value must be followed by a unit

Degree of purity A

®

v 80.0

designated free text field

sssss
X XV - Restriction
X XV - SVHC

uthorisation: s

rep
isafety data sheet (SDS)
jother.

e Every justification must be (scientifically) meaningful

ECHA.EUROPA.EU

Tips for ifyllning av ett dataset 1/2

Varje vdrde maste foljas av en enhet.

Varje "other” (annat) maste féljas av en motivering i det angivna
fritextfaltet.

Varje motivering maste vara (vetenskapligt) meningsfull.




Description of composition
AIX

Attached descr%x

CECHA ips for filling in a dataset 2/2
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e Use free text templates as guideline

-9, 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 ’ »'

@ Add

Justification for deviations

T — \?pllon 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 poin}):

echa.europa.eu 13

Tips for ifyllning av ett dataset 2/2
. Anvand fritextmallar som riktlinje.
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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

ECHA.EUROPA.EU

Behover du hjalp? Tryck pa F1.
. IUCLID innehdller ett integrerat hjélpsystem. Tryck pa F1 for att komma
at det. Det innehaller
. information om funktionerna i IUCLID,

« hjalptext for falten i IUCLID,

* handbdcker féor ssmmanstallning av underlag, t.ex. hur du
sammanstaller ett registreringsunderlag.



Validation assistant
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

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

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

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

€€

ECHA.EUROPA.EU
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Skapa ett fullstandigt underlag

1.

Skapa datasetet.
Fyll i informationen.

Koér valideringsassistenten pa datasetet.
Korrigera felen.

Skapa underlaget.
Kér valideringsassistenten pa underlaget.
Om fel patraffas, korrigera datasetet eller skapa om underlaget.




CECHA Validation Assistant
i = n
ch  TOC Annotations
Result type Substance -
Query type Get all substances v
e Access the substance
datasets list [seen N
- 7 L IE
e Right-click on the Y
dataset Whlch you Wa nt Chemical name Legal entity name Re!e(r:e:;:rzuiil:;;ebus( modification date
to Check and Select é Test substance 1 |Example Company 1 @JDILOJPOAO;game/u 2016-08-11T19:52:13
‘Validate, S I::;uncez Test company La::glxjm’ 2016-08-11T20:32:28.
g open 23117141
[;=;] Create Dossier.
o Print
=] Generate report
@ Export
X Delete
&b v _‘t':‘h
ECHA.EUROPA.EU 17

Valideringsassistent

Anvand valideringsassistenten for att sakerstédlla att amnesdatasetet
innehaller alla uppgifter som kréavs for ditt mangdintervall och din
inlamningstyp. Genom att anvanda valideringsassistenten minimerar du
risken for eventuella fel nar det galler verksamhetsreglerna eller den
tekniska fullstandigheten, men det utesluter inte méjligheten att
underlaget underkénns i kontrollerna med avseende pa
verksamhetsregler och teknisk fullstandighet. Det ar darfor viktigt att
du haller ett 6ga pa uppgifterna och meddelandena i Reach-IT sa att du
far alla kommunikationer fran Echa i god tid och kan agera darefter.

Valideringsassistenten visar de verksamhetsregler som kan kontrolleras
pa IUCLID-niv@ men inte dem som beror pa Reach-IT, t.ex. det
gemensamma inlamningsnamnet, det senaste inlamningsnumret osv.

Valideringsassistenten visar alla regler om teknisk fullstdndighet som
kontrolleras automatiskt. Echa utfoér ytterligare manuella kontroller som
inte kan replikeras av valideringsassistenten.



“ECHA

EUROPEAN CHEMICALS AGENCY

e Select the submission type

Validation Assistant

+d, Validation assistant wizard - O X
\Validati istant - Submission type specification
Vs
Dossier type
-

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

o Provide the submission type information in order to det

Back

Next

[~ Use advanced settings - select information to be checked based on confidentiality and regulatory programme flags

Cancel

ECHA.EUROPA.EU
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Valideringsassistent

Valj inlamningstyp.
Klicka pa "Next” (N&sta).




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

“. Validation assistant wizard = o X

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

Type of submission

™ Joint submission

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

Transported isolated intermediates tonnage band (REACH Article 18)

Specific submissions

Tlbma e e
I The submission is an update

Dossier specific information

Phase-in phase-in o

[~ Reviewed by an assessor
Remarks

L —— Coe | e

N

ECHA.EUROPA.EU 19

Valideringsassistent
. Ange informationen for underlagshuvudet for att fa ratt resultat.
«  Klicka pd "Next” (Nasta).
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e Correct all the submission checks: both

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

-4, Validation assistant wizard

Siiaacli Quality checks are recommendations to
i O Ve son STy improve the quality and consistency of your
data; not subject to completeness check

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

Ao koot
& Re-check

® Copy repoit Filter All = Rule level- All A
[Rule A 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
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 lytical lytical The ‘Analytical " 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
2) - at least one selection must be made in the ‘Analysis type' picklist
sither an attac " Attached methods/realts’

- gither an attaci t must exist in the ‘Altached methods/iesults'

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 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
I are made, the results or for all
must be orovided in the same row If vou select ‘other” in anv of the L =
"

@ Validation assistant - Report m

ECHA.EUROPA.EU
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Valideringsassistent

. I detta exempel visas ett fel som galler verksamhetsreglerna och ett fel
som gaéller teknisk fullstdndighet. BAda maste korrigeras innan
underlaget skapas.



Valideringsassistent
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e Rule identifier

e Location of the

Validation Assistant

-4 Validation assistant wizard

Validated entity: T JAL /T /9043-30-5
Time of validation: 2017/05/09 20:57:13
Validation scenario: SC0144 - Registration, lead >1000, own 10-100/100-1000/>1000, CSR, own GSU

Submission checks (16) ¥ | Quality checks (2) &
Business rules (2), Completeness check rules (14)

e Error description

ECHA.EUROPA.EU

failure £ Re-check © Open document @ | B Copy report B Copy selected row(s) Filter: All
Jf.m; ~ Section number Section name Document na__ Message
TCC_0104_02 |14 | y yti [The lytical i " provided in section 1.4 is incomplete. At
. ] { least one row must be created in the table ‘Analytical determination’. In
L SeCtI on name Analytical each row, the following must be provided
determination, I 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
L]

Na me Of the ta ble ‘lhis 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

e N um be r Of th e row in“ Note that the ‘Analysis type’ field is a multi-select list; f several .
are made, the b or for all
that ta ble ‘musl be provided in the same row. If you select ‘other:" in any of the
- T |picklist fields, the adjacent text field must be filled in.

@ Validation assistant - Report

21

Detta exempel ger dig ett par tips om hur resultatet i
valideringsassistenten ska lasas.
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’ -4, Validation assistant wizard - (m] X

................ stV Tkt § TansCeobmtanceX / 9043-305

e Refresh the Validation Assistant 00/100-1000/>1000, CSR, own GSU u
report after correcting a failure. .
Click Re-check.

Lompleteness cneck ruies (14)

£3 Re-check © Open document d | By Copy report Bl Copy selected rowis) Filter | All ~ RulelevellAl  ~
ZRu\e A VSechon numbevVSecuon name pccumem na. VMesszge VRuIe type 7Rule level
TCC_0104_02 14 y y/ The * y " provided in section 1.4 is incomplete. At Completeness
Information,  |Information least one row o e mmme et ol e e e e e
Analytical each row, t R - .
determination, - a selectio (] RIght-ClICk on a TCC failure to be

2 -atl . .
[ otk automatically directed to the
field, oran

this end, m error location in IUCLID Failure

insert an expianauon i ue Just
reasons for not providing the infc en document

providing the infc 5 0pn document dy
Note that the ‘Analysis type' fieli&g Copy report J\RJi  2veral
selections are made, the corres o * _ tions for all
must be provided in the same ro & COPY Selected row(s) 3y of the

ng e

picklist fields, the adjacent text field must be filled in \ -
A
© \Validation assistant - Report

ECHA.EUROPA.EU
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Valideringsassistent

Hoégerklicka pa felmeddelandet och vélj “Open document” (Oppna
dokument). IUCLID 6ppnar den plats dér felet uppstar. Detta fungerar
inte for fel som galler verksamhetsreglerna utan bara fér fel som roér
teknisk fullstéandighet. Alternativt kan du navigera igenom
avsnittstradet i IUCLID manuellt till den plats déar felet uppstar.

Bli inte férvanad om du maérker att du inte kommer ndgonstans nar du
klickar pa felmeddelandet. Det betyder att den specifika posten saknas
helt och att du maste skapa en post och fylla i den.

Las felmeddelandet mycket noggrant. Det anger exakt vad du maste
gobra for att korrigera felet.
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“I2 Navigation panel

Validation Assistant

TestSubstanceX / TestSubstanceX / TestSubstanceX / 9043-30-5 L

Search | TOC Annotations

e ) Xl @

Result type Substance — Substance name*
Query type |Get all substances > || TestSubstancex
Public name

Legal entity flags

~le
DR |X Legal entity*
Y Fiter M Training Company / Helsinki / Finland > @ X
Third party flags
Chemical na... Legal entity ... Reference s... Last modific.
TestSubstz ®
/ Third party
@ TestSubst{Training Co... |[j3] TestSubstz2017-05-09T.
/9043-30- @
944-3474 Role in the supply chain v

Identification of substance v

TestSubsta
& TestSubstsTraining Co... (3] / IUPAC_n2017-05-09T.
[ /4414302
I h Type of substance v k-
i Information | jiy Clipboard manager ' Attachr . o 5
You can (un-)hide the Validation

Type | @ Subst : e -
Il Subees Assistant by clicking on this icon
7be1d159-e702-4585-9e88-7a291cbf.

Dossier UUID

Displaying 2 result(s).

wUser & O

ECHA.EUROPA.EU
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Valideringsassistent

. Ibland kan det handa att du “férlorar” din valideringsassistent. Nar du
forsoker 6ppna den igen far du ett felmeddelande som séger att den
redan ar 6ppen. Du kan "hitta” valideringsassistenten genom att klicka
pd valideringsassistentsikonen i det nedre hégra hérnet pa sidan i
IUCLID.



Dossier creation

Skapa ett underlag
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

e 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

€€

ECHA.EUROPA.EU
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Skapa ett fullstandigt underlag

1.

Skapa datasetet.
Fyll i informationen.

Koér valideringsassistenten pa datasetet.
Korrigera felen.

Skapa underlaget.
Kor valideringsassistenten pa underlaget.
Om fel patraffas, korrigera datasetet eller skapa om underlaget.




“ECHA

EUROPEAN CHEMICALS AGENCY

e Select the dataset

e Right-click and
create dossier

ECHA.EUROPA.EU

Result type  Substance

Query type Get all substances

[ I8

hli@ & 8|IX

Y Fitter

Chemical name Legal entity name Reference substance Last modification date
CambridgeTestSub:

@ Testsubstance 1 |Example Company 1 [[F] /IUPAC_name/ [2016-08-11T19:52:13...
500-001-0
vanadium /

Test
substance 2

«Xe Hdmn

Test company

Open
Create D:Jss»erb

Print...

Generate report...

Export...
Delete
Validate...

\@

WPAC/
2311711

2016-08-11720:32:28...

Dossier creation

Search | TOC Annotations

26

Skapa ett underlag

. Né&r alla fel har korrigerats pa datasetsniva kan du skapa underlaget.
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e Select the correct dossier type

*9, Dossier creation wizard X

Substance

Select submission type for a Substance

~ REACH 1-10 tonnes, phy q =
(™ REACH Registration 1 - 10 tonnes, standard requirements

{~ REACH Registration 10 - 100 tonnss

(" REACH Registration 100 - 1000 tonnes

("~ REACH Registration above 1000 tonnes

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

(" 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

o Select submission type Next
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Guide for skapande av underlag

. Valj ratt underlagsmall. Det finns bara tvd mallar som &r relevanta for
medregistranterna. Se aven bild 12.

. Om du &r ledande registrant maste méngdintervallet i underlagsmallen
tacka den dverenskomna mangden fér den gemensamma
registreringen. Du kan valja din egen individuella mangd i nasta steg.
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¢ 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 S—

Dossier name (given by user)

Dossier submission remark

Type of submission

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

[~ Chemical safety report
™ Guidance on safe use

[” Review by an assessor

l Tonnage band(s) of the member registrant

Tonnage band between 1to 1 ... | ¥
On-site isolated intermediates tonnage band (REACH Article 17) o b5

Transported isolated intermediates tonnage band (REACH Article 18) o
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Guide for skapande av underlag

Om kemikaliesakerhetsrapporten och/eller vagledningen for saker
anvandning tillhandahalls av den ledande registranten pa
medregistranternas vagnar maste dessa kryssrutor markeras pa
underlagets huvud.

Du ar tvungen att ange din individuella mangd t.ex. om den
gemensamma registreringen tacker mangdintervallet 100-1 000 ton/ar
men den ledande registrantens individuella mangd endast ar 1-

10 ton/&r. Skarmbilden i exemplet kommer fran guiden fér skapande av
medregistranters underlag men samma logik galler aven i guiden for
skapande av ledande registranters underlag.
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e Fill-in the dossier header for update

@, Dossier creation wizard

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

lbiiil
4 X

Specific submissions

The submission is an update

Last submission number AB12345-67

Reason for updating

Further to a request/decision from a regulatory body

VAD
CCH-C-12345689-01 A @ X
|Number CCH-C-12345689-01 |
S —
Remarks
Spon(aneuus update
VAD®
change in classification and labeling A @ X

I Justification change in classificatic ... ¥

Remarks
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Guide for skapande av underlag

Nar du val har registrerat ditt amne kan du kanske behdva uppdatera
ditt underlag - skicka in en spontan uppdatering. Och om ditt
underlag underkanns i kontrollen av teknisk fullstandighet eller om Echa
begér att du tillhandahaller mer information av andra anledningar maste
du skicka in ett uppdateringsunderlag — begard uppdatering.
Skarmbilden ovan visar de obligatoriska falten for ett
uppdateringsunderlag. Observera att om ditt underlag underkanns i
kontrollen av teknisk fullstandighet rekommenderar vi att du endast
korrigerar de uppgifter som saknas eller ar felaktiga. Eventuella
ytterligare och nya uppgifter kan du skicka in efterat som en spontan
uppdatering nar Echa val godkant den begarda uppdateringen med
anledning av kontrollen av teknisk fullstandighet.
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-4 1UCLID 6 - o X
Copy and paste the

Fie Edt User Admn Help dossier UUID here.

a | | | @ Press Enter to open the 341530-6a71-497c-9e61-e 31669160451 Q
dossier. I o

'l' Navigation panel R_JS_MBER / SUBSTANCE : Test substance 1/IUPAC_name / 2016-09-06 / Test dossier

Search| Components | Annotations | o5 | X @

i T Dossier header l
) [@) R_IS_MBER/ SUBSTANCE : Test § N

Dossier submission
- g, Test substance 1/ UPAC_nam type ,
Name U

REACH Registration member of a joint submission - general case l
Version D

reach 2.0 4
Dossier name (given by user)

Test dossier /
Dossier subject I
Dossier subject g

@, Test substance 1/1UPAC_name /4
Submiting legal entty y)

Dossier creation dateftime l

# nformation | iy Cipboard manager %‘ nistory [

Type | [ Dossier D
UUD [sasetsbsarissTosesresresstsodst &
| Dossier UUD [44341530-6a71-457c-sest-eate89tass1 |
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Oppna underlaget

. Kopiera underlagets UUID fran féltet Dossier UUID (Underlagets UUID)
langst ned pa skdrmen.

. Klistra in underlagets UUID i fritextfaltet langst upp till hdger pa
skarmen.

. Tryck pa Enter for att ppna underlaget.



CECHA validate the final dossier

EUROPEAN CHEMICALS AGENCY

-4 IUCLID 6 - o i
Fle Edt User Admn Help
PNy ‘ B earch by UUD

v
RS NG/ SUPTANCE Tt trce 1/ PAC e 206045/ Tt oo
Search | Components Annotations. | @‘ RS 0
Resulttype Dossier — Dossier header 2
Query type | Get all dossiers hd Dossier submission type

Name

REACH Registration member of a joint submission - general case

reach 2.0
A Dossier name (given by user)
‘ IR Test dossier
Dossier subject
Y e Dossier subject
‘Dn:s-er Name Subject Name Creation date &, Test substance 1/1UPAC_name
R_JS_MBER/ Submkting legal ently

SUBSTANCE : Test

=) substance 1/
H;] IUPAC_name / ‘Tﬂl substance 1 ]2016—09—06‘1‘10 16:07.956+03:00

2016-09-06 / Test Dossier creation dateftme
S & open 2016-09-06 10:16:07 EEST

Dossier submission remark
7 nformation panel

Print

Right-click on the final

Generate report.

dossier and run the ? nformatio -

1 Information Clipboard manager history [2

Export validation assistant L ° © EJ
Delete on it before exporting Type [a Dossier

the dossier
UUD | 4434153b-6a71-497c-9e61-e3166916a451

8 & Xg [

Val ca&
&

Lshiladia Dossier UUD [44341530-6a71-497c-9e61-e31669168451

Displaying 1 resul(s).
SuperUser §
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Validera det slutliga underlaget

. Nya fel kan ha intraffat nar underlaget skapades. Det ar darfér viktigt
att du aven validerar det slutliga underlaget innan det exporteras, t.ex.
om fel underlagsmall har valts. Om nagra fel upptécks maste du ga
tillbaka till ditt amnesdataset, korrigera felen och skapa ett nytt

underlag.
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Export the dossier

Query type | Get all dossiers

Clear

=N~

[E] cenerate report
& Exeo

X oem;b
&b Vaidate.

) Dissemination preview

[ @l®x
Y Fitter
Dossier Name Subject Name Creation date
R_JS_MBER /
SUBSTANCE : Test
substance 1/ »
B WPAC, name ! Test substance 1 12016-09-06T10:16:07.956+03:00
2016-09-06 / Test 1
dossier ﬂ Open
o et Your dossier

is ready to be
exported.

Displaying 1 resul(s).

-4 1UCLID 6 - a X
Fle Edt User Admn Hep
a | K [¢searcn by vuo

v
Search | Components _Annotations. | o3| X @
Rosuttypo |oasieg T | Dossier header -

Dossier submission type
Name
REACH Registration member of  joint submission - general case

reach 2.0
Dossier name (given by user)
Test dossier
Dossier subject
Dossier subject
6 Test substance 1/UPAC_name
Submitting legal entity

Dossier creation dateftime
2016-09-06 10:16:07 EEST

Dossier submission remark b
i ‘nformation | iy Cipboard manager [c] history B
T¥Pe | () Dossier

UUD [4434153b-6a71-497c-9e6-e3166916a451
Dossier UUD [44341530-6a71-497c-9e6-e3166916a451

superuser § ()
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Exportera underlaget

. Ditt underlag &r redo att exporteras fran IUCLID och skickas in till

Reach-IT.




Regulatory processing

Handlaggning



CECHA Regulatory processing by the
Agency (1/3)

Invoice

Business
upload e Rules [

processiNg cneck © technical
Completeness

W

IUCLID I16Z
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Echas handlaggning

Vad hander med ditt registreringsunderlag efter att du skickat in det till
Echa?

Uppladdning: Underlaget hamnar i en “pipeline”.

Forbehandling: Filen genomgar flera it-kontroller, t.ex. viruskontroll,
filformatsvalidering (kontroll att det ar en i6z-fil) osv.

Kontroll av verksamhetsreglerna: Detta steg bestar av ett antal
administrativa kontroller, t.ex. om ratt typ av underlag har skickats in (forsta
underlaget eller uppdatering, medregistrant eller ledande registrant,
foretagsadress). Om underlaget underkdnns erhaller foretaget en uppgift
med felmeddelandet samt instruktioner for ny inlamning. Antalet forsdk ar
obegransat. Underlaget anses vara inldmnat till Echa sa snart det godkants i
kontrollen av verksamhetsreglerna. Detta blir inlamningsdatumet for
registreringsunderlaget.



gECHA Regulatory processing by the
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Tva parallella processer:
1. Faktura utfardas.

2. Kontroll av teknisk fullstindighet: Denna process omfattar bade
automatiska och manuella kontroller for att sakerstdlla att de uppgifter som
Reach behéver finns med i underlaget. Om underlaget underkanns i
kontrollen av teknisk fullstandighet far du bara ett forsok till pa dig innan en
faststalld tidsgréns, annars avslas inlamningen utan aterbetalning av
eventuella pengar i samband med inlamningen. Kontrollen av teknisk
fullstandighet kan ta allt fr&n ett par minuter (om allt &r okomplicerat och
korrekt) till upp till 21 dagar i enlighet med artikel 20 i Reach (om
arbetsboérdan i pipelinen a@r hoég eller om underlaget ar komplicerat).
Observera att om underlaget skickas in inom tva manader fére tidsgransen
for registreringar 2018 kan kontrollen av teknisk fullstandighet ta upp till tre
manader efter tidsgransen (artikel 20 i Reach).
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Overgripande fullstindighetskontroll: Medregistranterna i det
gemensamma inldmnandet kan skicka in sina underlag sa snart den ledande
registrantens underlag har klarat verksamhetsreglerna. De "parkeras” pa
steget for 6vergripande fullstandighetskontroll tills den ledande registrantens
underlag ar klart.

Utskick av beslut: Vid ett positivt beslut utférdas ett registreringsnummer,
medan ett negativt beslut innebér att inlamningen avslds och att hela
processen maste startas om. Om en forsta inlamning avslas betyder det att
inget registreringsnummer utfirdas. Om ett uppdateringsunderlag avslas
betyder det endast att den senaste uppdateringsinlamningen avslas. Det
paverkar dock inte registreringsnumret.

Ytterligare steg: Utanfor pipelinen och efter att registreringen har
bekraftats: Uppgifterna publiceras pa Echas webbplats (sdvida de inte ar
konfidentiella) och underlaget kan valjas ut for ytterligare bedémningar, t.ex.
kontroll av dverensstammelse.

Alla dessa steg kommuniceras till registranten via Reach-IT.



Summary

Sammanfattning
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Creating a complete dossier in IUCLID

e Fill in the information in your IUCLID substance dataset

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

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

_J

€€
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Skapa ett fullstandigt underlag i IUCLID

1.

. Fyll i uppgifterna i ditt amnesdataset i IUCLID.

2.

. Kor valideringsassistenten pa datasetet samt det slutliga underlaget.
Korrigera felen.

3.

Exportera ditt underlag och skicka in det till Echa via Reach-IT.



Support and guidance

Stod och vagledning
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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

n the manual verification areas of the completeness check:
a c 31/101ﬁ')/1 Qﬁl:')/mann ! s Ch

a
AVUL) LOoUJL/MIdiiug

* More information

httne: //acha anirn
nuwpsS.//ECNG.CUrc

k_en.pdf

« Webinar on completeness check: https://echa.europa.eu/-/completeness-
check-preparing-a-registration-dossier-that-can-be-successfully-submitted-to-
echa
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Anvandbara lankar
. Webbplatsen for IUCLID 6: https://iuclid6.echa.europa.eu/
. Stodavsnittet pa Echas webbplats: https://echa.europa.eu/sv/support

. Echas webbplats om tidsgransen 2018:
https://echa.europa.eu/sv/reach-2018

. Handbdcker om sammanstallning av underlag:
https://echa.europa.eu/sv/manuals

. Webbseminarium om fullstandighetskontrollen:
https://echa.europa.eu/sv/-/completeness-check-preparing-a-
reqgistration-dossier-that-can-be-successfully-submitted-to-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

Tack!
Prenumerera pa vara nyheter pd echa.europa.eu/sv/subscribe

Folj oss pa Twitter
@EU_ECHA

F6lj oss pa Facebook
Facebook.com/EUECHA



