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1. Introduktion

Formalet med dette gvelsesmateriale er at lade dig stifte bekendtskab med IUCLID 6 og
validerings assistenten, fgr du udarbejder dit registreringsdossier forud for REACH 2018-
registreringsfristen. Det anbefales fgrst at lzese praesentationen (ca. en time) og derefter at
fortseette med gvelsen (ca. en time). Anvisningerne til gvelsen efterfglges af ngglen. Ngglen
giver dig tekniske anvisninger i at udfgre gvelsen, men ikke anvisninger i lovmaessige
spgrgsmal. Bemaerk, at gvelsesstofdatassettet ikke rummer virkelige data og ikke ma
opfattes som en model for, hvordan REACH-kravene skal efterkommes.

Til gvelsen behgver du IUCLID 6. Du kan besgge IUCLID 6-webstedet, tilmelde dig/logge
ind, og downloade IUCLID 6 i desktopversionen. Se https://iuclid6.echa.europa.eu/.

Alternativt kan du anvende IUCLID Cloud Trial-tjenesten, som er tilgaengelig via ECHA's
websted pd https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-services.
Du kan logge ind online med dine ECHA-kontooplysninger (de samme som til din REACH-
IT-konto), og tilmelde dig IUCLID Cloud Trial-tjenesten. For at kunne deltage i denne gvelse
ved hjeaelp af IUCLID cloud bedes du klikke pa IUCLID-ikonet i nederste venstre hjgrne af
styrepanelet i IUCLID cloud. Derved starter klientversionen af IUCLID, dvs. den ser ud og fales
ligesom desktopversionen af IUCLID, og du vil kunne fglge med i skeermbillederne i denne
gvelsesnggle.
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2. Instruktioner

2.1. Tegnforklaring

Du er ledende registrant af ECHA_gvelsesstofX. Den falles registrering omfatter
maengdeintervallet 10-100 t/ar. Dit eget fremstillede maengdeinterval af dette stof er
ligeledes 10-100 t/ar. Som ledende registrant leverer du vejledningen i sikker anvendelse

(GSU i IUCLID afsnit 11) og kemikaliesikkerhedsrapporten (CSR i IUCLID afsnit 13) pa
vegne af medregistranterne i den feelles indsendelse.

2.2. @velsen trin for trin

TRIN 1: Start IUCLID 6, og importér gvelsesfilen om dit stof (.i6z format)

Administration

2 g &

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland | TIf. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu


https://iuclid6.echa.europa.eu/
https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-services.

TRIN 2: Find dit stof

Main tasks
=
Muaure / Product Template
Substance ;'. D
L5 Category Annotation

TRIN 3: Kgr valideringsassistenten pa dit stofdatasset, og ret alle de rapporterede fejl i
indsendelsen

Chemical name Legal entity name | 4, Validation assistant wizard o x
e TrainingSubstanceZ Example Company 1 | Validation assistant - Submission type specification
& Tessi | SRRE— <
| & Open |

[@ Create Dossier Dossier type

B Prnt Select submission tipe REACH Registration 10 - 100 tonnss -

:1—31 Generate report [~ Use advanced settiifssgelect information to be checked baged-sil Confidentiality and regulatory programme flags

[& Export

X Delete

é 131 diz

oL A
0 Provide the submission type infarmsation in order to determine the scenario of the validstion. m Next

-4

Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission

Informati provided by the lead on behalf of the member(s)

|w Chemical safety report
v Guidance on safe use
Tonnage band(s) of the lead registrant

Tonnage band

between 10 to 100 tonnes/year - |

On-sieEnis EOEtes tonnage band (REACH Article 17)

-
Transported isolated intermediates tonnage band (REACH Article 18)

"
Specific submissions
[ The submission is an update
Dossier specific information

Phase-in

[~ Data sharing issues.

[~ Fee waiving (1-10 tonnes, not fulfiling Annex lll criteria and voluntarily providing full Annex Vil

TRIN 4: Forvis dig om, at der ikke er nogen resterende fejl i indsendelsen. Opret dit dossier.
Udfyld oplysningerne til dossieroverskriften som forklaret i begyndelsen af gvelsen.
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“hemical name Legal entity name Referenc
& TrainingSubstanceZ  Example Company 1 I3y, G;jﬂl
ECH

§ TestSubstanceX & Open agency [H 11515‘1&-:

[@ Create Dogsis ;

o3 Prnt ukfs

E Generate report

@ Export

X Delete

&b Validate

TRIN 5: Kgr valideringsassistenten pa dit endelige dossier for at kontrollere, at der ikke er flere
fejl i indsendelsen.

> Hvis valideringsassistenten stadig viser fejl: G3 tilbage til dit stofdataseet, ret fejlene,
og opret derefter et nyt dossier.

> Huvis valideringsassistenten ikke rapporterer nogen fejl: Eksportér dit dossier, og gem
det pd din computer.

Dit gvelsesdossier er nu klar.
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3. Nggle til gvelsen

Folgende Igsninger giver kun teknisk vejledning i at rette indsendelsesfejl. Forklaringerne
pd, hvorfor visse oplysninger er obligatoriske, ligger uden for dette gvelsesmateriale, men
kan findes i ECHA-manualen "Udarbejdelse af registrerings- og PPORD-dossierer" pa
https://echa.europa.eu/da/manuals.

3.1. Tips til anvendelse af valideringsassistenten

4 v
ahdated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
ime of validation: 2017/05/24 14:43:18
alidation scenano: SC0110 - Registration, lead 10-100, CSR, own GSU A
ualty checks (6) R
55 check rules (10)
‘nplotonou check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that all the roquuod el
% the Vahdation assistant and they may lead to a diff than ind d by this
alidation assts he obligation to submit a dossier that fulfils all relevant legal requirements
5 Copy repon Filter Al ~ Rule level. Al
BRule Kection . A tion name Document n Message ; Rule type “Rule Jevel
BR176 12 Composition |Composition |For each composition record in section 1.2, the field Type of Business rule |
composition’ must be indicated i the selection ‘other.’ 1s made, the 1O Failure
| B | |adjacent text field must be filled in | Al
NBRITT 12 Composition Joint submission lead registrants must include at least one Business rule |
composition which descnbes the collectively agreed boundaries of the \
registered substance. To this end, indicate in section 1 2 the Type of 1 Failure
composition” as boundary comp of the nce’. Multiph
— L L |boundary compositions can be pronded, f relevant. el
TCC_0104 0 |14 Analytical | Analytical | Section 1.4 is incomplete. Al least one row must be created in the Completenes
2 Information, |Information  (table ‘Analytical determmation”. In each row, the following must be $ check
Analytical prownded
determination - 3 selection must be made in the Purpose of analysis’ pickhist
2) e lection must be made in the ‘Analysis type’ pecklist
Row number inthe table  hment must exist in the ‘Attached methods/results’
2 ~~ pfornot providing a method/result must be indicated | l_
’
© \Validation assistant - Report Back

Na&r du har rettet en fejl, skal du klikke pa& ikonet "save" (gem) i IUCLID

@ s | B X1 @ , 0g opdatere rapporten fra valideringsassistenten ved at
klikke pa knappen "re-check" (kontrollér igen) (vist pa skaermbilledet ovenfor). Hvis fejlen
blev rettet som anvist, er den padgaeldende fejimeddelelse forsvundet fra rapporten.

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

/ J Third party
® TestSubst{Training Co... T} TestSubstd2017.05-09T
/9043-30-4 @
AT ] Role i in v
4 " TostSubsta ole in the supply chain
® TestSubstaTraining Co... i} / IUPAC_n2017-05-09T Identification of substance v
| /4414302
) - b - Type of substance v -
7 Information panel
i Information | iy Clipboard manager % Attachments @ Modification history [E} Annotations &% References

Type & Substance

UUID {70 14159-0702-4585-9088-7a291cb9919
Dossier UUID ‘

Jisplaying 2 resultis) \
&b SuperUser £ )
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https://echa.europa.eu/da/manuals

3.2. Fejl BR176 og BR177

Kommentar: Rettelse af BR177 retter ogsa BR176

BRATT

1.2 Composition

Joint submizsion lead registrants must include at least one composition
which describes the collectively agreed boundaries of the registered

can be provided, if relevant.

substance. To thiz end, indicate in section 1.2 the Type of compesition' az
"boundary composition of the substance’. Multiple Boundary compositions

Business rule

ﬂ Failur

BR176

12 Composition

Composition

be filled in.

For each composition record in section 1.2, the field Type of composition®
must be indicated. If the selection "other:” is made, the adjacent text field must

Business rule

ﬂ Failur

3.2.1. Hvordan rettes dette?

TRIN 1: I denne gvelse er du ledende registrant, og behgver derfor to sammensaetningsposter
i IUCLID afsnit 1.2: Den ene markeret "legal entity composition of the substance" (den juridiske
enheds sammensaetning af stoffet), den anden markeret "boundary composition of the
substance" (graensesammensaetning af stoffet). Denne anden sammensatningspost skal angive
graenserne for den faelles registrering.

Disse fejl vedrgrende forretningsreglerne viser, at du skal treeffe et valg

Search TOC
REACH Complete table of c( ... ' ¥
Yo
#-[ 0 Related information |~
- & 1 General information

& @i 1.1 Identification

= & 1.2 Composition

%

3.3.

TCC_0104_02[1.4

There is snmrthmq wrong of missir
in tlw wmnd row of thr* table

Annotations

q

ier

General Information A
Name

Standard composition
Type of composition

CORE / Composition / Composition / ECHA_TrainingSubstance 1
X ©

boundary composition of the substance

@ LE composition

[ @ Composition ]

A

Fejl TCC_0104_02

Analytical Analytical
Infermation, Information
Analytical

determination,

(2}

Analyhral determination

tate / form
solid: bulk oo K

eiseaotion of compasition

Section 1.4 is incomplete. At least one row must be created in the table

"Analytical determination’. In each row, the follewing must be provided:

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

- at least one selection must be made in the "Analyzis type' picklist

- either an attachment must exist in the "Attached methodsz/results’ field, or a

reasen for not providing a methodiresult must be indicated. To this end, make a
==lection in the field "Rationale for no results’ and insert an explanation in the

1 stification’ field, clearly stating the reasens for not providing the information.

MNote that the "Analysis type' field is a multi-select list; if several selections are
made, the correspending results or justifications for all must be provided in the
same row. If you select "other” in any of the picklist fields, the adjacent text field
must be filled in.

feltet "Type of
composition" (type sammensatning) i den anden sammensaetningspost og veelge "boundary
composition of the substance" ("greensesammensaetning af stoffet").

Completeness
check

0 Failure
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3.3.1. Hvordan rettes dette?

TRIN 1: Velg raekke 2 i tabellen "Analytical determination" (analytisk bestemmelse), og klik pd
"Edit" (rediger)

Search TOC  Annotations RS X @
REACH Registration 1 - 10 tonnes, stz ... | ¥
- e S| Analytical information A
Y Text fitte -
# [ 0 Related information 7| ®
5§ 1 General information Methods and results of analysis A
= & 11 Identification Analytical determination
é Identification [Purpose of analysis Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
|quantification formatior oc7235KB7 B
ﬁ SE Comppiox il | |application/msword | | | [ et
@ LE composition identification and/or results Analytical [Remarks
+ [ 1.3 Identifiers |quantification results doc / 23.5
. [ | KB/ -l
= @ 14 Analytical Information . 1 .
@ Analytical Information + Add X Delete A Move up
B 1.5 Joint submission Optical actity
E 1.6 Sponsors not relevant vee G
# & 17 Sunnliers Remarks

TRIN 2: Foretag et valg i rullemenuen "Analysis type" (analysens art)

& Anabical Selerrenstion £

Purpits of Braies
[ e

lhuj-nl,-p-

Typa of andoreatan prowsiid

e -

A P o il s

B dsytecal reilts dos 30 5 KB gl atvie rriessd 80K
Ratsonule o e reaulls

St gdan

Reemarin,

Revnaria

3.4. Fejl BR049 og TCC_0303_01

Kommentar: Rettelse af BR049 retter ogsd TCC_0303_01 og omvendt

TCC_0303_01 3.3 Sites Sites.001 If you indicated in section 1.1 that your 'Role in the supply chain’ is Completeness
‘Manufacturer', then you must provide at least one production site in section 3.3. |check

To this end, you must create a record in section 3.3 and link a "Site’ to it. The
contact address of each site must be provided; as a minimum the fields "Site Q Failure
name', "Address’, Town' and "Country” must be filled in. In addition, to indicate the:
site as a production site, you must link it uzing the field "Related manufacturefown
use’ to at least one manufacture record in section 3.5.1.

BRO4% 3.3 Sites. If you indicated in section 1.1 that your ‘Role in the supply chain' is Business rule
'Manufacturer', then you must provide at least one production site in 2ection 3.3,
To thiz end, you must create a record in section 3.3; link a 'Site’ to it; and link it Q Failure
using the field ‘Related manufacture/own use' to at least one manufacture recerd
in section 3.5.1.
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3.4.1. Hvordan rettes dette?

TRIN 1: Opret en ny posti afsnit 3.5.1

=] - ERE-"
@ Seen 001
B 34 nlormation on metures
= [ 35 Use ant exposere stormation
B 150 Use e o .

B 15 1 Mantacn—
& B 352 Fommdane ® ",’"B’
o [ 3530 2 ot st
# B 154 Widespraad sses by professionsl

8 155 Consumer wses
o [ 356 Sennce e

TRIN 3: ... "ERC" og "PROC" (miljgudledningskategori og proceskategori)

I [ 37 Estrated quirtibed
[BF - EE3-™
W Sieen 001
[ 14 imiormation on mixhwss
= B 15 U and sopedens sikermaton
[ 3 &9 Une andl exposurs miormation releant for o uses

* i 501

2= Tveaden o 1% Pt Vo)

[l 35 Y Uses on aduningl ptey

4 B 153 Welerpremd wies by proessansl wires

# [l 355 Conpurss wbas

i [ 15 & Sensce e
i [ 36 Usds sdaied mpmenn

[ 3 7 Emsroamentsl misasament bom soregied Soustes
i [l 19 Eminasons rlrmtn

B 310 Apphet ateon b b dfiin of i
i‘l"-f ard

TRIN 2: Udfyld som minimum felterne "Manufacture
name and ..." (producentens navn og ...)

:'ﬂ Y Manufacture, use and exposune
+ [l 32 Estimated quantties
=0 - ERET™
& Sites 001
B 3.4 formation on medsees
= ﬂ!-!-l.lumnp&uﬂlhm

B 350 Use andd exposare indeimabon relevant o all uses

= [ 3.5 1 Manuiaciure
+ Planactr 661

= STl OF P P kg

i 353 Uses ot indastrial sites

il S Wea st cnas b coofaazinnal scsacs

Marndacturs numibsed

MlarndBc i nae
Tt harie

Further descnpbon of mamdsctur
- 1LY I

Fiormal = | Agency FB

TRIN 4: G3 til afsnit 3.3 "Sites" (fremstillingssteder). Link fremstillingsanvendelsen til

fremstillingsstedet

@ W 2 Cassfication & Labeiing and PET assess
& B 3 Manufacture, use and exposure

‘Loﬂmm 8 Trawning Company / Helsink / Finland

+ B )2 Estomated quantities Remark
=~ & 3135w

Ormason On Modures

R 35U o !
= 250 Use and exposure formation n(
= B 351 Mandacture
@ Manutacture 001
# [ 352 Formulaton or re-packing
# [ 353 Uses at mdusteal stes
& [l 354 Wideaproad uses by profe
& [ 355 Consumer uses
4 256 Sensce e
+ [l 26 Uses advised aganst
P

Manufacture / own use(s) A

s w%'

4 Select 3 related item
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3.5. Fejl TCC_06_01

TCC_06_01

[ Ecotoxicologic
al information,
Sediment
(freshwater)

Ecotoxicologic
al
Information-co
Py

Section 6 iz not complete. An endpoint summary must be created under
"Ecotoxicological infermation', and each created summary must be complete. For
each of the hazards, a selection must be made in the ‘Hazard assessment
cenclusion® picklist. If 'PNEC' was selected, the value and unit must be provided in
the fields under the conclusion.

check

Completeness

E:i Failure

3.5.1. Hvordan rettes dette?

TRIN 1: Find 3arsagen til fejlen "> Hazard assessment conclusion not filled in" (konklusion

vedrgrende farevurdering ikke udfyldt)

Search TOC | Annotations

S k= X @

REACH Registration 10 - 100 t o . .
_Egls raton onnes Administrative data v
Y Text filt =
ext filter
Hazard for aquatic organisms »

- 0 Related infarmation

[ 1 General information A
E“ 2 Classification & Labelling and PBT assessment Marine water v For the exercise

@i 3 Manufacture, use and exposure STP w SE|ect "H_O_ hazard

identified"

E“ 4 Physical and chemical properties

E“ 5 Environmental fate and pathways

ediment (freshwater) »

Hazard assessment conclusion

@i 6 Ecotoxicological information e
5 | |Ecotoxi{:o|ogical Information-copy
- 6.1 Aquatic toxicit
Ek q ¥ Assessment factor
3.6. Fejl TCC_07_01
TCC_07_01 T Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness
information, infermation Toxicological infermation’, and each created summary must be complete. For check
GP-INH-3YS-L each of the hazards for Werkers' and ‘General population” a selection must be Q Failure
T made in the "Hazard assessment conclusion® picklist. If 'DNEL", ‘'ODMEL or "other
toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.
TCC_07_01 r Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness.
information, information Toxicological information’, and each created summary must be complete. For check
W-EYE-LOC each of the hazards for Workers' and "General population” a selection must be 0 Falre
made in the "Hazard assessment conclusion® picklist. If ‘'DNEL", "DMEL’ or "other
toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.
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3.6.1. Hvordan rettes dette?

TRIN 1: Find fejlens ngjagtige placering

10

Rule ~ Section nu... Section name Document n__. Message f
TCC_07_01 |7 Toxicological |Toxic . mary must be created |
information. _linform GP - Genera! POpu"f-it|0n reated summary must be |:
GP-INH-SYS- INH - Hazard via inhalation route ers’ and 'General
LT SYS - Systemic effects 'H?Zﬂ_fd ?Sseslsmemh "
er toxicological thresho
LT -Long term exposure ovided in the fields under
|'LTTU OISO
TCC 07 01 |7 Toxicological |Toxicolgo ection 715 nn mary must be created I
information _linforma W reated summary must be |
W-EYE-LOC W - Workers ers’ and 'General
EYE - Hazard for the eyes . ‘Hazard assessment
LOC - Local effects er toxicological thrashold’
......... R — sprovided in the fields under

TRIN 2: Find arsagen til fejlen "> H
vedrgrende farevurdering ikke udfyldt)

Search | TOC | Annotations

RS

azard assessment conclusion not filled in" (konklusion

| X @

REACH Registration 10 - 100 tonne: ... ¥
Y Text filter =
-l 0 Related information

E* 1 General information

E* 2 Classification & Labelling and PET
E* 3 Manufacture, use and exposure
E* 4 Physical and chemical properties
E* 5 Environmental fate and pathways
E* 6 Ecotoxicological information

E}ﬁf T Toxicological information

Administrative data v

Workers - Hazard via inhalation route v
Workers - Hazard via dermal route v
Workers - Hazard for the eyes v
Additional informatio

eneral Population - Hazard via inhalation rou

Systemic effects

Long term exposure
Hazard assessment conclusion

3 Toxicological information -
- 7.1 Toxicokinetics, metabolism z
3.7. Fejl TCC_11_01
TCC_11_03 11 Guidance on Section 11 is incomplete. At the selected tonnage band, at least one record must |Completeness
=afe use be created in section 11. Each record must contain at lzast the following check
information related to the guidance on safe use:
- First-aid measures Q Failure

- Fire-fighting measures
- Accidental release measures
- Handling and storage

3.7.1. Hvordan rettes dette?

TRIN 1: Opret en ny juridisk enhed i a
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I 7 12 Addttional toxicological information
@ [ 8 Analytical methods
B 11 Guidance on safe use
B 12 Literature sean & New rqcord
= [ 13 Assessment reports h
13.1 Chemical Safety Report (Part A)
@ CSR_nopustification-copy
@ Assessmant Reports 002-copy(1)
& B 14 Information requirements

TRIN 2: Find ud af, hvilke felter der ikke er udfyldt med de kraevede oplysninger.

*“|* Nawgation panel CORE / Guidance on safe use / Guidance on safe use 001 / TestSubstanceX / Test

Search TOC | Annotations BRI S X O
S ; »
RYEAICH' fl{ogs(mxm 1- 10 tonnes, standard requirements = in . e
Text filter IHH d.h
: " iyt First-aid measures A
& [ 0 Related information
# [@ 1 General information Text here

i+ [ 2 Classification & Labelling and PBT assessment
& @ 3 Manufacture, use and exposure
4/ | 4 Physical and chemical properties
& | 5 Environmental fate and pathways
i @ 6 Ecotoxicological information Text here
= [ 7 Toxicological information
@ Toxicological information
30 ~ RAR( ; and R A A
# [’ 7.2 Acute Toxicity .
) [’ 7.3 Iitation / corrosion Text here
=) & 7.4 Sensitisation
= [ 7.4.1 Skin sensitisation
@ Skin senstisation.001-copy

'F“"L" )

@ Skin sensiisation 002 sy Handling and storage A
B 7.4.2 Respiratory sensitisation Text here
(4 [ 75 Repeated dose toxicity
i+ [ 7.6 Genetic toxicity
[ H77 Cucnf\ogomcny T inf o
i [l 7.8 Toxicity to reproduction _ . ' "
@ [ 7.9 Specific investigations — Exp p P A
(4 [ 710 Exposure related observations in humans AlX
B 7.1 Toxic effects on livestock and pets Text here
B 7.12 Addt logical
& [l 8 Analytical methods —_— Stability and reactivity A
= Q11 Guidance on safe use Text here
[+ Fidance o safe use 001] |
i 12 Literature search
& [ 13 Assessment reports
13.1 Chemical Safety Report (Part A) —_— Disposal considerations A
@ CSR_nojustification-copy Text here..|

@ Assessment Reports.002-copy(1)
& [ 14 Information requirements
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