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1. Inleiding

Dit oefenmateriaal is bedoeld om u te helpen bij uw eerste kennismaking met IUCLID 6 en
de Validatieassistent,

voordat u uw registratiedossier samenstelt voor de REACH-registratiedeadline van 2018.
Wij raden u aan eerst de presentatie te lezen (ongeveer een uur) en vervolgens door te
gaan met de training (ongeveer een uur). De trainingsinstructies worden gevolgd door de
toelichting. In de toelichting vindt u technische aanwijzingen voor de training; ze bevat geen
inhoudelijk advies over regelgeving. NB: de stofgegevensverzameling voor deze training
bevat geen echte gegevens en moet niet worden beschouwd als een model aan de hand
waarvan voldaan kan worden aan de REACH-vereisten.

Voor de training hebt u IUCLID 6 nodig. U kunt de desktopversie van IUCLID 6 downloaden
door naar de IUCLID 6-website te gaan, u aan te melden en in te loggen. Zie
https://iuclidé.echa.europa.eu/.

Ook kunt u gebruikmaken van de proefversie van IUCLID Cloud. Deze is toegankelijk via de
ECHA-

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

U kunt online inloggen met uw ECHA-accountgegevens (dezelfde gegevens als voor uw
REACH IT-account) en u aanmelden voor de proefversie van IUCLID Cloud. Om aan deze
training deel te nemen met behulp van IUCLID Cloud, klikt u op het IUCLID-pictogram links
onderaan de dashboardpagina van IUCLID Cloud. Hierdoor wordt de IUCLID-clientversie
opgestart, die er hetzelfde uitziet en hetzelfde werkt als de desktopversie van IUCLID.
Vervolgens kunt u de schermopnamen volgen van deze toelichting op de training.
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2. Instructies

2.1. Legenda

U bent de hoofdregistrant van de ECHA_TrainingSubstanceX. De gezamenlijke registratie
omvat de hoeveelheidsklasse van 10-100 t/j. De hoeveelheid van deze stof die u zelf
vervaardigd hebt, is eveneens 10-100 t/j. Als hoofdregistrant verstrekt u, namens de
deelnemers aan de gezamenlijke indiening, het richtsnoer voor een veilig gebruik (Guidance
on Safe Use, GSU in rubriek 11 van IUCLID) en het chemisch veiligheidsrapport (CSR in
rubriek 13 van IUCLID).

2.2. Training stap voor stap

STAP 1: Start IUCLID 6 op en importeer het stofbestand voor de training (.i6z-opmaak).
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Administration

mport ARG Bulk export

STAP 2: Zoek uw stof.

Main tasks
=
®
Muxture / Product Template
Substance Fl- | :’l
k" Category Annotation

STAP 3: Controleer de stofgegevensverzameling met behulp van de Validatieassistent en
corrigeer alle gemelde indieningsfouten.

Chemical name Legal entity name | "’, Validation assistant wizard — m] %

Validation assistant - Submission type specification

e TrainingSubstanceZ  [Example Company 1 |

! N
& TestS = Phaminaie gency | m

n Open

[;‘;1 Create Dossier Dossier type

B Pont Select submission tpe REACH Registration 10 - 100 tonnes =
i::.‘ Generate report [~ Use advanced setfiils—.select information to be checked bagedel Confidentiality and regulatory programme flags

[é] Export

X Delete

& fatd

N A
@  Provide the submission type informetion in order to determine the scenaria of the walidation. m

-4 a2

B, Validation assistant

Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission
0

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

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

between 10 to 100 tonnes/year
On-site Buiated

Etidies tonnage band (REACH Article 17)

-

Transported isolated intermediates tonnage band (REACH Article 18)

- 5
Specific submissions
[~ The submission is an update

Dossier specific information

Phase-in

[ Data sharing issues

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

STAP 4: Controleer of er geen indieningsfouten zijn blijven staan. Maak uw dossier aan. Vul de
koptekstinformatie van het dossier in aan de hand van de legenda die aan het begin van de
training is gegeven.
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“hemical name Legal entity name Referenc
& TrainingSubstanceZ  Example Company 1 I G;jﬂl
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§ TestSubstanceX & Open agency [H 115:2:-:

o3 Prnt "*f-‘

E Generate report

[{'jj Export

X Delete

&b Validate

STAP 5: Controleer met behulp van de Validatieassistent uw uiteindelijke dossier om te
verifiéren dat dit geen indieningsfouten meer bevat.

> Als de Validatieassistent toch nog fouten weergeeft, keer dan terug naar uw

stofgegevensverzameling, corrigeer de fouten en maak vervolgens een nieuw dossier
aan.

> Als de Validatieassistent geen fouten meldt, exporteer dan uw dossier en sla het op
in uw computer.

Uw trainingsdossier is nhu gereed!
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3. Toelichting op de training

De volgende oplossingen bevatten alleen technisch advies over hoe u de indieningsfouten
kunt corrigeren. De uitleg waarom bepaalde informatie vereist is, valt buiten het bestek van
dit trainingsmateriaal maar is te vinden in de ECHA-handleiding “Het opstellen van
registratie- en PPORD-dossiers” op https://echa.europa.eu/manuals.

3.1. Tips voor het gebruik van de Validatieassistent

<\
Vahdated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
n:me of validation: 2017705/24 14.43.18 '
ahidation scenano: SC0110 - Registration, lead 10-100, CSR, own GSU VY
Sub uaity checks (6) &
Sust 55 check rules (10)
KA wlotonosa check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that all the nquuod el
34 the Vahdation assistant and they may lead to a diff than indicated by this
pWalidation assss g Sl he obligation to submit a dossser that fulfils all relevant legal requirements
( £ B3 Copy report Filter Al > Rule level Al
a Kection  ~MSection name Document n 'M'essag; Rule type Rule level
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 © Failure
o - | 1 |adjacent text field must be filled in B ®
IBR177 12 Composition Joint submission lead reg: s 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 composition of the substance’. Multiple
— | L L |boundary compositions can be prowded, f relevant. . ‘
TCC_0104 0 |14 Analytical  |Analytical | Section 1.4 is incomplete. Al least one row must be created inthe Completenes
2 Information, |Information  (table ‘Analytical determmation”. In each row, the following must be $ check
Analytical pronded
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’
| 5 A " pfor not providing a method/result must be indicated | |
’

Klik nadat u een fout hebt gecorrigeerd op het pictogram ‘Save’ (Opslaan) in IUCLID
[ 1]
= | X1 @ en vernieuw het rapport van de Validatieassistent door op

'Re-check' (Opnieuw controleren) te klikken (zie de bovenstaande schermopname). Als de
fout is gecorrigeerd, is de desbetreffende foutmelding uit het rapport verdwenen.

Af en toe kan het gebeuren dat u uw Validatieassistent 'kwijtraakt'. Wanneer u de
Validatieassistent opnieuw probeert te openen, krijgt u dan de foutmelding dat deze al open
is. U kunt de Validatieassistent terugvinden door op het desbetreffende pictogram te
klikken. Dit bevindt zich rechts onderaan uw IUCLID-pagina.

/ J Third party
® TestSubst{Training Co... T} TestSubstd2017.05-09T
/9043304 @
Heuid) Role in ly chain v
!  TostSubstq ole in the supply ch
® TestSubstaTraining Co... i} / IUPAC_n2017-05-09T Identification of substance v
| /4414302
. . - Type of substance v -

Jisplaying 2 result{s)

7 Information panel
# Information M Clipboard manager ® Attachments © Modification history [E) Annotations & References

\& w10

Type & Substance

UUID {70 14159-0702-4585-9088-7a291cb9919
Dossier UUID ‘
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3.2. Fout BR176 en BR177

Opmerking: Wanneer u BR177 corrigeert, wordt ook BR176 gecorrigeerd.

BRI177 1.2 Composition Joint submizsion lead registrants must include at least one composition Buzinezs rule
which describes the collectively agreed boundaries of the registered
substance. To this end, indicate in section 1.2 the Type of composition’ as 9 Failur
"boundary composition of the substance’. Multiple Boundary compositions
can be provided, if relevant.

BR176 12 Composition |Composition |For each composition record in section 1.2, the field Type of composition’ Business rule
must be indicated. If the selection 'other:” is made, the adjacent text field must ﬂ Failur
be filled in.

3.2.1. Hoe corrigeert u dit?

STAP 1: In deze training bent u hoofdregistrant en daarom hebt u in rubriek 1.2 van IUCLID
twee samenstellingsrecords nodig: een die is gemarkeerd als “legal entity composition of the
substance” (rechtspersoon stofsamenstelling) en een die is gemarkeerd als “boundary
composition of the substance” (grenssamenstelling van de stof). Dit tweede
samenstellingsrecord is bedoeld om de grenzen van de gezamenlijke registratie te beschrijven.

Deze fouten met betrekking tot bedrijfsregels geven aan dat u een keuze moet maken in het
veld ‘Type of composition’ (Type samenstelling) in het tweede samenstellingsrecord en
‘boundary composition of the substance’ moet selecteren.

CORE / Composition / Composition / ECHA_TrainingSubstance_°
Search TOC ' Annotations BRI S X @

RE5CH' (.Z?nvapiem oo : General Information A

h il s | Name

#-[ 0 Related information |~
- & 1 General information
& f@i’ 1.1 Identification
— & 1.2 Composition
@ LE composition / tate / form
[ @ Composition ] solid: bulk o 1 X Vther
e ddeatfiers L Descaotion of comnasition

Standard composition
Type of composition

boundary composition of the substance "] Uther

3.3. Fout TCC_0104_02

TCC_0104_02 (1.4 Analytical Analytical Section 1.4 is incomplete. At least one row must be created in the table Completeness
Infermation, Information "Analytical determination’. In each row, the follewing must be provided: check
Analytical - a selection must be made in the "Purpose of analysis’ picklist
determination, - at least one selection must be made in the "Analyzis type' picklist
(2) - 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

==laction in the field ‘Rationale for no results’ and insert an explanation in the 0 Failure
hr’r € |"’ (‘nm et h | ”q wi DHL'_.] arm |"’"’| NG sification’ field, clearly stating the reasens for not providing the information.
IH H'Il" “P(nnd row ﬂf ”‘Il"' ta b|l" MNote that the "Analysis type' field is a multi-select list; if several selections are
A n a ||,’;'[ ical (j etermin ;31 ion made, the correspoending resufts 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.
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3.3.1. Hoe corrigeert u dit?

STAP 1: Selecteer rij 2 van de tabel ‘Analytical determination’ (Analytische bepaling) en klik op
‘Edit’ (Bewerken).

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

STAP 2: Maak een keuze uit de vervolgkeuzelijst ‘Analysis type’ (Type analyse).

& 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. Fouten BR049 en TCC_0303_01

Opmerking: Wanneer u BR049 corrigeert, wordt ook TCC_0303_01 gecorrigeerd en andersom.

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. Hoe corrigeert u dit?

STAP 1: Maak een nieuw record aan in

rubriek 3.5.1.

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

(Productienaam) en ...

:'ﬂ Y Manufacture, use and exposune
+ [l 32 Estimated quantties
=0 - ERET™
& Sites 001

B 15 1 Mantacn—
& B 352 Fommdane ® ",’"B’
o [ 3530 2 ot st
3 B 154 Widesprmad sses by prote

B 3.4 formation on medsees
= B 3% Use and sxposurs inlermation

B 350 Use andd exposare indeimabon relevant o all uses

= Bl 35 1 Manuisciure

. + Bndacion 91}

8 155 Consumer wses
o [ 356 Sennce e

: STl OF P P kg
[ 353 Uses of industrial sites

il S Wea st cnas b coofaazinnal scsacs

STAP 2: Vul minimaal de velden ‘Manufacture name’

Marndacturs numibsed

MlarndBc i nae
Tt harie

Further descnpbon of mamdsctur
- 1LY I

Fiormal = | Agency FB

STAP 3: ... Environmental release category (ERC) (Milieu-emissiecategorie) en Process category
(PROC) (Procescategorie) in.

o [l 3T Estemated guartiies
[BF - EEE-™TT
& Sees 801
B 74 information on moteres
i- ﬂﬁi-l.h-.mdll_nrhmdm

[ 148 Ui and enpomure rdormaston relrant for o uses

« Fndacion 1]
= O TR O 1 e Fare]
S [l 35 ¥ Uses on avduninagl stes
4 [ 758 Waletpremd wiis by probessansl wiries
# B 15 5 Conpurms e
4 [l 35 & Serece e
i [l 36 Unes adried sy

B 37 Ersrormentsl iniaiimenl b iapegaled iouies

i [l 39 Eminasons wkrmatasn
- 3 90 dgpplecateon bt b aton of i
W 4 Proiecal and

STAP 4: Ga naar rubriek 3.3 'Sites’ (Locaties). Koppel het productiegebruik aan de locatie.

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

‘Loﬂmm 8 Trawning Company / Helsink / Finland

+ B )2 Estomated quantities Remark
= B 335t ¥ Select a related item x]
4 wio on On Modures
R 35U o !
Manufacture / use(s) A
250 Use and exposure sformation r¢ o s)

= 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

. - 1
. »\V%
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3.5. Fout 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. Hoe corrigeert u dit?

STAP 1: Stel vast wat de oorzaak is van de fout > Hazard assessment conclusion not filled in

(Conclusie gevarenbeoordeling niet ingevuld).

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. Fout 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.

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




3.6.1. Hoe corrigeert u dit?

STAP 1: Bepaal waar de fout zich precies bevindt.

10

W-EYE-LOC

information __linforma

W - Workers
EYE - Hazard for the eyes
LOC - Local effects

ers’ and ‘General

2 'Hazard assessment

er toxicological threshold’
eprovided in the fields under

reated summary must be |

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 threshol
LT-Long term exposure ovided in the fields under
|'LTT!.'5 OISO
TCC 07 01 |7 Toxicological |Toxicolgo ection 715 nn mary must be created I

STAP 2: Stel vast wat de oorzaak is van de fout > Hazard assessment conclusion not filled in

Search | TOC | Annotations

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

RS | X| @

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

- @ Toxicological information -
H-@i’ 7.1 Toxicokinetics, metabolism 2
3.7. Fout TCC_11_01
TCC_11_03 1 Guidance on Section 11 is incomplete. At the selected tonnage band, at least one record must |Completeness
=safe use be created in section 11. Each record must contain at least 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. Hoe corrigeert u dit?

STAP 1: Maak een nieuw record aan in rubriek 11.
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712 Addttional toxicological information
% B 8 Analytical methods
| 11 Guidance on safe use
B 12 Literature sean & New rqcord
= & 13 Assessment reports h
13 1 Chemical Safety Report (Part A)
@ CSR_nojustification-copy
@ Assessment Reports 002-copy(1)
# [ 14 Information requirements

STAP 2: Stel vast in welke velden de vereiste informatie ontbreekt.

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

Search TOC | Annotations BRI S X O
S ; »
RYEI:CH' :ogs(mm 1 - 10 tonnes, standard requirements hd Aduinisirative dats v—
Text filter
. . w—— 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 S P
& [ 5 Environmental fate and pathways LB "
# [’ 6 Ecotoxicological information Text here.
= [ 7 Toxicological information
@ Toxicological information
30~ RARI and AU Zo =
i+ [ 7.2 Acute Toxicity ’
(&) @ 7.3 Imtation / corrosion
= [ 74 Sensitisation
= [ 7.4.1 Skin sensitisation

@ Skin senstisation.001-copy
Handling and storage A
@ Skin sensitisation. 002 — ng

B 7.4.2 Respiratory sensitisation Text here
(4 [ 75 Repeated dose toxicity
[ [ 7.6 Genetic toxicity
I H77 Cumf\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 lvestock and pets Text here.
B 7.12 Addt g
i [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) ﬂ Disposal considerations A
@ CSR_nojustification-copy Text here..|

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