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1. Inledning

Syftet med detta 6évningsmaterial ar att ge dig din forsta kontakt med IUCLID 6 och
valideringsassistenten innan du bérjar sammanstdlla ditt registreringsunderlag infor
tidsgransen for Reach-registrering 2018. Vi rekommenderar att du laser presentationen
forst (cirka en timme) och sedan fortsatter med &vningen (cirka en timme).
Ovningsinstruktionerna féljs av 16sningarna. Lésningarna ger dig tekniska rad om hur du
ska utféra ovningen; de ger dock inte ndgra regleringsméssiga rad. Observera att
dmnesdatasetet i dvningen inte innehdller verkliga data och du bér inte anvénda det som
modell for hur kraven i Reach ska uppfyllas.

Fér dvningen behdver du IUCLID 6. Du kan ga till webbplatsen fér IUCLID 6, registrera dig,
logga in och ladda ned skrivbordsversionen av IUCLID 6. Se
https://iuclidé.echa.europa.eu/.

Alternativt kan du anvédnda tjansten IUCLID Cloud Trial, som kan kommas at via Echas
webbplats pa https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-
services.

Du kan logga in online med inloggningsuppgifterna foér ditt Echa-konto (samma som for ditt
Reach-IT-konto) och anmala dig till tjansten IUCLID Cloud Trial. Fér att delta i denna 6vning
med IUCLID Cloud ska du klicka pd& IUCLID-ikonen i det nedre véanstra hornet pa
instrumentpanelsidan i IUCLID Cloud. Klientversionen av IUCLID startar d&, dvs. utseendet och
kanslan blir densamma som fér skrivbordsversionen av IUCLID och det gar att folja
skarmbilderna i I6sningarna till denna évning.
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2. Instruktioner

2.1. Bakgrund

Du é&r den ledande registranten for ECHA_TrainingSubstanceX. Den gemensamma
registreringen técker mangdintervallet 10-100 ton/ar. Aven din egen tillverkade méngd av
detta &mne &r 10-100 ton/ar. Du som ledande registrant tillhandahaller végledningen for
saker anvandning (i IUCLID avsnitt 11) och kemikaliesakerhetsrapporten (i IUCLID
avsnitt 13) pa vagnar av medregistranterna i det gemensamma inldmnandet.

2.2. Ovningen steg for steg

STEG 1: Starta IUCLID 6 och importera amnesfilen fér dvningen (.i6z-format).
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https://iuclid6.echa.europa.eu/
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Administration

O
&

My account Import PR Bulk export

STEG 2: Hitta ditt &mne.

Main tasks
=
®
Muoaure / Product Template
Substance Fl‘ |=’l
L Category Annotation

STEG 3: Kor valideringsassistenten pa ditt dmnesdataset och korrigera alla rapporterade
inlamningsfel.

|Chemical name Legal entity name | 4 Validation assistent wizard - = X

| Validation assistant - Submission type specification

é TrainingSubstanceZ  [Example Company 1

! b s
& Testsub [Fumnne Chminoie Bgancy | ﬂ
Open |

Create Dossier

e
®

Dossier type

Print Select submission thpe  REACH Registration 10 - 100 fonnes

Generate report [~ Use advanced settiifss.select information to be checked baggdestl confidentiality and regulatory programme flage
Export
Delete

fat B
&y A
@  Provide the submission type informetion in order to determine the scenaria of the walidation. m Next

& X5

-4

B, Validation assistant

Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission
(e

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 150 Etidies tonnage band (REACH Article 17)

- 5
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

STEG 4: Kontrollera att inga inldamningsfel finns kvar. Skapa ditt underlag. Fyll i informationen
i underlagshuvudet i enlighet med bakgrunden i bérjan av évningen.
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“hemical name Legal entity name Referenc
& TrainingSubstanceZ  Example Company 1 I G;jﬂl
ECH

§ TestSubstanceX & Open agency [H 115:2:-:

o3 Prnt "*f-‘

E Generate report

[{'jj Export

X Delete

&b Validate

STEG 5: Kor valideringsassistenten pa ditt slutliga underlag for att sakerstdlla att inga
inlamningsfel finns kvar.

> Om valideringsassistenten fortfarande visar nagra fel: G& tillbaka till ditt
amnesdataset, korrigera felen och skapa sedan ett nytt underlag.

> Om valideringsassistenten inte rapporterar ndgra fel: Exportera ditt underlag och
spara det pa din dator.

Ditt ovningsunderlag ar nu klart!
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3. Losningar till 6vningen

Foljande l6sningar ger endast tekniska rdd om hur du korrigerar inldmningsfelen.
Forklaringar till varfér vissa uppgifter kravs ingar inte i detta 6vningsmaterial men kan hittas
i Echa-handboken "How to prepare registration and PPORD dossiers” (Hur man
sammanstaller registrerings- och PPORD-underlag) pa https://echa.europa.eu/manuals.

3.1. Tips om hur valideringsassistenten anvands

<\
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)
wlotonou 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
B3 Copy report Filter Al ~ Rule level. Al
SRule Kection . A tion name Documen( n Message Rule type Rule level
BR176 1 2 Composition |Composition |For each composition record in section 1.2, the field Type of Business rule |
composition’ must be indicated i the selection ‘other”’ is made. the 1O Failure
| 1 |adjacent text field must be filled in | Al
NBR177 {12 Composition Joint submission lead regs 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 12 the "I’ype of 1 Failure
composition’ as boundary comp of the substance’ ‘
L L |boundary compositions can be pronded, f relevant. p—
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 prowded
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 2 ~ pfor not providing a method/result must be indicated | |
’

Efter att du korrigerat ett fel kan du klicka pa “spara-ikonen” i IUCLID

@ s | & X1 @ och uppdatera valideringsassistentens rapport genom att
klicka pd knappen Re-check (Kontrollera igen) (visas pd skdrmbilden ovan). Om felet
korrigerats ratt ska motsvarande felmeddelande ha férsvunnit i rapporten.

Ibland kan det handa att du “férlorar” din valideringsassistent. Nar du férséker dppna den
igen far du ett felmeddelande som sdger att den redan &r &ppen. Du kan "hitta”
valideringsassistenten genom att klicka pa ikonen fér valideringsassistenten i det nedre
hégra hérnet pd sidan i IUCLID.

/ J Third party
é TestSubstiTraining Co @ TostSubsta2017-05-09T
/9043-30-4 @
4474 | Role in the supply chain v
|  TestSubsta e
® TestSubstaTraining Co... i} / IUPAC_n2017-05-09T Identification of substance v
| /441430-2
. . - - Type of substance v -
7 Information panel
i Information . Clipboard manager ® Attachments © Modification history [ Annotations &% References

Type & Substance

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

Ysplaying 2 result(s). \
&b SuperUser £ )
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3.2. Felen BR176 och BR177

Kommentar: Om BR177 korrigeras, korrigeras aven BR176.

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. Korrigering

STEG1: I denna 6vning ar du en ledande registrant och behdver darfor tva
sammansattningsposter i avsnitt 1.2 i IUCLID: en post markerad som "legal entity composition
of the substance” (den juridiska enhetens sammansattning av @amnet) och en andra post
markerad som “boundary composition of the substance” (amnets granssammansattning). Den
andra sammansattningsposten ar till for att beskriva grédnserna for den gemensamma
registreringen.

Dessa fel nar det géller verksamhetsreglerna innebar att du maste géra ett val i faltet “Type of
composition” (Typ av sammansattning) i den andra sammansattningsposten och valja “boundary
composition of the substance” (amnets granssammansattning).

CORE / Composition / Composition / ECHA_TrainingSubstance_*
Search, TOC ' Annotations

REACH Complete table of c( ... ' ¥
Y Text filtar At
[ 0 Related information | ~ |
- B 1 General information I

General Information A

Name
Standard composition

Type of composition
& @i’ 1.1 Identification ype o
ﬁ 12¢C iti boundary composition of the substance 'l Other
= .2 Composition ! =
@ LE composition / tate / form
| @ Composition | solid: bulk ~Llicher
oSl = AT mhgscantion of comnasition

3.3. Felet 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 'Analysis type' picklist
(2) - gither an attachment must exist in the "Attached methods/results’ field, or a
reasen for not providing a methodiresult must be indicated. To this end, make a
==lection in the field "Raticnale for no results” and insert an explanation in the Q Failure

There is snmmhmq wrong or missit

IH H‘IP (‘P(Dnd row l_lf t |"|l" ta h|l" Mote that the "Analysis type’ fiel is a multi-select list; if several selections are
A H a |-,‘,r'[ Ica | (j eterm | n FJT Iﬂ n made, the corresponding results or justifications for all must be provided in the
=ame row. If you select "other” in any of the picklist fislds, the adjacent text field
| must be filled in.

1 :J sification’ field, clearly stating the reasons for not providing the information.
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3.3.1. Korrigering

STEG 1: Vilj rad 2 i tabellen "Analytical determination” (Analytisk bestamning) och klicka pa
Edit (Redigera).

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 EPurpose 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 | | |
@ LE composition identfication and/or results Analytical [Remarks
[ 1.3 Identifiers |quantification :Zsl;ns doc /235
= 1.4 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 Sunoliers Remarks

STEG 2: Valj ett alternativ i listrutan "Analysis type” (Analystyp).

& Anabical Selerrenstion £

Purpits of Braies
[ e
At Dy

Typa of andoreatan prowsiid

e -

PSR FU S TR O

W hratytee ol revalls doe (73 6 KE | e Moy frriwsss T
Restsorale ke ne reaulla

St gdan

Reemarin,

Revnaria

3.4. Felen BR049 och TCC_0303_01

Kommentar: Om BR049 korrigeras, korrigeras aven TCC_0303_01 och vice versa.

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. Korrigering

STEG 1: Skapa
avsnitt 3.5.1.

en

=N - BE R
@ Sees 001
B 34 nlormation on metures
= B 15 Use and exposere sdormation
H 1500 e

ade o

ny post i

215 1 Mantacn—

© B 352 Formdane & " ‘5

# B 353 Vs 2 ot st

# [ 254 Widespmad wses by prole =

8 8 255 Conswmer wses
o [ 356 Sennce e

STEG 3: ... ERC och PROC.

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

5 z
[l 35 Y Uses on aduningl ptey
15 4 Wdepread wbas by prodessansl wivkes
S [l 35 5 Consurms wiet
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
B 4 Py ]

O 1 (: Far

STEG 2: Fyll 3tminstone i falten Manufacture name

(Tillverkningsnamn) samt ...

:lﬂ I Manufacture, use and exposnes
# [l 32 Estimated quartities
= B 33 Sees
@ Saes 001
B 3.4 formation on medsees
= B 35 Use and exposurs indermation
B 350 Use andd exposare indeimabon relevant o all uses
= [ 35 1 Manudacture

[ 353 Uses ot industrial sites
il S daacaac snas b coofaazinnal scsacs

Mlarndacturs numibsed

MlarndBc i nae
Tt harie

Further descnpbon of mamdsctur
- 1LY I

Mormal = Agency FB

Emsronmentsl selsass caegony [ERC)

[=ERCT amdacius of the subalance

Contrbuting Bctrty | Lichague kor workers

e of Bttty | echeigue

pretein. no

STEG 4: Ga till
anlaggningen.

% B 2 Classéication & Labeling and PET assess)
= B 3 Manufacture, use and exposure |

avsnitt 3.3, Sites (Anlaggningar).

Lanka

‘ Logal entty owner S Trawnng Company / Helsink / Finland

tillverkningsanvandningen till

# B )2 Estomated quantities Remark

=335
@ Stes 001
4 wio on On Modures

= [ 35Use and exposure ok
& 250 Use and exposure mformation ¢
= G 351 Mandfacture i
@ Manutacture 001
@ [ 152 Formulation or re-packing
# [ 353 Uses at mdustmal stes
@ [ 354 Widespread uses by professsond
& [ 355 Consumer uses
4 [ 156 Serace e
& [ 26 Uses advised against
s

5 MIMM»AI

s Wx

4 Select 3 related item

4
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3.5. Felet TCC_06_01

TCC_06_01 [ Ecotoxicologic |Ecotoxicologic | Section 6 iz not complete. An endpoint summary must be created under Completeness
al information, |al "Ecotoxicological infermation', and each created summary must be complete. For |check
Sediment Information-co | each of the hazards, a selection must be made in the "Hazard assessment E:i Failure
(freshwater) |py cenclusion® picklist. If 'PNEC' was selected, the value and unit must be provided in
the fields under the conclusion.

3.5.1. Korrigering

STEG 1: Identifiera anledningen till felet: "Hazard assessment conclusion” (Slutsats av
farlighetsbedémning) ej ifyllt.

Search| TOC | Annotations H R X @
REACH Registration 10 - 100 tonnes . b
Y Text filter =
- 0 Related infarmation
it @ 1 General information

Administrative data v

Hazard for aquatic organisms »

Freshwater w

E“ 2 Classification & Labelling and PBT assessment Marine water v For the exercise
n
B 3 Manufacture, use and exposure STP v select "no hazard
: M M n
E“ 4 Physical and chemical properties ediment (freshwater) » dentified
t Ek 5 Environmental fate and pathways Hazard assessment conclusion
@i 6 Ecotoxicological information e
: a |Ecotoxi{:o|ogical Information-copy
6.1 Aguatic toxicit
Ek q ¥ Assessment factor
3.6. Felet 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. Korrigering

STEG 1: Identifiera exakt var felet uppstar.

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-8YS- 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
|'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 V- Workers ers’ and ‘General
EYE - Hazard for the eyes . ‘Hazard assessment
LOC - Local effects er toxicological thrashold’
......... — =provided in the fields under
STEG 2: Identifiera anledningen till felet: ”"Hazard assessment conclusion” (Slutsats av

farlighetsbedémning) ej ifyllt.

Search | TOC | Annotations

RS

| 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.Felet 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. Korrigering

STEG 1: Skapa en ny post i avsnitt 11.
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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

STEG 2: Identifiera vilka félt som inte har fyllts i med nédvandig information.

*“|* 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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