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1. Sissejuhatus

Harjutusmaterjali eesmark on tutvustada IUCLID 6 ja valideerimistoe pdhimotteid, et
saaksite koostada 2018. aasta REACH-registreerimistdhtpdevaks registreerimistoimiku.
Kdigepealt soovitame tutvuda materjaliga (kestab ligikaudu tunni) ja seejarel jatkata
harjutusega (kestab samuti ligikaudu tunni). Harjutuse juhiste jarel on lahendusnduanded.
Nendes on harjutuste lahendamise tehnilised nduanded, kuid mitte digusnduandeid. NB!
Koolituse aineandmestikus ei ole tegelikke andmeid ja sellest ei tohi lahtuda REACH-nduete
taitmisel.

Harjutuse jaoks on vaja tarkvara IUCLID 6. Voite minna IUCLID 6 veebilehele, luua seal
konto vOi logida sisse ja laadida alla IUCLID 6 tddlauaversiooni. Vt
https://iuclid6.echa.europa.eu/.

Teine vbimalus on kasutada IUCLIDi pilveteenuse prooviversiooni, millele on juurdepaas
ECHA

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

Sisse saab logida ECHA kasutajatunnuse ja salasdnaga (mis on samad kui REACH-ITi konto
omad) ning tellida IUCLIDi pilveteenuse prooviversioon. Harjutuse tegemiseks IUCLIDi
pilveteenuse kaudu kldpsake IUCLIDi pilveteenuse esilehe vasakus alanurgas olevat IUCLIDi
nuppu. See kaivitab IUCLIDi pilve-klientrakenduse, mille ilme ja olemus on sama kui
toolauaversioonil, ning saate ndha harjutuse lahenduse kuvahdivetel olevat rakenduses endas.
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2. Juhised

2.1. Legend

Olete aine ECHA_TrainingSubstanceX  juhtregistreerija. Uhise  registreerimise
kogusevahemik on 10-100 tonni aastas. Ka teie ise toodate seda ainet koguses 10-100 t/a.
Juhtregistreerijana esitate liikmesregistreerijate nimel ohutu kasutamise juhised (IUCLIDi
jaotises 11) ja kemikaaliohutuse aruande (IUCLIDi jaotises 13).

2.2. Harjutuse etapid

1. ETAPP. Kaivitage IUCLID 6 ja importige koolituse aineandmete fail (.i6z-vormingus).

Administration

a B @
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2. ETAPP. Leidke oma aine.

Main tasks
=
T
Moaure / Product Template
Substance ﬁ‘ D
k" Category Annatation

3. ETAPP. Kontrollige aineandmestikku valideerimistoega ja parandage esitatavast
aineandmestikust leitud vead.

Chemical name Legal entity name 4, Validation assistent wizard - = x
& TrainingSubstanceZ  |[Example Company 1 | | valiation assistant - submission type specification
t.u}‘
& Tests o = o 1~ agency | =
S open A
[@ Create Dossier Dossier type
B Pint Select submission thpe REACH Registration 10 - 100 tonnes -

Il

Generate report

[
4

[~ Use advanced settifiswsglect information to be checked bagad-aff Confidentiality and regulatory programme flags

Export

Delete

& X &

jatdis

&y A
©  Provide the submission type information in order to determine the scenario of the validstion. m Next

b, Validation as

Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission

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-sie ot EOVETES fonnage band (REACH Aticle 17)

-7
Transported isolated intermediates tonnage band (REACH Article 18)
o
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

4. ETAPP. Veenduge, et esitavas aineandmestikus ei ole enam vigu. Koostage toimik. Sisestage
toimiku paisesse teave, mis on harjutuse alguses olevas legendis.
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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

5. ETAPP. Kontrollige valideerimistoega 10plikku toimikut, et esitatavas aineandmestikus ei
oleks vigu.

» Kui valideerimistugi leiab ikka vigu: minge tagasi aineandmestiku juurde, parandage
vead ja koostage uus toimik.

» Kui valideerimistugi vigu ei leia: eksportige toimik ja salvestage see arvutis.

Koolituse toimik on niiiid valmis!
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3. Lahendusnouanded

Jargmised lahendused sisaldavad ainult tehnilisi nduandeid, kuidas parandada esitatava
aineandmestiku vigu. Selle koolitusmaterjali eesmark ei ole péhjendada, miks teatud teavet
noutakse. Selle selgitused on ECHA kasiraamatus ,Kuidas koostada registreerimis- ja
PPORD-toimikuid" aadressil https://echa.europa.eu/et/manuals.

3.1. Valideerimistoe kasutamise nduanded

4 v
ahdated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
ime of validation: 2017/05/24 14:43:18 a
alidation scenano: SC0110 - Registration, lead 10-100, CSR, own GSU m
juaity checks (6) &
55 check rules (10)
nplotonou check includes addtional verifications of the regstration dossier by ECHA stafl, to onsuro that al the required off
St B oG the Vahdation assistant and they may lead to a diff than d by this
theWalidation assns Sort by sectio he obligation to submit a dossier that fulfils all relevant legal requirements
:/ £ 5 Copy !epoﬂ Filter Al > Rule level Al
Section .. A tion name Document n"};‘:ss;Q: — - - Rule Gpe__ “Rule level
BR176 12 Composition |Composition |For each composition record in section 1.2, the field Type of Business rule |
composition’ must be indicated ¥ the selection ‘other.’ is made, the 1O Failure
— L. | = |adjacent text field must be filled in = - \ B
EBR1TT {12 Composition Joint sub 1 lead s must include at least one |Business rule
composition which doscnbes the collectively agreed boundaries of the
registered subslanco To this end. indicate in section 12the 'Type of © Fadure
dary comp of the nce’. Multip
| | | | S .bounday composmons can be provded, frelevant. . |
TCC_0104 0 (14 Analytical  |Analytical | Section 1.4 is incomplete. At least one row must be created inthe  Completenes
2 Information, |Information  [table ‘Analytical deterrmination”. In each row, the following must be s 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 in the table  fiment must exist in the ‘Attached methods/results”
A ~ " " pior not providing a method/result must be indicated. | L

’

© Validation assistant - Report Back

[ 1]
Parast vea parandamist klopsake IUCLIDis salvestusnuppu 2 | X1 Q
ja varskendage valideerimistuge, klGpsates taaskontrollimise nuppu (Re-check), nagu on
naidatud ulal kuvahdivel. Kui viga on parandatud, kaob veateade aruandest.

Monikord voib kogu valideerimistugi ,kaduda®. Kui proovite seda taasavada, saate veateate,
et valideerimistugi on juba avatud. Valideerimistoe leidmiseks klopsake valideerimistoe
ikooni IUCLIDi paremas alanurgas.

/ Third part:
® TestSubst{Training Co... 1] TestSubstd2017.05-09T Y
st g
| HEAT4 Role in the supply chain v
| ., TestSubstd the supply
) TulSubs(lLTlammg Co.. UH) /IUPAC_n2017-05-09T. Identification of substance v
[ /441-430-2
) T Type of substance v -
7 Information panel
i Information . Clipboard manager ® Attachments @ Modification history [ Annotations &% References

Type dy Substance

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

Ysplaying 2 resultis) \
&b SuperUser £ )
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3.2.Vead BR176 ja BR177

NB! Vea BR177 parandamine parandab ka vea BR176.

BRI177 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. Kuidas viga parandada?

1. ETAPP. Olete selles harjutuses juhtregistreerija ja seetdttu on teil IUCLIDi jaotises 1.2 vaja
kaht koostise kirjet: Uks on juriidilise isiku aine koostis (/egal entity composition of the
substance) ja teine aine piirkoostis (boundary composition of the substance). Viimases
kirjeldatakse Uhise registreerimise aine koostise piire.

Need kehtivate eeskirjadega seotud vead tdahendavad, et peate teises koostise kirjes valima
koostise liigi loetelust (Type of composition) aine piirkoostise suvandi (Boundary composition of

the substance).

CORE / Composition / Compasition / ECHA_TrainingSubstance._*
Search| TOC | Annotations = R LR o X @
REACHC te table of ct ... ' ¥
- Omple R - | General Information A
Y i | Name
+ E, 0 Related information Siandoid Coviciostion
- B 1 General information 22
g Type of composition
& @i’ 1.1 dentification . o g =] Other
- & 1.2 Composition ndary composition of the substance
@ LE composition / tate / form
I . Co'-nposiuon I solid: bulk e | Vther
w3 dentflers Descantion.of comoasition

3.3. Viga TCC_0104_02

TCC_0104_02 (1.4 Analytical Analytical
Information, Information
Analytical
determination,
2}

There is mmmhmq wrong of missit
in thr’ sr’mnd row of thr’ table
Analyhral determination

Section 1.4 is incomplete. At least one row must be created in the table
"Analytical determination’. In each row, the following must be provided:;

- 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, ora
reason for net providing a methodiresult must be indicated. To this end, make a
==lzction in the field "Rationale for no results” and insert an explanation in the

L q stification’ field, clearly stating the reasons for not providing the information.

Mote that the "Analysis type” field is a multi-select list; if several selections are
made, the correzponding 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.

Completeness
check

Q Failure
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3.3.1. Kuidas viga parandada?

1. ETAPP. Valige analiltilise maaramise tabelist (Analytical determination) teine rida ja
kldpsake muutmisnuppu (Edit).
Search TOC | Annotations BB B X' @
RYEACH .R?QISUZIIOH 1- 10 tonnes, stz ... : Analytical information A
# [ 0 Related information 7| ®
& 1 General information Methods and results of analysis A
= [ 1.1 Identification Analytical determination
é |dentification EPurpose of analysis Analysis type Type of informatio Attached methods Rationale for no re... Justification Remarks <
& 1.2 Composition fication f :c 7235KB7 2
bt | |application/msword | | Jrm—
@ LE composition |identification and/or results Analytical |Remarks
+ [ 1.3 Identifiers iquamiﬁcalm results doc / 23.5
= [ 14 Analytical Information y = | KB/ )
@ Analytical information + Add X Delete N Move up
B 1.5 Joint submission Oppica Aty
E 1.6 Sponsors not relevant \J
+ E 17 Sunoliers Remarks
2. ETAPP. Valige rippmenudst anallusi liik.
& Anabical Selerrenstion £
Prrpiis of praiytd
[ R e -
Aaiitiie by |
L ] J
Type of mloreaton. prosiced
(e T -
ATl ] PPuiH ol
W haytecnl ririalts doe | 33 5 KB | inppiet asse o 50O K
Ratsorile b ne maull
ot zan
Rmarsn
Ferrarhs
3.4. Vead BR049 ja TCC_0303_01
NB! Vea BR049 parandamine parandab ka vea MTK_0303_01 ja vastupidi.
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.
BRO43 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 section 3.3.
To this 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 record
in section 3.5.1.
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3.4.1. Kuidas viga parandada?

1. ETAPP. Looge jaotises 3.5.1 uus

kirje.
= - ERE-EN
@ Seen 001
B 4 nlormation on metues
= [ 75 Use and exposere sdommation
B 150 Use e 4

= B ¥ Manutacture, use and

+ [l 3 2 Estimated quantties
=8 - EEFTT
@ Sites 001

B 15 1 Mamtacn—~
& B 352 Fommdate ® '5
o [ 3530 2 odatel stey

[ y—

B 74 whormation on Feduei

= B 3% Use and sxposurs indcrmation
E 150 Use and expoiuie wildimabon rebeant fof 8l uses

o

¥ [ 254 Widespraad wses by prole
8 155 Consumer wses
# [ 356 Senace e

B L e i b s e s

king

2. ETAPP. Taitke vdhemalt tootja nime vali ...

Mg bty Pasrrib

Mlarndactule name
Texd hare

_ﬁthuhmnlm
DS &%k m

Mormal = Agency FB

3. ETAPP. ... ning keskkonda eraldumise kategooria (ERC) ja protsessikategooria (PROC) valjad.

o [l 37 Estemated quirtied
1 - BRI
& Seea 01
B 14 imbormahon on s
= @ 35 Uns and expodens mlrmation

@ 750 Ui andl enpoure mdormation rebsant for o une

e~ O T O 1 e )
[l 35 Y Uses o8 ndusingl pies

4 [l 754 Wealerpremd wies by probessansl wirnes

A [l 35 5 Consurms wiet
# [ 35 & Sarsce e
i [l 36 Uses mdied mpae

[ 3 7 Emsronmentsl inasdmment b agregled boustes

i [ 3% Evidmin sk rrutesn
370 Appication fol mthonaton of ules
4 Praical and

4. ETAPP. Liikuge tootmiskohtade jaotisesse 3.3. Siduge tootmise kasutusala tootmiskohaga.

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

= I 33 Sees
=¥ o on 0N Medures

| Logal entity owner o Trawning Company / Helsinki / Finland

Remark

4 Select 3 related item

=R 35U ko !
[ 250 Use and exposure information
= B 351 Mandacture
@ Manutacture 001
@ @ 152 Formulation or re-packing
# [ 353 Uses at mdustmal stes
& [ 354 Widesproad unes by profe Y
# [l 355 Consumer uses
4 156 Serace e
4 [ 26 Uses advsed against
P o

mlmuo(:)al

S 1
. »w*
—
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3.5. Viga 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.

Completeness
check

E:i Failure

3.5.1. Kuidas viga parandada?

1. ETAPP. Leidke vea podhjus: ohu hindamise jarelduse vali on tihi.

Search TOC | Annotations

CRC = X @

REACH Registration 10 - 100 t N b .. .
_Egls reon onnes Administrative data v
Y Text filter =
Hazard for aquatic crganisms #

-l 0 Related information
£ 1 General information Freshwater v
E“ 2 Classification & Labelling and PBT assessment Marine water v For the exercise

B 3 Manufacture, use and exposure STP w SE|E_Ct "ﬂ_O_ hazard

identified"

B 4 Physical and chemical properties

B 5 Environmental fate and pathways

ediment (freshwater) »

Hazard assessment conclusion

E}ﬁf 6 Ecotoxicological information

. w
5 ] |Ecotoxico|ogical Information-copy
6.1 Aquatic toxicit
E* q Y Assessment factor
3.6. Viga 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-5Y5-L each of the hazards for VWorkers' and ‘General populatien’ a selection must be 9 Failure
T made in the "Hazard azsessment conclusion® picklist. If ‘DNEL", "DMEL" or "other
toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.
TCC_07_01 7 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
W-EYE-LOC each of the hazards for Workers' and "General population” a selection must be Q =
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, Soome | tel +358 9 686180 | faks +358 9 68618210 | echa.europa.eu




3.6.1. Kuidas viga parandada?

1. ETAPP. Leidke vea tapne asukoht.

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

2. ETAPP. Leidke vea pohjus: ohu hindamise jarelduse vali on tihi.

Search | TOC | Annotations

REACH Registration 10 - 100 tonne: ...
Y Text filter

RS | X| @

-

Administrative data v

=

-l 0 Related information
i@’ 1 General information

- 3 Manufacture, use and exposure

E"‘ 6 Ecotoxicological information
E}ﬁf T Toxicological information

E* 2 Classification & Labelling and PET

E* 4 Physical and chemical properties
E* 5 Environmental fate and pathways

Workers - Hazard for the eyes v
Additional informatio

eneral Population - Hazard via inhalation rou

Workers - Hazard via inhalation route v

Workers - Hazard via dermal route v

Systemic effects

Long term exposure
Hazard assessment conclusion

- @ Toxicological information -
H-@i’ 7.1 Toxicokinetics, metabolism 2
3.7.Viga 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. Kuidas viga parandada?

1. ETAPP. Looge jaotises 11 uus kirje.
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I 7 12 Addtional toxicological information
ﬂ' 11 Guidance on safe use
B 12 Literature sean & New rqcord
= @ 13 Assessment reports h
13.1 Chemical Safety Repont (Part A)
@ CSR_nojustification<opy
@ Assessment Reports 002-copy(1)
@ [ 14 Information requirements

2. ETAPP. Leidke, mis véljadel puudub vajalik teave.

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

Search TOC | Annotations BRI 8 v I X @
S . -
RYEI:CH' :ogs(mm 1- 10 tonnes, standard requirements hd " fata 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 Phyrcd and chemical properties T

& | 5 Environmental fate and pathways ﬂ

i @ 6 Ecotoxicological information Text here

= [ 7 Toxicological information
@ Toxicological information

(0~ RAR( and distri P e A
i+ [ 7.2 Acute Toxicity ﬂ
() [ 7.3 Imtation / corrosion
= & 74 Sensitisation
= [ 7.4.1 Skin sensitisation

@ Skin senstisation.001-copy
ﬂﬂaﬂd“ and storage A
@ Skin sensitisation 002 .

B 7.4.2 Respiratory sensitisation Text here
(4 [ 75 Repeated dose toxicity
[ [ 7.6 Genetic toxicity
PR oy Tramportinformaton v
i [l 7.8 Toxicity to reproduction _ . ' "
@ [ 7.9 Specific investigations — Exp Ip P [
(4 [ 710 Exposure related observations in humans AlX
B 7.1 Toxic effects on lvestock and pets Text here.
& 7.12 Addti g
i [l 8 Analytical methods —_— Stability and reactivity A
= Q11 Guidance on safe use Text here
| o [Guidance on safe use.001] |
Il 12 Literature search
=) ﬁ 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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