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1. Johdanto

Taman harjoitusaineiston avulla voit saada ensikosketuksen IUCLID 6 -ohjelmaan seka
validoinnin

tukitydkaluun ennen rekisterdintiaineistosi valmistelua vuoden 2018 rekisterdinnin
maaraaikaa varten. On suositeltavaa, etta luet ensin esittelyn (noin tunnissa) ja siirryt sen
jalkeen harjoitukseen (kestaa noin tunnin). Harjoituksen ohjeita seuraa selitysosa, jossa on
teknisia neuvoja harjoituksen suorittamiseksi. Se ei sisdlla saantelyyn liittyvid neuvoja.
Huomaa, etta koulutukseen tarkoitetun ainetiedoston tiedot eivat ole todellisia eika sita tule
pitdd REACH-vaatimusten tayttdmisen mallina.

Tarvitset IUCLID 6 -ohjelman harjoituksen tekemiseksi. Voit menna IUCLID 6 -
verkkosivustolle, rekisterditya/kirjautua ja ladata IUCLID 6 -ohjelman tyopdytaversion.
Katso https://iuclid6.echa.europa.eu/

Vaihtoehtoisesti voit kayttda myds IUCLID Cloud Trial -kokeiluversiota pilvipalvelussa, joka
on saatavilla ECHAN

verkkosivustolla osoitteessa https://echa.europa.eu/fi/support/dossier-submission-
tools/echa-cloud-services

Voit kirjautua verkossa ECHA-tilisi tunnuksilla (jotka samat myds REACH-IT-tilillasi) ja
kirjautua IUCLID Cloud Trial -palveluun. Voidaksesi tehda harjoituksen kayttamalla IUCLID-
pilvipalvelua, napauta IUCLID-pilvipalvelun ty6pdytasivun vasemmassa alakulmassa olevaa
IUCLID-kuvaketta. Nadin voit kdynnistda IUCLIDin asiakasversion, jonka kayttétuntuma vastaa
IUCLIDin tyopdytaversiota. Nain voit seurata harjoitukseen liittyvan selitysosan
kuvakaappauksia.
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2. Ohjeet

2.1. Taustatiedot

Olet aineen CHA_TrainingSubstanceX paarekisterdija. Yhteisrekisterointi kattaa
tonnimaaran 10-100 tonnia vuodessa. My6s valmistamasi tonnimaara kyseisen aineen
osalta on 10-100 tonnia vuodessa. Paarekisterdijana vastaat aineen turvallista kayttéa
koskevien ohjeiden (GSU IUCLID-osiossa 11) seka kemikaaliturvallisuusraporttien (CSR
IUCLID-osiossa 13) antamisesta yhteistoimituksen jasenten puolesta.

2.2. Harjoitus vaiheittain

VAIHE 1: Kaynnista IUCLID 6 ja tuo koulutuksen ainetiedosto (.i6z-tiedostomuodossa)

Administration

2 g &
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VAIHE 2: Hae aineesi

Main tasks
(=
T
Moaure / Product Template
Substance ﬁ‘ D
L Category Annctation

VAIHE 3: Tarkista ainetiedosto validoinnin tukityokalulla (Validation assistant) ja korjaa kaikki
ilmoitetut toimitukseen liittyvat virheet

Open

Chemical name Legal entity name | -4, Validation assistant wizard — O w
@& TrainingSubstanceZ ~ [Example Company 1 || vaidation sssistant - Submission type specification

s
@ TestSub - - i~ dgency | B

[a Create Dossier Dossier type
% Prnt Select submission tpe  REACH Registration 10 - 100 tonnes
Generate repont

[~ Use advanced settiiiswselect information to be checked baged-ol confidentiality and regulatory programme flags

Export
Delete

fatds

N A

0 Provide the submission type information in orcer to determine the scenario of the validation. m Next

-4

‘Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission

Infermation 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 |

OnsiETEDR EOTETEs fonnage band (REACH Articke 17)

-

Transported isolated intermediates tonnage band (REACH Article 18)
LT

Specific submissions

[~ The submission is an update

Dossier specific information

Phase-in

[~ Data sharing issues.

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

VAIHE 4: Varmista, ettd kaikki toimitusta koskevat virheet on korjattu. Laadi aineisto. Tayta
aineiston otsikkotiedot harjoituksen alussa annetun ohjeen mukaisesti.
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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

VAIHE 5: Tarkista lopullinen aineisto validoinnin tukitytkalulla varmistaaksesi, etta kaikki
toimitukseen liittyvat virheet on korjattu.

» Jos validoinnin tukityokalu ilmoittaa edelleen virheista, palaa ainetiedostoosi, korjaa
virheet ja luo uusi aineisto.

» Jos validoinnin tukity6kalu ei ilmoita virheista, vie aineistosi ja tallenna se
tietokoneellesi.

Koulutusaineistosi on nyt valmis!
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3. Harjoituksen selitysosa

Seuraavissa ratkaisuissa on vain teknisida neuvoja toimitukseen liittyvien virheiden
korjaamiseksi. Tahan koulutusmateriaaliin ei sisdlly selvitysta siitd, miksi tiettyja tietoja
vaaditaan; selvitys on kuitenkin saatavilla ECHAn oppaassa “Rekisterdinti- ja PPORD-
aineistojen laatiminen” https://echa.europa.eu/fi/manuals

3.1. Vinkkeja validoinnin tukityokalun kaytt6on

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 W
ualty checks (6)
55 check rules (10)
nplotenou check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that all the required of
= the Vahdation assistant and they may lead to a diff than ind d by this
| ahdation ass:s 5 ’ he obligation to submit a dossser that fulfils all relevant legal requirements
{ ¥ ) Copy repon Filter Al ~ Rule level. Al
Section tion name Document n Message ) N 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”’ is made. the 1O Failure
| 1 |adjacent text field must be filled in | - A
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 tho "I’ypo of © Failure
composition’ as boundary comp of the nce’
| | L L |boundary compositions can be provided, f relevant. S
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 determmation”. In each row, the following must be $ check
Analytical provded
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  [iment must exist in the "Attached methods/results”
| 5 A ~~ pfornot providing a method/result must be indicated | -
/
© Validation assistant - Report Back
apauta virheen korjaamisen jdlkeen "save”-kuvaketta (tallenna) IUCLIDISSA
@“ | X |
© ja paivita validoinnin tukitydkalu virheilmoituksesta

napauttamalla "re-check”-painiketta (tarkista uudelleen) Jos virhe on korjattu vaaditulla
tavalla, sité koskeva virheilmoitus on havinnyt raportista.

Joskus kay niin, ettd validoinnin tukitydkalu katoaa. Kun yritdat kdynnistaa tydkalun
uudelleen, saat virheilmoituksen, jonka mukaan tydkalu on jo kaynnissa. Voit loytaa
tydkalun napauttamalla IUCLID-sivun oikeassa alakulmassa olevaa validoinnin tukitydkalun
kuvaketta.

/ J Third party
® TestSubst{Training Co... T} TestSubstd2017.05-09T
/904}:104l @®
44:3474 in in v
!  TostSubstq Role in the supply chai
® TestSubstaTraining Co... i} / IUPAC_n2017-05-09T Identification of substance v
| 14414302
) . Type of substance v -

Jisplaying 2 result{s)

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

\‘ S 2 O

Type & Substance
UUID [ 7bo14169-0702-4585-9088-7a291cb9919
Dossier UVID ‘
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3.2. Virheet BR176 ja BR177
Huomautus: Virheen BR177 korjaaminen korjaa myo6s virheen 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. Virheen korjaaminen

VAIHE 1: Tdssa harjoituksessa olet paarekister6ija ja tarvitset sen vuoksi kaksi
koostumustietuetta IUCLID-osiossa 1.2: yksi tietue merkitdan kohtaan “legal entity composition
of the substance” (aineen koostumukseen liittyva oikeushenkild) ja toiseksi tietueeksi “boundary
composition of the substance” (ainetta rajaava koostumus). Kyseisella toisella
koostumustietueella kuvataan yhteisrekisteréinnin rajat.

Nama virheet perusedellytyksissa osoittavat, ettd sinun on tehtdva valinta kentdn “Type of
composition” (koostumuksen tyyppi) toisessa koostumustietueessa ja valittava tyypiksi
"boundary composition of the substance” (ainetta rajaava koostumus).

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. Virhe 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. Virheen korjaaminen

VAIHE 1: Valitse taulukon "Analytical determination” (analyyttinen maaritys) rivi 2 ja naputa
painiketta "Edit” (muokkaa)

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

VAIHE 2: Tee valinta pudotusvalikosta “Analysis type” (analyysin tyyppi)

& 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. Virheet BR049 ja TCC_0303_01

Huomautus: Virheen BR049 korjaaminen korjaa myo6s virheen TCC_0303_01 ja padinvastoin

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. Virheen korjaaminen

VAIHE 1: Luo uusi tietue osiossa 3.5.1

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

B 15 1 Mamdace—
& B 352 Formadane ‘,’“5
o [ 3530 2 ot st
+ B 254 Wicespuad wse vy prolessons

8 8 255 Conswmer wses
o [ 356 Sennce e

VAIHE 3:

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 o 1 e Er
[l 35 Y Uses on aduningl ptey
4 B 153 Welerpremd wies by proessansl wires
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
i‘lmf ard

VAIHE 2: Tayta vahintdan
name” (valmistusnimi) ja...

:-ﬂ 3 Manufacture, use and sxposure
+ [l 32 Estimated quantties
= B 33 Sees
@ Saes 001
B 3.4 formation on medsees
= B 35 Use and exposurs indermation

E 350 Use and exposars idormabon relevant for all uses

1] H:sau:n:mwun

il S Wea st cnas b coofaazinnal scsacs

. ERC (ymparistopaastoluokka) ja PROC (prosessiluokka)

kohdat

"Manufacture

Further descnpbon of mamdsctur
- 1LY I

Mormal = | Agency FB

Emsronmentsl selsass caegony [ERC)

[=ERCT amdacius of the subalance

Contritubing scinty | lechngue e worers

L ey

e of Bttty | echeigue

pretein. no

VAIHE 4: Siirry osioon 3.3 “Sites” (valmistuspaikat) Linkita valmistuskayttd valmistuspaikkaan

4 B)Qnultmllmwmgmq \
& B 3 Manut use and

P

| Logal entty owner pf Trawnng Company / Helsinks / Finland

+ B )2 Estomated quantities
= & 335

on medures

= =35Uu.'d

nlsouumowmu 'MM.)AI

= B 351 Mandacture
@ Manutacture 001
[ 352 Formulation or re-packing
# [ 353 Uses at ndustmal stes
@ B 3548 Widesproad unes by profe |
# [ 355 Consumer uses
4 [ 256 Sensce e
# [ 26 Uses acvised against
—

4, Select » related item

Yl

ik " e

ok ponca

" ~- - PTETTINTL / Test
consrm-mum;wzmw/r.

- ! Test
|( oons:w-mm:mmnm.x Sy '

Annankatu 18, PL 400, 00121 Helsinki | Puh. +358 9 686180 | Faksi +358 9 68618210 | echa.europa.eu



3.5. Virhe 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. Virheen korjaaminen

VAIHE 1: Maarita virheen syy > "Hazard assessment conclusion” -kohtaa (paatelmat vaaran
arvioinnista) ei ole taytetty

Search TOC | Annotations

S k= X @

REACH Registration 10 - 100 tonnes N b .. ,
: - | Administrative data v
Y Teuxt filter
- - Hazard for aquatic organisms »
-l 0 Related information
. . Freshwater v
[ 1 General information
} 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
H B M "
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. Virhe TCC_07_01
TCC_07_01 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 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. Virheen korjaaminen

VAIHE 1: Maarita virheen tarkka sijainti

10

W-EYE-LOC

information __linforma

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

reated summary must be |
ers’ and ‘General

2 'Hazard assessment

er toxicological threshold’
eprovided in the fields under

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

VAIHE 2: Maarita virheen syy > "Hazard assessment conclusion” -kohtaa (paatelmat vaaran

arvioinnista) ei ole taytetty

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

3 Toxicological information -
- 7.1 Toxicokinetics, metabolism z
3.7.Virhe 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. Virheen korjaaminen

VAIHE 1: Luo uusi tietue osiossa 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

VAIHE 2: Maarita, mitka kentat on tayttamatta vaadituista tiedoista

*“|* 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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