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1. Uvod

Cielom tohto cvi¢ebného materidlu je poskytnit prvy kontakt s aplikaciou IUCLID 6
a sprievodcom

validacie predtym, ako si vytvorite registracni dokumentaciu v lehote na registraciu
REACH 2018. Odporuca sa najprv si preditat prezentaciu (priblizne jedna hodina), a potom
pokracovat s cviéenim (priblizne jedna hodina). Za pokynmi k cvi¢eniu sa nachadza klU¢.
KIa¢ vam poskytne odborné poradenstvo o tom, ako urobit cvi¢enie, ale neobsahuje pravne
poradenstvo. Upozoriujeme, ze skuSobny subor Udajov o latke neobsahuje skuto¢né udaje
a nema sa pouzivat ako vzor na splnenie poziadaviek REACH.

Na cvienie budete potrebovat aplikaciu IUCLID 6. Ziskate ju z webovej stranky aplikacie
IUCLID 6, kde so po prihldseni, resp. registracii mozete prevziat pocitacovu verziu IUCLID 6.
Pozri https://iuclid6.echa.europa.eu/.

Pripadne mobzete vyuzit testovaciu verziu sluzby IUCLID Cloud, ktord je dostupna cez
webové sidlo ECHA

na adrese https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-services.
Mbzete sa prihlasit online s pomocou svojich pristupovych tdajov na konto ECHA (rovnaké
ako pre konto REACH-IT) a prihlasit sa do testovacej verzie sluzby IUCLID Cloud. Ak chcete
absolvovat toto cvi¢enie prostrednictvom sluzby IUCLID Cloud, kliknite na ikonu IUCLID v lavom
dolnom rohu panelu IUCLID Cloud. Otvori sa klientska verzia aplikacie IUCLID, t. j. vzhlad a pocit
bude rovnaky ako pri pocitacovej verzii IUCLID. Potom budete méct sledovat snimky obrazovky
tohto kltca k cviceniu.

Dashboard
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2. Pokyny

2.1. Vysvetlivky

Ste hlavny registrujuci latky ECHA_TrainingSubstanceX. Spolo¢nd registracia sa vztahuje
na hmotnostné pasmo 10 az 100 ton rocne. Aj vami vyrabany objem tejto latky je 10 az
100 ton rocne. Ako hlavny registrujici poskytujete usmernenia o bezpeCnom pouZzivani
(GSU v oddiele 11 IUCLID) a spravu o chemickej bezpecnosti (KBU v oddiele 13 IUCLID)
v mene Clenov spolo¢ného predlozenia.

2.2. Cvicéenie

KROK 1: Otvorte aplikaciu IUCLID 6 a importujte skisobny subor Udajov o latke (format
.i62).
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Administration
°®
‘e @
My account Impori JING Bulk export

KROK 2: Najdite svoju latku.

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

KROK 3: Spustite sprievodcu validaciou pre svoj skiSobny subor Udajov o latke a opravte vsetky
oznamené chyby v predkladanej dokumentacii.

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

KROK 4: Uistite sa, Ze nezostali ziadne chyby v predkladanej dokumentacii. Vytvorte
dokumentéciu. Vyplite informacie v zahlavi dokumentéacie podla vysvetliviek uvedenych na
zacCiatku cvicenia.
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“hemical name Legal entity name Referenc
5 Training SubstanceZ Example Company 1 :{II G;jﬂ'
ECH

§ TestSubstanceX B Open agency [H !151(::-11

[@] Create Dogsie '

o3 Prnt "kf-’

E Generate report

[{'jj Export

X Delete

&b Validate

KROK 5: Spustite sprievodcu validaciou v konecnej verzii dokumentacie, aby sa skontrolovala
na pripadné chyby alebo nedostatky.

> Ak sprievodca validaciou este stale vykazuje chyby: vratte sa ku svojmu skiSobnému
suboru udajov o latke, opravte chyby, a potom vytvorte novd dokumentaciu.

» Ak sprievodca validaciou nevykazuje Ziadne chyby: exportujte svoju dokumentaciu
a ulozte si ju v pocitaci.

Vasa cviéna dokumentacia je teraz pripravena!
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3. KI'i¢€ k cviceniu

Nasledujlce rieSenia poskytuju len technické poradenstvo k tomu, ako opravit chyby
v predkladani. Vysvetlenia, preco sa urcité informacie vyzaduju, nepatria do rozsahu tohto
$koliaceho materidlu, ale nachadzaju sa v priru¢ke ECHA s ndzvom Ako pripravit registraciu
a dokumentacie PPORD na webovej stranke https://echa.europa.eu/manuals.

3.1. Tipy na pouzivanie sprievodcu validaciou

< Vs
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 Section . A tion name Document n Message } 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 1O Failure
| S |adjacent text field must be filled in B 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
|boundary compositions can be pronded, f relevant.

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 prownded
determination - 3 selection must be made in the Purpose of analysis’ pickhist
2) bdosnmd. lection must be made in the ‘Analysis type’ pecklist
\‘ Row number inthe table  hment must exist in the ‘Attached methods/results’
~ 7 pior not providing a method/result must be indicated [

’

© \Validation assistant - Report Back

oprave chyby kliknite na ikonu Save (ulozit) v aplikacii IUCLID

I:I
@ 2 | X1 @ a obnovte spravu sprievodcu validaciou kliknutim na tlacidlo
Re-check (znovu skontrolovat) (zndzornené na predchadzajlcej snimke obrazovky). Ak bola
chyba opravena v sulade s poziadavkami, zo spravy zmizne prislusné chybové hlasenie.

Niekedy sa mozZe stat, Zze sprievodca validaciou zmizne. Ak sa snazite znovu ho otvorit,
objavi sa chybové hlasenie, Ze uz je aktivny. Sprievodcu validaciou mbzete najst tak, ze
kliknete na ikonu sprievodcu validaciou v pravom dolnom rohu svojej stranky IUCLID.

/ J Third party
® TestSubstiTraining Co.. I} TestSubstd2017.05.09T
/9041301 @®
AEAT4 Role in the ly chain v
‘ __ TestSubsta 6 11 he £Uppiy.oh
® TestSubstzTraining Co.. 1] / IUPAC_n2017-05-09T Identification of substance v
| /4414302
) T Type of substance v -
f Information panel
i Information | i Clipboard manager % Attachments @ Modification history [E} Annotations % References

Type &y Substance

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

Ysplaying 2 results) \
&b SuperUser £ )
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3.2. Chyba BR176 a BR177

Poznamka: Opravenim BR177 sa opravi aj BR176

BRI177 1.2 Composition

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

"boundary composition of the substance’. Multiple Boundary compositions
can be provided, if relevant.

substance. To thiz end, indicate in section 1.2 the Type of compesition' az

Business rule

ﬂ Failur

BR176 12 Composition |Composition |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

be filled in.

Business rule

ﬂ Failur

3.2.1. Ako sa da opravit?

KROK 1: V tomto cviceni ste hl

avny registrujuci, a preto potrebujete dva zaznamy o zlozeni
v oddiele 1.2 IUCLID: jeden oznacleny ako Legal entity composition of the substance (zloZenie
latky pravnickej osoby) a druhy oznaceny ako Boundary composition of the substance (hranicné
zloZenie latky). Tento druhy zdznam o zlozeni sl(zi na opisanie ohrani¢eni spolo¢nej registracie.

Tieto chyby v obchodnych pravidlach signalizuju, Ze v poli Type of composition (typ zlozenia)
v druhom zdzname o zlozeni treba vybrat Boundary composition of the substance (hrani¢né

zloZenie latky).

CORE / Composition / Composition / ECHA_TrainingSubstance_*

B e X @

Search TOC | Annotations =3
REACH Complete table of ct ... ' ¥

Text filter &
Y s | Name

#- [ 0 Related information
- B 1 General information

General Information A

Standard composition
Type of composition

& i’ 1.1 Identification

boundary composition of the substance j Uther

- & 1.2 Composition

@ LE composition /i tate / form
solid: bulk x| Other

w3 dentflers Descantion.of comoasition

| @ Composition |

3.3. Chyba 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. Ako sa da opravit?

KROK 1: Vyberte stipec 2 tabulky Analytical determination (analytické uréenie) a kliknite na Edit
(upravit).

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

KROK 2: Uskutocnite vyber z rozbalovacieho zoznamu Analysis type (typ analyzy).

& 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. Chyba BR049 a TCC_0303_01

Poznamka: Opravou BR049 sa opravi aj TCC_0303_01 a naopak.

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. Ako sa da opravit?

KROK 1: Vytvorte si novy zdznam
v oddiele 3.5.1.

=N - BE R
@ Sees 001
B 34 nlormation on metures
= B 15 Use and exposere sdormation
H 1500 e
215 1 Mantacn—
© B 352 Fommdane ® ",’“5’
# B 353 Vs 2 ot st
# [ 254 Widespmad wses by prole =
8 8 255 Conswmer wses
o [l 356 Serace e

ade o

KROK 2: Vyplnte aspori polia Manufacture name

(Vyrobny nazov) a ...

:lﬂ 3 Manufacture. use and exposure
# [l 32 Estimated quartities

Mlarndacturs numibsed

= B 33 Sees Mlarndatut g nare
@ Saes 001 Tt hire
B 3.4 formation on medsees
= [ 3% Use and saposurs indoemation Further description of manuactufing
D/ %%k m

E 350 Use and exposars idormabon relevant for all uses

kang
¢ﬂ!53u:u:mwunn
il S daacaac snas b coofaazinnal scsacs

Mormal = Agency FB

KROK 3: ... ERC a PROC.
:f:::;:.u:-dw Comtetbuting actnly  becheicyse s the i
@ Saes 01 —
[ 14 imiormation on mixhwss
B % Une and anpoters skermation Mams of scihity / techsipn

[ 3 &9 Une andl exposurs miormation releant for o uses

O 1 (: Far

Emsronmentsl selsass caegony [ERC)

[=ERCT amdacius of the subalance

1:‘ 15 3 Uiges o anduninagl pey

Contrbuting Bctrty | Lichague kor workers

15 4 Wdepread wbas by prodessansl wivkes
S [l 35 5 Consurms wiet
i [ 15 & Sensce e

Harrs of Botralty e hisgue
i [ 36 Usds sdaied mpmenn
[ 3 7 Emsroamentsl misasament bom soregied Soustes
i [l 19 Eminasons rlrmtn —r—
B 310 Apphet ateon b b dfiin of i — w1 .
= el ]

KROK 4: Prejdite na oddiel 3.3 Sites (Miesta). Prepojte vyrobné pouzitie s miestom.

- | zmmmamum-mq
= B IManuts use and

Xpo!

‘ Logal entty owner S Trawnng Company / Helsnds / Finland

+ [ )2 Estomated quantities
= @ 33Sees
@ Stes 001
i i on O Modurey

= ’351}”“

nlsowuowmq IMMI)AI

o B 351 Mandacture |
@ Manutacture 001
@ [ 152 Formulation or re-packing
# [ 353 Uses at mdusteal stes
& [ 358 Widesproad uses by profe
# [ 355 Consumer uses
4 [l 256 Serace e
@ [ 36 Uses advised aganst
R

4, Select » related item

Yl

P ey

- . / Test
K oonilmlmooufm .“9:'

~ o s DTN / Test
eoaiwm-m..mwznnwm
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3.5. Chyba 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. Ako sa da opravit?

KROK 1: Urcte dovod chyby > Zaver o posudeni nebezpecnosti nie je vyplneny.

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. Chyba 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.
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3.6.1. Ako sa da opravit?

KROK 1: Urcite presné umiestnenie chyby

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

KROK 2: Urcite dovod chyby > Zaver o posudeni nebezpecnosti nie je vyplneny.

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. Chyba 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. Ako sa da opravit?

KROK 1: Vytvorte si novy zaznam v oddiele 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

KROK 2: Zistite, v ktorych poliach neboli vyplnené pozadované informacie.

*“|* 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
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