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1. Introducao

Este exercicio visa possibilitar o seu primeiro contacto com a IUCLID 6 e o Validation
Assistent

[Assistente de Validacdo] antes de criar o seu dossié de registo, tendo em vista prazo de
registo no @mbito do REACH 2018. Recomenda-se que leia primeiro a apresentacao (cerca
de uma hora) e depois passe para o exercicio (cerca de uma hora). As instrucdes do
exercicio sao seguidas da solucao, que Ihe da instrugdes de natureza técnica sobre como
realizar o exercicio; ndao fornece conselhos sobre questdes regulamentares. Note que o
conjunto de dados utilizados para o exercicio nao inclui dados reais e ndo deve ser
considerado um modelo para cumprir os requisitos do REACH.

Para a realizacao deste exercicio, sera necessario utilizar a IUCLID 6. Pode aceder ao sitio
Web da IUCLID 6, registar-se/iniciar sessao e descarregar a versao para para ambiente de
trabalho (desktop) da IUCLID 6. Ver https://iuclid6.echa.europa.eu/.

Em alternativa, pode utilizar a versao de teste do servico de nuvem da IUCLID, a qual é
possivel aceder através do sitio Web da ECHA.

Sitio Web em https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-
services.

Pode iniciar sessao em linha com as credenciais da sua conta da ECHA (as mesmas que as
da sua conta do REACH-IT) e subscrever a versao de teste do servico de nuvem da IUCLID.
A fim de realizar este exercicio utilizando o servico de nuvem da IUCLID, clique no icone da
IUCLID, no canto inferior esquerdo da pagina do painel da nuvem IUCLID. Esta acdo lancara a
versdo da IUCLID para clientes, ou seja, a visualizagdo e utilizagdo serdao semelhantes a versao
para ambiente de trabalho da IUCLID, e podera seguir as capturas de ecrd da solucdo deste
exercicio.
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2. Instrucoes

2.1. Legenda

Eo registante principal do ECHA_TrainingSubstanceX. O registo conjunto abrange uma
gama de tonelagem de 10-100 t/a. Além disso, a sua propria tonelagem fabricada desta
substancia é de 10-100 t/a. Enquanto registante principal, deve fornecer orientacdes para
uma utilizacdo segura (GSU, na seccao 11 da IUCLID) e apresentar o Relatério de Seguranca
Quimica (CSR, na secgao 13 da IUCLID) em nome dos membros da apresentagao conjunta.
2.2. Exercicio passo a passo

Passo 1: Inicie a IUCLID 6 e importe o ficheiro da substanciasutilizadas na formacao
(formato .i62)
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Passo 2: Encontre a sua substancia

Main tasks
T A
Muoaure / Product Template
Substance a‘ D
L Category Annctation

Passo 3: Execute o Validation Assistant [Assistente de Validagao] no seu conjunto de dados da
substancia e corrija todos os erros de apresentacdo assinalados

Chemical name Legal entity name | 4 Validation essistant wizard - = x
e TrainingSubstanceZ  [Example Company 1 | Validation asslslanl-submssslungpe specification
pis

é TestSub I P 1~ Agancy | YL
. B Open .

@ Create Dossier Dossier type

% Prnt Select submission tipe REACH Registration 10 - 100 tonnss -

[+ Generate report I~ Use advanced seftiimselect information to be checked baged-off confidentiality and regulatory programme flags

[é'] Export

X Delete

& Validalgag

N A

0 Provide the submission type information in arder to determine the scenario of the validation m

i, Vslidation assistant wizarc

‘Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission
io

Informati 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
On-sie soEETT

Ediates tonnage band (REACH Article 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 lll criteria and voluntarily providing full Annex Vil

Passo 4: Certifique-se de que ndo subsistem falhas de apresentacdo. Crie o seu dossié.
Preencha o cabegalho do dossié de acordo com a legenda indicada no inicio do exercicio.
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“hemical name Legal entity name Referenc
5 Training SubstanceZ Example Company 1 :{II G;jﬂ'
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[@] Create Dogsie '

o3 Prnt "kf-’

E Generate report

[{'jj Export

X Delete

&b Validate

Passo 5: Execute o Validation Assistant [Assistente de Validacao] no seu dossié final, para
verificar se subsistiram falhas de apresentacao.

> Se o Validation Assistant [Assistente de Validacdo] ainda mostrar erros: volte ao seu
conjunto de dados da substancia, corrija os erros e crie um novo dossié.

> Se o Validation Assistant [Assistente de Validacdo] nao indicar quaisquer erros:
exporte o dossié e guarde-o no seu computador.

O seu dossié de formacgao ja esta pronto!
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3. Solugdoes do exercicio

As seguintes solucdes prestam apenas instrucdes de natureza técnica sobre como corrigir
os erros de apresentacao. O presente material de formacao nao pretende explicar o motivo
pelo qual sdo necessarias determinadas informagdes, mas essas explicacdes podem obter-
se no manual da ECHA «Como preparar dossiés de registo e PPORD», em
https://echa.europa.eu/pt/manuals.

3.1. Sugestdes de utilizacdo do Validation Assistant [Assistente de Validacado

<\

Validated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
ime of validation: 2017/05/24 14:43:18
\Vahidation scenano. SC0110 - Registration, lead 10-100, CSR, own GSU

uakty checks (6) R
55 check rules (10)

A ‘-omenos: check includes addtional verifications of the regstration dossier by ECHA staf, to ensure that all the required off
the Vahidation assistant and they may lead to a different outcome than indicated by this
0 alidation assus he obligation to submit a dossier that fulfils all relevant legal requirements
{ £ B Copy repont Filter Al > Rule level Al
Kection A tien name Document n 'Messag; 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
| _— |adjacent text field must be filled in | A
EBR17T 1.2 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 © Faiure

composition” as ‘boundary composition of the substance’. Multiple
|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 in the Completenes
2 Information, | Information  (table ‘Analytical determmation”. In each row, the following must be s check
Analytical prowded
determination - 3 selection must be made in the Purpose of analysis’ picklist
2) ahdanad lection must be made in the "Analysis type’ pscklist
1\4 Row number inthe table  [hment must exist in the ‘Attached methods/results”
2 ~ 7 pfor not providing a method/result must be indicated .

/

© Validation assistant - Report Back

Depois de corrigir um erro, cliqgue no icone Save [Guardar] da IUCLID

| =]
@ 5 | & X1 @ e atualize o relatério do Validation Assistant [Assistente de
Validacao], clicando no botdao Re-check [Nova verificacao] (mostrado na captura de ecra
acima). Se o erro tiver sido corrigido, conforme necessario, a respetiva mensagem
desaparece do relatério.

Por vezes, pode «perder» o seu Validation Assistant [Assistente de Validacao] e, ao tentar
abri-lo novamente, receber uma mensagem de erro a indicar que ja esta aberto. Pode
«encontrar» o seu Validation Assistant [Assistente de Validacao] clicando no respetivo icone,
no canto inferior direito da pagina da IUCLID.

/ J Third party
S TestSubst{Training Co.. 1] TestSubstd2017.05.09T
/9043-30- @®
4474 | Role in the supply chain v
= TestSubsty PPl
® TestSubstaTraining Co... §] / IUPAC_n2017-05-09T Identification of substance v
| /441-430-
: ) 302 Type of substance v 3
7 Information panel
§ Information - Clipboard manager ® Attachments © Modification history [ Annotations &% References

Type & Substance

UUID [7b014169-0702-4585-9088-7a291cb9919
Dossier UUID ‘

Nisplaying 2 result(s) \
&b SuperUser £ )
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3.2. Erros BR176 e BR177

Observagao: Ao corrigir o BR177, também é corrigido o BR176

BRATY

1.2 Composition

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

can be provided, if relevant.

substance. To this end, indicate in 2ection 1.2 the Type of composition® as
"boundary compesition of the substance’. Multiple boundary compositions

Business rule

ﬂ Failur

BR176

Composition

Composition

be filed in.

For each composition record in 2ection 1.2, the field Type of composition®
must be indicated. If the zelection "other:” is made, the adjacent text field must

Business rule

9 Failur

3.2.

1. Como corrigir?

Passo 1: Neste exercicio, € o registante principal, pelo que necessita de dois registos de
composicdo na seccao 1.2 da IUCLID: um assinalado como Legal entity composition of the
substance [Composicao da substdncia da entidade juridica]l] e o segundo assinalado como
Boundary Composition of the substance [Composigdo-limite da substancia]. Este segundo registo
de composigao serve para descrever os limites do registo conjunto.

Estes erros das regras de negdcio indicam que deve fazer uma selegdo no campo Type of
composition [Tipo de composicao], no segundo registo de composicdo, e selecionar Boundary
composition of the substance [Composicao-limite da substancia].

Search TOC

REACH Complete table of ct ... ' ¥

Y
+
B

& i’ 1.1 Identification
~ & 1.2 Composition

Annotations

t Bltar =

miter

0 Related information
1 General information

Lol MR

General Information A
Name

Standard composition
Type of composition

CORE / Composition / Composition / ECHA_TrainingSubstance_°

X @

boundary composition of the substance

@ LE composition tate / form
I . COmposhlon I solid: bulk i the
esl = R AT Descantion of comnosition

3.3. Erro 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
Information, Information "Analytical determination’. In each row, the following must be provided:;
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} - either an attachment must exist in the "Attached methods/results’ field, ora

There is something wrong or missir
. | i il
in the second row of the table
1

| . o
Analytical determination

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
1 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. Como corrigir?

Passo 1: Selecione a linha 2 do quadro Analytical determination [Determinacgdo analitica] e
clique em Edit [Editar]

Search| TOC | Annotations BRI B X @
RYEACH l}'«‘églslrallon 1- 10 tonnes, stz ... : Analytical information A
+ [ 0 Related information I ®
- & 1 General information Methods and results of analysis A
= & 1.1 Identification Analytical determination
é |dentification IF’urpose of analysis Analysis type Type of inf Ana_chgd : ds.. R for no re... Justification Remarks <
= | fication nf oc/235KB/ -
& 1.2 Composition | application/msword ‘
@ LE composition lidentification and/or results Analytical Remarks
1 [ 1.3 \dentifiers |quantification ! lesu/ils doc /235
= @ 14 Analytical Information y = | i I8
@ Analytical Information + Add - X Delete A Move up
B 1.5 Joint submission Oppcat achey
B 1.6 Sponsors not relevant o\
# & 17 Sunoliers Remarks
Passo 2: Na lista de opgoes, selecione Analysis type [Tipo de analise]
o Anabical deterreration s
Purpass of g
[ T SU =
M Ly
E ] ]
Tyva of wdematon proucied
e 1 i
M1 ] v T
W haiyhes l iciealls 52 130 § W J ke aleadecimesidl sl
Rateonale o no maulla
et sten
Ramarin
Rarnarea
3.4. Erros BR049 e TCC_0303_01
Observagao: Ao corrigir o BR049, também é corrigido o TCC_0303_01 e 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 using the field ‘Related manufacture/own
use’ to at least one manufacture record in section 3.5.1.

BRO4% 33 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 preduction 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
uging the field 'Related manufacture/own use' to at least one manufacture record
in section 3.5.1.
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3.4.1. Como corrigir?

Passo 1: Crie um novo registo

secgao 3.5.1

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

oy -

B 15 1 Mamdace—
& B 352 Formadane B
o [ 3530 2 ot st
» B 254 Witespreat wset 3y probvssons

[ Yo

na

8 155 Consumer wses
o [ 356 Sennce e

Passo 2:

Preencha,

pelo menos,

0s campos

Manufacture name [Designacgao de fabrico] e...

:-ﬂjunﬁdm_uumdmn Marmfachs e nuritse
+ [l 32 Estimated quantties
;ﬁg.;g‘“ Mlarndptufe name
& Stes 001 I] Tiad hae
B 3.4 formation on medsees
= [ 35 Use and exposure infformation ERFRAT CMACHpS B B
B 350 Use and exposure information relevant for all uses - 1LY I

= Bl 35 1 Manuisciure

B 352 Uses at industrial sites
il S Wea st cnas b coofaazinnal scsacs

* Panitacture 031] |

STl OF P P kg

Fiormal = | Agency FB

Passo 3: ERC [Categoria de libertacdo para o ambiente] e PROC [Categoria de processo]

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

* i 501
T e (4 T [ baTe]

[l 35 Y Uses on aduningl ptey

4 B 153 Welerpremd wies by proessansl wires

# [l 355 Conpurss wbas

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‘l"-f ard

Passo 4: Aceda a secgdo 3.3, Sites [Instalacbes]. Ligue a utilizagdo de fabrico a instalacdo

% B 2 Classéication & Labeling and PET assess | |
& B 3 Manutacture, use a0

P

Legal ertey owner f Trawng Company / Helsinks / Finland

+ B )2 Estomated quantities
= & 335

on madures

= [ 35 Use and expo |
H 250 Use and exposure mformation ¢
= B 351 Mandacture
@ Manutacture 001
@ [ 352 Formulaton or re-packing
# [ 353 Uses at ndustmal stes
@ B 3548 Widesproad unes by profe
# [ 355 Consumer uses
0 156 Serace e
# [ 26 Uses acvised against
—

4, Select » related item

Yl

ik £

CORE / Manuiacture / Manuacture 001 / TestSubstanceX

P ey

CORE / Uses at industrial stes / Industnal 2 / TestSubstanceX / Te
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3.5. Erro 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. Como corrigir?

Passo 1: Identificar o motivo do erro > nao foi preenchida a Hazard assessment conclusion
[Conclusao da avaliagdao dos perigos]

Search TOC | Annotations

S k= X @

REACH Registration 10 - 100 tonnes N b .. ,
: - | Administrative data v
Y Teuxt filter
- - Hazard for aquatic organisms »
- 0 Related infarmation
. . Freshwater w
[ 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
: 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. Erro 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

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.

KD Failure
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3.6.1. Como corrigir?

10

Passo 1: Identificar a localizagao exata do erro

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

Passo 2: Identificar o motivo do erro > ndo foi preenchida a Hazard assessment conclusion

[Conclusao da avaliagao dos perigos]

Search | TOC | Annotations

REACH Registration 10 - 100 tonne: ... ¥
Y Text filter =~

RS | X| @

-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.Erro 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. Como corrigir?

Passo 1: Crie um novo registo na secgdo 11
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712 Addttional toxicological information

@ [ 8 Analytical methods
= 11 Guidance on safe use
B 12 Literature sean &  New
= & 13 Assessment reports
131 Chemical Safety Re

@ CSR_nojustification-copy
@ Assessment Reports 002-copy(1)

# [ 14 Information requirements

n&ord

port (Part A)

Passo 2: Identifique os campos que ndo tenham sido preenchidos com

necessarias.

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

Search' TOC | Annotations BER 8 e« X @
RYEA]?P-: ?:Ss:mm 1- 10 tonnes, standard requirements : Admini e data v
poo . i First-aid measures A
& [ 0 Related information
# [ 1 General information Text here
i+ |’ 2 Classification & Labelling and PBT assessment
& @ 3 Manufacture, use and exposure
i- & 4 Physical and chemical properties Fire-fighting measures A
& [ 5 Environmental fate and pathways ._’
# [’ 6 Ecotoxicological information Text here
(= [ 7 Toxicological information
@ Toxicological information
B 7T and S
i [ 7.2 Acute Toxicity '
[ | 7.3 Imitation / corrosion Text here
= & 74 Sensitisation
= [ 7.4.1 Skin sensitisation
@ Skin sensitisation.001-copy
@ Skin sensitsation 002 ﬂﬂmllm and storage A
B 7.4.2 Respiratory sensitisation Text here
4 [ 75 Repeated dose toxicity
[+ [ 7.6 Genetic toxicity
8 77 Carcinogeniciy Transport information v
i# [l 7.8 Toxicity to reproduction _ N
@ [ 7.9 Specific investigations W Exp e
i+ | 7.10 Exposure related observations in humans AlX
B 7.1 Toxic effects on livestock and pets Text here.
= RAV]
& [l 8 Analytical methods —p Stability and reactivity A
=) T 11 Guidance on safe use Text hars.
o [Guidance on safe use 001
Il 12 Literature search
=) ﬁ 13 Assessment reports
13.1 Chemical Safety Report (Part A) ' Disposal A
@ CSR_nojustification-copy Text here._|
@ Assessment Reports. 002-copy(1)
@ [ 14 Information requirements

11

as informacdes
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