nHic 1IN~

Exercice
pratique

Avec corrigé




Sommaire

1. INtroducCtion i i s v s v s s s rrrrnrnrarnnErannErannnrnnn 2
7 1 1 T T T ot oo o e 2
2 I =Y = oo 1= PP 2
2.2, DEroulemeNnt e I'EXEICICE .. vt sttt ittt e 3
3. COIrrige de I'@X @I CiCe cuuururumrnrinrarnrarnrassaressassssassssassssassssssssssssssssssssssssasssssssnsnsansasnnnns 5
3.1. Conseils d'utilisation de l'assistant de validation ...........ccviiiiiiiii 5
I = g = TU R = R A G = ol = P 6
GG A = o /=T ol O G 0 0 6
3.4. Erreurs BROA4O €f TCC _ 0303 00 .ttt ittt ettt ettt e tee st e raa e e e e s eaaeeanessanesaaeaaneraneeanneanneans 7
G I T = o =1 ¥ i 1T 1 T 1 S 9
I T ST = =1 |l 1O 0 7 O e 9
T = =1 |l 1o I O 10

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finlande | Tél. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



1. Introduction

Cet exercice a été concu pour vous permettre de découvrir IUCLID 6 et le Validation
Assistant [assistant de validation] avant la création de votre dossier d’enregistrement pour
la date limite d’enregistrement REACH 2018. Nous vous recommandons, dans un premier
temps, de lire la présentation (une heure environ), avant de passer a |'exercice (une heure
environ). Le corrigé est fourni apres les instructions de I'exercice. Il contient des
recommandations techniques pour réaliser I'exercice, mais pas de recommandations d'ordre
réglementaire. Veuillez noter que I'ensemble des données utilisées pour |'exercice ne
comporte pas de données réelles et ne saurait servir de modele pour satisfaire aux
exigences du reglement REACH.

Pour effectuer |'exercice, vous aurez besoin d'IUCLID 6. Vous pouvez vous rendre sur le site
web d’IUCLID 6, vous inscrire/ouvrir une session et télécharger la version bureau
d'IUCLID 6. Voir https://iuclid6.echa.europa.eu/fr/.

Vous pouvez également utiliser la version d’essai du service en nuage d'IUCLID, accessible
sur le site web

de I'ECHA via le lien suivant: https://echa.europa.eu/fr/support/dossier-submission-
tools/echa-cloud-services.

Vous pouvez vous connecter en ligne en utilisant les identifiants de votre compte ECHA
(identiques a ceux de votre compte REACH-IT) et vous abonner a la version d’essai du
service en nuage d'IUCLID. Pour participer a cet exercice en utilisant le nuage d’IUCLID, veuillez
cliquer sur l'icone IUCLID située dans le coin inférieur gauche du tableau de bord du nuage
d’IUCLID. Cette manceuvre lancera la version client d’IUCLID: l'interface sera identique a celle
de la version bureau d'IUCLID et vous serez en mesure de suivre les captures d’écran reproduites
dans le corrigé de cet exercice.
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2. Instructions
2.1. Légende

Vous étes le déclarant principal de la substance ECHA_TrainingSubstanceX. La soumission
conjointe couvre la fourchette de quantité de 10-100 t/an. Par ailleurs, la quantité de la
substance que vous fabriquez est de 10-100 t/an. En tant que déclarant principal, vous
fournissez les conseils d’utilisation sécurisée (GSU, section 11 d’IUCLID) et le rapport sur la
sécurité chimique (CSR, section 13 d'IUCLID) au nom des membres de la soumission
conjointe.
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2.2. Déroulement de I’exercice

ETAPE 1: démarrez IUCLID 6 et importez le dossier de la substance utilisée dans le cadre
de lI'exercice (format .i6z)

Administration

My account Impori JRD Bulk export

ETAPE 2: trouvez votre substance.

Main tasks

é =
= e

L5 Category Annotation

ETAPE 3: exécutez I'assistant de validation sur votre ensemble de données de la substance et
corrigez toutes les erreurs de soumission recensées.

Chemical name Legal entity name ¥, Validation assistant wizard - ] X
é Training SubstanceZ Example Company 1 | Walidation assistant - Submission type specification
| | o,
P

é TestSub: o) e i i~ agency | —

B Open

[@ Create Dossier Dossier type

B Pint Select submission thpe REACH Registration 10 - 100 tonnes -

(=4 Generate repont [~ Use advanced settiiswselect information to be checked bagadest confidentiality and regulatory programme flags

@ Expont

X Delete

N A
©  Provide the submission type information in order to determine the scenario of the validation. m

)

%

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 tonneslyear
On-site Buiated

EOVEES fonnage band (REACH Aticle 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

ETAPE 4: veillez a ce qu'il ne reste aucune erreur de soumission. Créez votre dossier. Complétez
les informations d’en-téte du dossier conformément a la Iégende fournie au début de I’'exercice.
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“hemical name Legal entity name Referenc
& TrainingSubstanceZ  Example Company 1 I} G;'ﬂ
ECH

§ TestSubstanceX & Open agency [H] !151(2:-:

@ cree gy

3 Pnnt »k:’.—

E. Generate report

[{'3'} Export

X Delete

& Valdate

ETAPE 5: exécutez I'assistant de validation sur votre dossier final afin de vérifier qu'il ne reste
aucune erreur de soumission.

» Si l'assistant de validation affiche encore des erreurs: retournez dans votre ensemble
de données de substance, corrigez les erreurs puis créez un nouveau dossier.

> Si l'assistant de validation ne signale aucune erreur: exportez votre dossier et
sauvegardez-le sur votre ordinateur.

Votre dossier de formation est prét!
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3. Corrigé de I'exercice

Les solutions suivantes fournissent uniqguement des recommandations techniques pour la
correction des erreurs de soumission. Les raisons pour lesquelles certaines informations
sont exigées ne sont pas expliquées dans le cadre de cette formation mais sont disponibles
dans le manuel ECHA «Comment préparer des dossiers d’enregistrement et de RDAPP» via
le lien suivant: https://echa.europa.eu/fr/manuals.

3.1. Conseils d’utilisation de I'assistant de validation

<\

Validated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
FT:me of validation: 2017705/24 14:43.18
\Vahidation scenano. SC0110 - Registration, lead 10-100, CSR, own GSU

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

A ialure ar vIng -pmenos' check includes addtional verifications of the regstration dossier by ECHA staf, to ensure that all the required off
: S : the Vahidation assistant and they may lead to a different outcome than indicated by this
0 pWalidation assus o0 he obligation to submit a dossier that fulfils all relevant legal requirements
~' ( £ B3 Copy report Filter Al > Rule level. Al
: Section  ~MSection name Document n Messag; Rule type Rule level
BR176 12 Composition |Composition |For each composation record in section 1.2, the field Type of Business rule |
composition’ must be indicated i the selection ‘other’ 1s made, the Failure
o i | - |adjacent text field must be filled in | Al
EBR17T 12 Composition Joint submission lead leqslvants must include 3t least one Business rule |
composition which descnbes the collactively 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 provided, i relevant | 1
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 s check
Analytical prowded
determination - 3 selection must be made in the Purpose of analysis’ picklist

b damad.

2) |

lection must be made in the "Analysis type” pscklist
hment must exast in the ‘Attached methods/results’

smber in the table
. n for not prowiding a method/result must be indicated. |

’

© Validation assistant - Report Back

Apres avoir corrigé une erreur, cliquez sur l'icone «save» [«enregistrer»] dans IUCLID

2 | X1 @ et rafraichissez le rapport de l'assistant de validation en

cliguant sur le bouton «Re-check» [«nouvelle vérification»] (indiqué dans la capture d’écran
ci-dessus). Si l'erreur a bien été corrigée, le message d’erreur s’y rapportant disparait du
rapport.

Il se peut parfois que vous «perdiez» votre assistant de validation. Quand vous essayez de
le rouvrir, un message d’erreur apparait indiquant que l'assistant est déja ouvert. Vous
pouvez «retrouver» l|'assistant de validation en cliquant sur l'icone Validation Assistant
[assistant de validation] située dans le coin inférieur droit de votre page IUCLID.

/ J Third party
S TestSubst{Training Co.. 1] TestSubstd2017.05.09T
/9043-30-4 @®
944-3474 | RO
 TostSubstd Role in the supply chain
® TestSubstaTraining Co... §] / IUPAC_n2017-05-09T Identification of substance v
| 1441-430-
) ) 302 Type of substance v -

7 Information panel
i Information | iy Clipboard manager % Attachments @ Modification history [} Annotations g% References

Type & Substance
\ .

UUID { 70 14159-0702-4585-9088-7a291cb9919
UonmUUlD‘
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https://echa.europa.eu/fr/manuals

3.2. Erreurs BR176 et BR177

Commentaire: la correction de I'erreur BR177 corrige aussi |'erreur 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. Comment les corriger?

ETAPE 1: dans cet exercice, vous &tes le déclarant principal et vous avez donc besoin de deux
dossiers de composition dans la section 1.2 IUCLID: l'un portant la mention «legal entity
composition of the substance» [«composition de la substance de I'entité légale»] et le second
«boundary composition of the substance» [«composition limite de la substance»]. Le second
dossier de composition doit décrire les limites de la soumission conjointe.

Ces erreurs de régles administratives indiquent que vous devez effectuer une sélection dans le
champ «Type of composition» [«Type de composition»] dans le second dossier de composition
et sélectionner «boundary composition of the substance» [«composition limite de la substance»].

CORE / Composition / Composition / ECHA, TrainingSubstance._
Search TOC  Annotations BRI S X @

REACH' (‘Z?n'\plete table of c( ... : General information A

Y i s | Name

#-[ 0 Related information |~
- & 1 General information
+ i 1.1 ldentification
— & 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. Erreur 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. Comment les corriger?

ETAPE 1: sélectionnez la 2¢ ligne du tableau «Analytical determination» [«Détermination
analytique»] et cliquez sur «Edit» [«Modifier»].

Search TOC | Annotations RS X @
REACH Registration 1 - 10 tonnes, stz ... ¥
- e _. | Analytical information A
Y Text filte :
# [ 0 Related information 7| ®
5§ 1 General information Methods and results of analysis A
- b‘ 1.1 Identification Analytical determination
é Identification EPurpose of analysis Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
g |quantification formatio oc 7235 KB/ |~
n 12 Composhion | S —— | _application/msword | | |
@ LE composition identification and/or results Analytical | [Remarks
4 [ 1.3 Identifiers |quantification results.doc / 235
" | KB/ -
= @ 14 Analytical Information . 1 _ >
+ Ad Jelete Mov
@ Analytical Information e X Delete A Move up
B 1.5 Joint submission Optical actiy
E 1.6 Sponsors not relevant vee G
# & 17 Sunnliers J Remarks

ETAPE 2: effectuez une sélection dans le menu déroulant «Analysis type» [«Type d’analyse»].

& Anabical Selerrenstion £
Purpits of Braies
[ e
At yon
Typa of andoreatan prowsiid
— =
At b ot el
W hratytee ol revalls doe (73 6 KE | e Moy frriwsss T

Ratsonule o e reaulls

St gdan

Revnaria

3.4. Erreurs BR049 et TCC_0303_01

Commentaire: la correction de I'erreur BR049 corrige aussi I'erreur TCC_0303_01 et inversement.

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 record
in section 3.5.1.
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3.4.1. Comment les corriger?

ETAPE 1: créez un nouveau dossier

dans la section 3.5.1.

=] - ERE-"
@ St

B 34 nlormation on metures

= [ 35 Use ant exposere stormation
B 350 Use e - -
B 15 1 Mamdace—

& B 352 Formadane ‘,’“5

o [ 3530 2 ot st

+ B 254 Wicespuad wse vy prolessons

8 155 Consumer wses

o [l 356 Serace e

ETAPE 3: .. <ERC» et «<PROC>».

I [ 37 Estrated quirtibed &

ETAPE 2:

complétez au minimum

les champs

«Manufacture name» [«Nom de la fabrication»] et...

:-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
B 350 Use andd exposare indeimabon relevant o all uses
= [ 35 1 Manudacture

king
il S Wea st cnas b coofaazinnal scsacs

Further descnpbon of mamdsctur
- 1LY I

Mormal = | Agency FB

g actrady | e for the
[BF - EE3-™ |
9 e 001 —
[ 14 imiormation on mixhwss
Harne of sctraty | ichesgue

= B 15 U and sopedens sikermaton
[ 3 &9 Une andl exposurs miormation releant for o uses

B = o rm e e 1 e Bare]
[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 L)

ETAPE 4: allez dans la section 3.3 Sites. Associez le manufacture use [utilisation pour la

fabrication] au site.

& [ 2 Cassication & Labeting nd PET 35033 | | | ooul seney ower B Trawsng Company | Helsinki / Finland

= B 3 Manufacture, use and exposure

+ B )2 Estomated quantities
=~ & 3135w

4 wio on On Modures

4 Select 3 related item

=R I5Us X ’
& 250 Use and exposure mformation ¢
= B 351 Mandacture
@ Manutacture 001
# [ 352 Formulation or re-packing
# [ 353 Uses at mdustmal stes
& [ 354 Widesproad unes by profe {
& [ 355 Consumer uses
4 156 Serace e
4 [ 36 Uses advsed aganst
d‘-l
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3.5. Erreur 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. Comment les corriger?

ETAPE 1: indiquez la cause de l'erreur > Hazard assessment conclusion [Conclusion de
I’évaluation des dangers] non complétée

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

[ 2 Classification & Labelling and PBT assessment Marine water v For the exercise
t [ 3 Manufacture, use and exposure STP w select "no hazard
B 4 Physical and chemical properties ediment (freshwater) ~ identified

: B 5 Environmental fate and pathways Hazard assessment conclusion
E}ﬁf 6 Ecotoxicological information -

a |Ecotoxi{:o|ogical Information-copy
B 6.1 Aquatic toxicity

Assessment factor

3.6. Erreur 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. Comment les corriger?

ETAPE 1: déterminez I'emplacement précis de I'erreur

10

information __linforma

W-EYE-LOC

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

eprovided in the fields under

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 | Toxicolooi ection 715 nn mary must be created I

reated summary must be |
ers’ and ‘General

> 'Hazard assessment

er toxicological threshold’

ETAPE 2: indiquez la cause de l'erreur > Hazard assessment conclusion [Conclusion de
I’évaluation des dangers] non complétée

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. Erreur 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. Comment les corriger?

ETAPE 1: créez un nouveau dossier dans la section 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

ETAPE 2: indiquez les champs non complétés avec les informations requises.

*“|* 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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