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1. Introduccion

Este material didactico pretende facilitarle el primer contacto con IUCLID 6 y el asistente de
validacién

antes de elaborar su expediente de registro y presentarlo dentro del plazo establecido en
2018 en materia de REACH. Se recomienda leer primero la presentacién (alrededor de una
hora) y continuar posteriormente con el ejercicio (alrededor de una hora). Las instrucciones
del ejercicio vienen seguidas de las correspondientes soluciones. En las soluciones se
formulan recomendaciones técnicas sobre el modo de realizar el ejercicio, si bien estas no
constituyen un asesoramiento sobre normativas. Obsérvese que el conjunto de datos de la
sustancia empleado con fines didacticos no incluye datos reales y no deberia tomarse como
modelo para el cumplimiento de los requisitos en materia de REACH.

Para realizar el ejercicio, necesitara utilizar IUCLID 6. Puede acceder al sitio web de IUCLID
6, registrarse/iniciar sesion y descargar la versién de escritorio de IUCLID 6. Véase
https://iuclid6.echa.europa.eu/.

Como alternativa, puede utilizar el servicio de prueba en la nube de IUCLID (IUCLID Cloud
Trial), al que podra acceder a través del

sitio web la ECHA: https://echa.europa.eu/es/support/dossier-submission-tools/echa-
cloud-services.

Puede iniciar sesidon en linea utilizando las credenciales de su cuenta de la ECHA (igual que
con su cuenta de REACH-IT) y suscribirse al servicio de prueba en la nube de IUCLID
(IUCLID Cloud Trial). Para participar en este ejercicio utilizando IUCLID Cloud, haga clic en el
icono de IUCLID situado en la esquina inferior izquierda del panel de control de IUCLID Cloud.
Al hacerlo, se abrira la version de cliente de IUCLID, es decir, la apariencia y la experiencia seran
las mismas que al utilizar la versién de escritorio de IUCLID y usted podra remitirse a las capturas
de pantalla que figuran en las soluciones del ejercicio.

\\\\\

Dashboard

Substances

L

2. Instrucciones
2.1. Enunciado

Usted es el solicitante de registro principal de la sustancia ECHA_TrainingSubstanceX. El
registro conjunto abarca un intervalo de tonelaje de 10 a 100 toneladas/afo. También su
propio tonelaje de produccién de esta sustancia se sitla en un intervalo entre 10 y 100
toneladas/afio. Como solicitante de registro principal, usted facilita en nombre de los
miembros de la presentacidon conjunta la guia sobre el uso seguro (GSU, por sus siglas en
inglés, en la seccion 11 de IUCLID) y el informe sobre la seguridad quimica (CSR, por sus
siglas en inglés, en la seccién 13 de IUCLID).
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2.2. Ejercicio por pasos

PASO 1: Abra IUCLID 6 e importe el archivo de la sustancia empleada con fines didacticos
(en formato .i6z).

Administration

&

My account Impori JRG Bulk export

PASO 2: Busque la sustancia.

Main tasks
=
T
Muoaure / Product Template
Substance ;" D
L Category Annotation

PASO 3: Ejecute el asistente de validacion para el conjunto de datos de la sustancia y corrija
todos los errores de presentacion notificados.

|IChemical name Legal entity name | 4 Validation assistant wizard - o *
é TrainingSubstanceZ  [Example Company 1 | Validation assistant - Submission type specification
| | | ) Ed
@& TestSub I Phaminsi~ gency |
| n Open |
[a Create Dossier Dossier type
f‘»:‘ Print Select submission tgpe REACH Registration 10 - 100 tonnes -
::::.‘ Generate report [~ Use advanced seftilgsmselect information to be checked baggaeof Confidentiality and regulatory programme flags
[a] Export
X Delete
& jatds

N A
0 Provide the submission type informstion in order to determine the scenario of the walidation. m Next

-4

B, Validation assistant

‘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)

[¥ 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 Ill criteria and voluntarily providing full Annex Vil
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PASO 4: Aseglrese de que no queden fallos de presentacion. Cree su expediente. Introduzca la
informacién del encabezamiento del expediente de acuerdo con el enunciado que figura al
comienzo del ejercicio.

“hemical name Legal entity name Referenc
. w1, Gold
5 TrainingSubstanceZ  Example Company 1 .{11 1231
' | ECH
§ TestSubstanceX B Open agency [F] ECH
= [T 111
@l . jils
3 Prnt uk
;:. Generate report
[{!ij Export
X Delete
& Valdate

PASO 5: Ejecute el asistente de validacion para su expediente final a fin de verificar que no
qgueden fallos de presentacion.

i Si el asistente de validacidon sigue mostrando errores, vuelva al conjunto de datos de
la sustancia, corrija los errores y, a continuacidn, cree un expediente nuevo.

U Si el asistente de validacién no notifica ningun error, exporte su expediente y guardelo
en su ordenador.

iSu expediente con fines didacticos ya estara listo!
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3. Soluciones del ejercicio

Las soluciones que figuran a continuacion constituyen meras recomendaciones técnicas
sobre como corregir los errores de presentacion. Las aclaraciones de por qué se requiere
determinada informacion no forman parte del propdsito de este material didactico, si bien
pueden encontrarse en el manual de la ECHA titulado «How to prepare registration and
PPORD dossiers» («Cémo preparar el registro y los expedientes de IDOPP»), al que puede
accederse a través de https://echa.europa.eu/es/manuals.

3.1. Consejos para utilizar el asistente de validacion

<

Nal»dated entity: ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5 ff
[Time of validation: 2017705/24 14:43.18 }

Vahdahon scenano: SC0110 - Registration, lead 10-100, CSR, own GSU m |
I "'
| B |
:j Sut ualty checks (6) R |
;18051 55 check rules (10) [
1 A -plelonos' check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that ail the required e
1 o AT - ing the Validation assistant and they may lead to a different outcome than indicated by this |
| | 9 Uso ¢ ahdabon ass;s RS, he obligation to submit a dossier that fulfils all relevant legal requirements i
| f
N e-chech ( Wm Copy report Filter. Al * Rule level AR
\ ) 4]
Rule Sect MSection name Document n. Message Rule type  Rule lmvlf:
EBR176 12 Composition |Composition |For each composition record in section 1.2, the field Type of Business rule !
‘ composition’ must be indicated N the selection ‘other’ is made, the © Failurel
| adjacent text field must be filled in L
| | ! ! ! | 4 } |
§BR1T7 12 Composition Joint submission lead registrants must include at least one Business rule
composition which descnbes the collectively agreed boundaries of the I
registered substance. To this end, indicate in section 1.2 the Type of 1O Failure ||

composition’ as ‘boundary composstion of the substance’. Multiple
boundary compositions can be provided, if relevant

JTCC_0104 0 |14 Analytical  Analytical | Section 1.4 is incomplete. At least one row must be created inthe Completenes
B2 Information, |Information  |table ‘Analytical determnation”. In each row, the following must be $ check
Analytical pronded
determination - 3 selection must be made in the Purpose of analysis’ pickkst
2) 2lection must be made in the ‘Analysis type” pecklist

mber inthe table  hment must exast in the "Attached methods/results’
E n for not prowding a method/result must be indicated

/4

|
|

Tras corregir un fallo, haga clic en el icono «save» («guardar») de IUCLID

[ =]
e s | B X1 @ y actualice el informe del asistente de validacién haciendo
clic en el botén «re-check» («volver a comprobar»), que aparece en la captura de pantalla
anterior. Si el fallo se ha corregido adecuadamente, el correspondiente mensaje de fallo
habra desaparecido del informe.

Ocasionalmente puede ocurrir que usted «se deje abierto» el asistente de validacion.
Cuando intente abrirlo de nuevo, aparecera un mensaje de error informandole de dicha
circunstancia. Puede <«encontrar» el asistente de validacion haciendo clic en el
correspondiente icono que figura en la esquina inferior derecha de la pagina de IUCLID.
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/ J Third party
S TestSubst{Training Co... 1] TestSubstd2017.05-09T
/9043-30-4 @®
B — 4474 | Role in the supply chain v
| .. TestSubstq PPY
5 TestSubstaTraining Co 4{2} / IUPAC_n2017-05-09T Identification of substance v
| /441-430-,
. B 2 Type of substance v =
7 ik = }
i Information - Clipboard manager ® Attachments @ Modification history [ Annotations &% References

Type & Substance

UUID [7b0 14169-0702-4585-9088-7a291cb9919
Dossier UVID ‘

Ysplaying 2 resultis) \
& SuperUser £ )

3.2. Fallos BR176 y BR177

Observaciones: Al corregir BR177, también se corrige BR176.

BRITT 1.2 Composition Joint submiz=sion lead registrants must include at least one composition Buzinezs rule
which describes the collectively agreed boundaries of the registered
substance. To thiz end, indicate in section 1.2 the Type of composition’ as @ 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. Modo de correccion

PASO 1: En este ejercicio usted actia como solicitante de registro principal, por lo que deberan
existir dos registros de composicién en la seccion 1.2 de IUCLID: uno marcado como «legal
entity composition of the substance» («composicidon de la sustancia de la entidad juridica») y
otro marcado como <«boundary composition of the substance» («composicion limite de la
sustancia»). Este segundo registro de composicion establece los limites del registro conjunto.

Este tipo de errores relacionados con las normas empresariales indica que usted tiene que
seleccionar una opcién en el campo «Type of composition» («Tipo de composicién») del segundo
registro de composicidon y elegir «boundary composition of the substance» («composicién limite
de la sustancia»).

CORE / Composition / Composition / ECHA_TrainingSubstance_
Search| TOC ' Annotations BER S v [ X | @
REACH Complete table of ct ... ; Ganeral Information A

Y Text filter
#- [ 0Related information | =
= & 1 General information

Name

Standard composition

Type of composition
& [ 1.1 Identification ype po ‘
- & 1.2 Composition *b"“"dary composition of the substance v] Other
@ LE composition tate / form
[ @ Composition | solid: bulk e
el ldentifiecs Descaation of compasition

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finlandia | Tel. +358 9686180 | Fax +358 968618210 | echa.europa.eu



3.3. Fallo 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 following 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 'Analysis type' picklist
(2} - gither an attachment must exist in the "Attached methods/results’ field, ora
reasen for not providing a methodiresult must be indicated. To this end, make a
==lection in the field "Rationale for no results’ and insert an explanation in the Q Failure

There is ‘;nmrthlnq wrong or missir
in '[h[‘ qt’rnnd row of thp table

A q stification’ field, clearly stating the reasens for not providing the information.

MNote that the "Analysis type' field is a multi-select list; if several selections are
A H a ||,);'[ ical d etermin E]T ion made, the correspending 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.

3.3.1. Modo de correccion

PASO 1: Seleccione la fila 2 de la tabla «Analytical determination» («Determinacién analitica»)
y haga clic en «Edit» («Editar»).

Search| TOC | Annotations BR B X @
RYEA,CH Registration 1 - 10 tonnes, stz ... | ¥ Anai OGO A
axt filte ytical
+ [ 0 Related information | ®
5 B 1 General information Methods and resuits of analysis A
= [ 1.1 Identification Analytical determination
é |dentification IF'urpose of analysis Analysus type Type of inf Attached hods.. R for no re... Justifi Remarks
| fcation oc7235KB7 [=4
& 1.2 Composition [ o caton/maewosd J
@ LE composition identification and/or results Analytical R
# [ 1.3 Identifiers quantification 2;.71;@:/235
= [ 14 Analytical Information = R - -
@ Analytical Information + Add # Edit X Delete A Move up
B 1.5 Joint submission Optical actiity
B 16 Sponsors not relevant o
# & 17 Sunoliers Remarks

PASO 2: Seleccione una opcion de la lista desplegable «Analysis type» («Tipo de analisis»)

o Ansbicsl SeleiFersion s
Purpass of praiyis.
(oS L P L
Angiyie ypa
Typa of mloregtan prowcied
e =
A o] Tt Tl
'%Anm-un-mhh-?.ts_nﬂ'md.mmm-s s W F X

Ratsorule b e reaulla

Aol adan

Revnaria
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3.4. Fallo BR0O49 y TCC_

Observaciones: Al corregir BR0O49

TCC_0303_01 (3.3 Sites. Sites.001

0303_01

, también se corrige TCC_0303_01 y viceversa.

If you indicated in section 1.1 that your "Role in the supply chain’ is
'Manufacturer', then you must provide at least one production site in section 3.3.
To thiz 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
name’, "Address’, Town' and 'Country’ must be filled in. In addition, te 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.

Completeness
check

Q Failure

BRO4S 33 Sites.

If you indicated in section 1.1 that your 'Role in the supply chain’ is
'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
uging the field 'Related manufacture/own use' to at least one manufacture record
in section 3.5.1.

Business rule

i) Failure

3.4.1. Modo de correccion

PASO 1: Cree un registro nuevo en la

seccion 3.5.1

SN - ER RS
@ St 00
B 4 vlomaton on metres
° 3 § Use an¢ exgosere rfor=ation
B 750 Use 3¢ exzore etormagon releart tor
& 25 1 Mamtacn—
& B 352 Fommaane
¢ B 353 0ses 2 odaesl st
+ [ 254 Wicesprmad waes vy prolessons worken
8 BB )55 Consumer wses
o [l 356 Senace i
—

T.
Ly

PASO 2: Cumplimente al

menos

los campos

«Manufacture name» («Nombre de fabricacién») vy ...

n I Manulsciune, use and sxposure
t [l 3 2 Estimated quantties
- EEE-T
P Saes 001
H 3 4 Wormation on meduetes
ﬁ 3L Use and sxposurs indormation
B 350 Use andd exposare indeimabon relevant o all uses
B 35 1 Manulacture
| -» Pambcunoti] |
+ ormuliion o fe-pd long
+ [l 353 Uses ot mdustnal sites

ol ey

PASO 3: ..
«PROC» («categoria de proceso

b [l 37 Esteated quantities
[- EELTH
i Seea 201
B 74 information on moteres
‘ 35 Une and expoiers nlgrmaton
& 348 Use and expopurs sdormaton relesan ke ol unss

i =1i:1 LEED il na b , L

Marndac bt e nurmibs

MlarndBc i nae
Tixd hare

Furthe descnption of manutsctuning

- 1LY I

Normal = Agency FB

», por sus siglas en inglés)

g actrty | for the

Harme of sty  lechmigus

L] FI’MH'.-!! o1

L F e s

Eraispwirrsart sl colaass £ o egery (ERC)
[+ ERCT Midactios of the substance

«ERC» («categoria de emisiones al medio ambiente», por sus siglas en inglés) y

4 [ 15 ¥ Usen o diningl gaes
[l 358 VWeaipremd wbE by probedsanl wiries
# B 15 5 Conpurms e
it [ 156 Senece e
Of - LT e ]
H 17 Ersorment sl iididresd bi spegsl el isuwriad

Contrituting sctraty | Lechesgue lor workers

I
Wi of Betraly | Dechesgue

o [l 35 Erwniee wlormitan
B 3 10 A ton b mutaateon of vl
B 4 Prucal ard chermcal propedsn

[ Frocess cospory FROT)
[+ PRl 1 e o choied proaii Ao bdkhesd o axiee

PASO 4: Vaya a la seccion 3.3, denominada «Sites» («Emplazamientos»). Vincule el uso de

fabricacidon al emplazamiento
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+ B 2 Casséication & Labeling and POT assess Logdmym‘hmwy'wwufm
u 3 Manutacture, use and exposure

¢ W 2 Estomated quantities Remark
B 33 Sees 4 Select a related item X |
s DIMARON 0N Modures Y |

& 35 Use and exposure nkematon —~
250 Use and exposure mformation nl I
B 351 Manufacture

@ Manutacture 001

+ [ 35 2 Formulation or re-packing

# [ 353 Uses at ndusteal stes

4 [ 354 Widesproad unes by professiond

CORE / Uses & uan.nd skes / muwu 2 / hu&w-ncu /Te l

& [l 355 Consumer uses -
0 156 Sersce e |
# [ 36 Uses advsed against '% _

—=

3.5. Fallo TCC_06_01

TCC_06_01 [ Ecotoxicologic |Ecotoxicologic | Section 6 iz not complete. An endpeint summary must be created under Completeness
al information, |al "Ecotoxicological information', and each created summary must be complete. For  |check
Sediment Information-co | each of the hazards, a selection must be made in the "Hazard asseszment Q 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. Modo de correccion

PASO 1: Averigle el motivo del error > No se ha cumplimentado el campo «Hazard assessment
conclusion» («Conclusién de la evaluacién del peligro»)

Search TOC | Annotations RS [ X @
REACH Reqgistration 10 - 100 tonnes | Administrative data v
Y Teuxt filter = . ]
- - Hazard for aquatic crganisms »

#-[@ 0 Related information
E“ 1 General information , Uz =i
E“ 2 Classification & Labelling and PBT assessment Marine water v —————— For the exercise
E* 3 Manufacture, use and exposure STP v select "no hazard
E“ 4 Physical and chemical properties ediment (freshwater) » dentified”
.E* 5 Environmental fate and pathways Hazard assessment conclusion
E} ﬁf 6 Ecotoxicological information M E
: > ] |Ecotox|colog|cal Information-copy

.E‘! 6.1 Aquatic toxicity Assessment factor
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3.6. Fallo TCC_07_01

10

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 T 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
GP-INH-5%5-L each of the hazards for Workers' and "General population” a selection must be 0 Failure
T 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.
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
W-EYE-LOC each of the hazards for VWorkers' and ‘General population’ a selection must be 9 Failure

3.6.1. Modo de correccion

PASO 1: Averigle la ubicacidn exacta del error

information inform
W-EYE-LOC

1A

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

reated summary must be
ers’ and ‘General

'Hazard assessment

er toxicological threshald’

|1he conclusion.

provided in the fields under

Rule ~ Section nu... Section name Document n... Message f
TCC 07 01 |7 Toxicological |Toxic ! mary must be created I
information, _linfarm GP - General Population reated summary must be |:
GP-INH-5YS- INH - Hazard via inhalation route ers’ and ‘General
LT SYS - Systemic effects 'H?zgrd lﬂsﬁeslsmemh "
er toxicological threshol
LT-Long term exposure ovided in the fields under
I'LTTU LUTICTU SO
TCC_07_01 |7 Toxicological |Toxicol ' i mary must be created

PASO 2: Averigle el motivo del error > No se ha cumplimentado el campo «Hazard assessment

conclusion» («Conclusién de la evaluacién del peligro»)

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finlandia | Tel. +358 9686180 | Fax +358 968618210 | echa.europa.eu



Search| TOC | Annotations

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

B

X @

11

-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

Additional infi i

eneral Population - Hazard via inhalation rou

Administrative data v

Workers - Hazard via inhalation route v

Workers - Hazard via dermal route v

Workers - Hazard for the eyes v

Systemic effects

Long term exposure
Hazard assessment conclusion

3 Toxicological information -
- 7.1 Toxicokinetics, metabolism 2
3.7. Fallo TCC_11_01
TCC_11_03 |11 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. Modo de correccion

PASO 1: Cree un registro nuevo en la seccién 11

B 712 Addttional toxicological information
¢ [ 8 Analytical methods
[ 11 Guidance on safe use
B 12 Literature sean &  New rqcord
= B 13 Assessment reports h
131 Chemical Safety Report (Part A)
@ CSR_nopustification-copy
@ Assessment Reports 002-copy(1)
[ 14 Information requirements

PASO 2: Averiglie qué campos no se han cumplimentado con la informaciéon necesaria.
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*|* Nawgation panel : ds £ Guidance on safe use 001 / TestSubstanceX / Test

Search TOC | Annotations
REACH Registration 1 - 10 tonnes, standard requirements e 0

Administrative data v -

Y Text filter o

. . ﬂ First-aid measures A
@ [@ 0 Related information
# |@ 1 General information Text here
() [ 2 Classification & Labelling and PBT assessment
& @ 3 Manufacture, use and exposure
4 Phyrcd and chemical properties ﬂ T—
& i 5 Environmental fate and pathways =
i [ 6 Ecotoxicological information Text here

= & 7 Toxicological information
@ Toxicological information
B 7T and Al A A
i+ [ 7.2 Acute Toxicity q
() @ 7.3 Imitation / corrosion
= & 74 Sensitisation
= [ 7.4.1 Skin sensitisation

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

B 7.4.2 Respiratory sensitisation Text here
(4 [ 75 Repeated dose toxicity
[ [ 7.6 Genetic toxicity
[ 77 Cucoguricly. Transport information v
i [l 7.8 Toxicity to reproduction _ . " ”
@ [ 7.9 Specific investigations ww—— Exp Ip P A
(4 [ 710 Exposure related observations in humans AlX
[ 7.1 Toxic effects on lvestock and pets Text here
& 7.12 Additional toxicological information
i [l 8 Analytical methods ﬂ Stability and reactivity A
= [@_11 Guidance on safe use Text here:
[+ Toudance on saf use 007]
Il 12 Literature search
= B 13 Assessment reports
13.1 Chemical Safety Report (Part A) ﬁ Disposal considerations A
@ CSR_nojustification-copy Text here..|

@ Assessment Reports.002-copy(1)
@ [ 14 Information requirements

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finlandia | Tel. +358 9686180 | Fax +358 968618210 | echa.europa.eu



