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Notificacidon de sustancias en articulos: quién
y cuando

* Productores o importadores de articulos tienen la obligacion legal
(Articulo 7(2)) de notificar sustancias contenidas en articulos si la
sustancia

» estaincluida en la lista de sustancias candidatas.

» esta presente en los articulos con un total de >1 tonelada por
productor/importador al afo.

» esta presente en los articulos en una concentracién superior a 0,1%
w/w (porcentaje en peso)

» Una notificacion de sustancia en articulos ha de enviarse durante
los 6 meses siguientes a la inclusion de la sustancia en la lista de
sustancias candidatas

» Primer plazo limite: 1 Junio 2011 (38 sustancias)
+ Siguiente plazo limite: 20 Enero 2011 (8 nuevas sustancias)

http://echa.europa.eu

EECHA
Lista de sustancias candidatas
+ Lista de sustancias extremadamente preocupantes
(SEP)
+ Carcinogénico, mutagénico 6 toxico a la reproduccién

+ Persistente, bioacumulativo y toxico (PBT) o muy persistente y
muy bioacumulable (mPmB)

+ Otras sustancias con un nivel de preocupacién similar
+ Lista actualizada dos veces al afo:

» Junio — Diciembre
» 53 sustancias

ORIENTACIONES

Informate

Sign up for news

Subscribe and get our weekly
e-News (press releases, news
alerts and web updates) and
bi-monthly Newsletter

“Your email

http://echa.europa.eu
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Herramientas para la notificaciéon de
sustancias en articulos

Pagina web de IUCLID 5 REACH-IT
ECHA

Crea cuenta en
REACH-IT

3
2 Exporta tw LEOX

Baja conjunto de datos 4

de la sustancia Importa tu LEOX
Importa, conjunto de datos de la
sustancia
Medifica conjuntos de datos de la
sustancia
Crea expeniente
Exporta expediente 5 Importa tu expediente

http://echa.europa.eu

3. Bajar conjunto de datos de la sustancia
RECHA

Lista de posibles sustancias extremadamente preocupantes que requieren autorizaciéon

Buscar

Las sustancias incluidas en |a lista de candidatos se han identificado como sustancias extremadamente preocupantes (SEPY. Dichas sustancias pusden tener efsctos muy graves y,
a menudo, ireversibles, sobre las personas y el medio ambinte. Las sustancias de la lista de candidatos pueden estar, por tanto, sujstas a autorizacién por decisitn de la Comisin

PUESTA EN COMUN DE Europes
DATOS

La ECHA affade las sustancias = Ia lista de candidatos. La inclusi6n de una sustancia en la lista podfa comportar determinadas obligaciones legales para las empresas. Dichas
CUMPLIMIENTO DE LA obligaciones estan asociadas 3 las sustancias de la lista

NORMATIVA
« como tales

CONSULTAS « en preparados
+ presentes en aticulos

La lista de candidatos

Informacién adicional

ECHA CHEM

la lista se actualizaré regularmente segin se vayan identificando nuevas sustancias como SEF)

Los documentos y péginas web que figuran a continuacién pueden senir de ayuda para entender los temas tratados y/o facilitan el acceso a herramientas clave. El icono B indica que
el material del eniace solo esta disponible en inglés

Lista de sustancias

etttz o Puede una idin del proceso de fn, en lineas generales, en las paginas comespondientes a los procesos REACH que figuran en la seccion “Acerca
de REACH" dl sitio web de orientacitn.
« Pueden icativos relativos a la itn de sustancias [ en la pagina del Comité de los Estados miembros
« Puede mis 6n sobre las i con los anticulos en la seceién 8.9, Orientacion sobre los requisitos para sustancias contenidas en

articulos del sitio web de orientacidn

» Breve resumen de las ohligaciones asociadas a las sustancias de la lista de candidatos.

http://echa.europa.eu




Eurapean Dher

3. Bajar conjunto de datos de la sustancia

Candidate List of Substances of Very High Concern for authorisation

I3 Agy

The identification of a substance as Substance of Yery High Goncern and its inclusion in the Gandidate List is the first step of the zuthorisation proce dure.
Companies may have immediate legal bligations following such inclusian which are linked to the listed substance on its own, in preparations and articles.

Further documentation ar more detailed infarmation on the identification process of substances of very high concern can be found on the web pages of ECHA's Mernber State
Commitee.

You can download this Candidate List as XML or CS¥ file from the below links.

To download the Candidate List, you must first accept the terms and conditions provided in the linked lsgal notice

[ 1 accept the terms and conditions applicable to the download of the Candidate List as st out in the legal notice.

Current number of substances in the Candidate List = 53 |Rliall IS LICe U 10 (VG RO LRI o

Youh: i ke
Vou can son the Candidate List by clicking on the relevanf o oo oSN B open

acid_di-c6-8-branched_alkyl_esters_c7-rich.i5z
2 file
from: http:jecha.europa.eu

Note: The EC number includes both anhydrous and hj
for the anhydrous form only, and therefore the CAS m

EC No.

Substance name Decision  IUCLID S
number Substance

Dataset **

hat should Firefox do with this file?

© Openwith |Winzip tdefaulk) ~
®iSaveFis

] o this actomaticaly for Files ke this from now on,

Cobalt dichloride 231569 d BB (support doc) EDE2011 o (dataser)

reprona ED/E7/2008

(articles 57 & and
&7 c)

1 acid, di-Co-B-branched 276-158-1  71888-89.6 - 20.06.2011 Toxie for B (support doc)  ED/31/2011
alkyl esters, GT-rich repraduction
(article 57c)

ECHA

Bnoy

loth these forms. The CAS number included may be

ECH,

4. 1UCLID 5

C) Modifica el conjunto de datos de la sustancia
» Selecciona tu sustancia (doble clic)

» Selecciona “Section tree” y escoge la plantilla “REACH
Notification of substance in article”

Ly

B

Legal entity de { acrylamide

Create and update company 1
Query results l & Section tree I elect an ite

REACH Notification of substance in article E] -

Mew; Update

s
Substance £ 2 =
SRR % 0 Related Information REACH PRORD
B 1 General Information REACH Registration 1 - 10 tonnes, physicochemical requirements
® 2 Classification and Labelling REACH Registration 1 - 10 tonnes, standard requirements
Template ® 3 Manufacture, use and exposure REACH Registration 10 - 100 tonnes
Create and update template g REACH Registration 100 - 1000 tonnes

Mewy, Update REACH Registration above 1000 tannes
REACH Registration member of a joint submission - general case

Dossier

View dossier data | o ||

Miew;, Compare

Canie|




4. 1UCLID 5 BECHA

» General Information
* 1.1 |dentification
+ 1.2 Composition conjunto de datos de
« 1.3 Identifiers la sustancia es

|+ Lainformacion
|
|
|
I -
« Classification and Labelling : suficiente para
|
|
|
|

contenida en el

. 21 GHS cumplir con

|

I

I

[

[

I

[

. Manufactur nd ; requisitos minimos :
anufacture, use and exposure para secciones 1 y 2. |
|

I

[

|

+ 3.2 Estimated quantities

. 3.3 Sites + Se puede proveer
: ) .| informaciéon mas

* 3.4 Form in the supply chain | detallada

+ 3.5 Identified uses L

http://echa.europa.eu

BECHA

I U C I D 5 Eurgpean Chermicals Agenoy
4- L File  Edit window Help  Plugins

somlHe [REI2]+ | Do @ @
. ifi iTe Edita tu conjunto de datos
1.1 Identificacion  Editaty conjunto de Define tu entidad
legal y tu rol
Substance identification
Chemical name ‘A[mamme "Z‘

Public name | S|

Legal entity flags | ¥ |

Legal ety [ g Example Company 1 f Example chy / Finland ||Z [2

Third party flags | ¥
Third party | bstance assista (FE

Change substance: Acrylamide
Role in the supply chain —— ——
Role flags | 1¥ - |

Role] [ ] Manufacturer [ |Importer | [ ] Cnly r

Legal entity | S Mi entidad legal / Helsinki / Finland /-

Reference substance

\!&'atw\amdt/PrDD-Z-EnammefZ-Pmuemmldt/79-05-1 Warning: Changing the legal entity name will also change the substaryfe ownership )HXL“
and will also rem ites d to this substance .

remove all the sites assigned ta

EC number EC name
1

[201-173-7 | [zeryramice B-B o (e )| e

CAS number CAS name Set legal entity

[79-06-1 | [2-propenamize |

IUPAC name

[Prop-2-enamide

http://echa.europa.eu




4. 1UCLID 5

1.3 ldentificadores

B@EC

HA

Eurgpean Chermicals Agenoy

» Si esté disponible, nimero de registro de la sustancia en
articulos (normalmente no disponible para importadores de

articulos)

Sélo para actualizaciones de la notificacién: nUmero de

notificacién asignado a la sustancia

Razones para actualizacién: cambio en el tonelaje, en las

caracteristicas del articulo producido-importado, tipo de

articulo,...

http://echa.europa.eu

4. IUCLID 5

atian

Query results | i Section tree

—| ldentifierd
REACH Waotification of substance in article |v‘ Select a regulatary programme .
E) ‘V Regulatory p =
@ 0 Related Information Flags | Regul =
= @ 1 General Information Eq
2oL 11 1dentification
: B 1oc ) REACH registration number B
i .2 Composition
H D 1.3 Identifiers 1 2 REACH preregistration number
(-3 A ation and Lat

= DEr—
L[l 2.1 GHS
i..[7] 2.2D5D - DFD

=1 Q,BManut- Sm—

i [ Add...

B@EC

HA

Eurapean Dhermicals Agenoy

REACH PPORD notification number
REACH inguiry number
REACH authorisation number

REACH Annex xIV entry number

LY 32
3.3 Add aregulatory programme identifier
[

L es

CLP notification number
notification number (NCD)

4

oK | Cancel |

L=

LY i i
€\ < L ]

Regulatory programme

REACH registration number

D | 01-5000000000-0-0000 |

~ 4]

s

Remarks

o

LY ~ J

S~
LI”W‘ suhation | o

http://echa.europa.eu




RECHA
4. IUCLID 5 ropean Ghermicals Agency

[ Quiery resuits | @ section tree

Identifiers
REACH Notfication of substance In amiele M
i | Regulatory programme identifierf, ..\, reguiatary programme
@ 0 Related Information | Flags [ reguiatory programme [ |
= 1 General Information REACH registration number 01|

[ 1.1 Identification

[ 1.2 Campasitian
B 1 2 REACH preregistration number -
2@ Z Classification and (3 REACH PPORD notification number
L) z1cHs - | [ 5 grEacH inquiry number
. —~[zzpsp-DPD REACH authorisation number
=@ 3 Manufacture, use and exposure REACH Annesx XV entry number

-8 3.2 Estimated quantities

£ 3.3 50 Add a regulatory progra identifier CLP natification number

- ites el

..... [J] 3.4 Form in the supply chain notification number (NCD)
P 3.5 ldentified uses mher\

[ ®

Regulatory programme |other:

|

0 [53-3000000000¢-300-3000 |

Remarks w _— |

5

[ ek [ cancel | |Tanmsy

4. IUCLID 5 ECHA

s Agenoy

» 3.2 Cantidades estimadas - Calculo de tonelaje depende

de cuando se ha empezado la importacién o produccion
de la sustancia:

* Media de los 2 6 3 Ultimos afos
« Ultimo afo del calendario

2011

P

Total tonnage

ol
mporet | tommespyenr

Details on tonnages
Tonnage for oun use tonnes/year

| 100 - 1000 100
Tannage imported in article tonnes fyear,

Tonnage used as intermediate under :l
strictly controlled conditions @ransported) TR 1000 +

Tonnage used as intermediate under I:l tonnesfyear

strictly controlled conditions (on-site)
| Tonnage used in the S ——

production of articles

research purposes

Remarks \
- Para 22 toneladas, 22 6
10 son validos

1000




4.1UCLID 5 AECHA

Eurapean Shemicals Agency
Hency

» 3.3 Emplazamientos

» Solo los productores de articulos que produzcan sus articulos en
EEA indicaran los emplazamientos de su produccién.

Sites ™ Select a site reference g‘
| ] Iielac(asite from _— |
| Mi entidad legal / Helsinki / Finland =
| . = ¥ 2@
Site assistant E\ 2 N X
kite assistant 3] f EE
ate a news site - —
%
rto de produccion | /

:gal entity cuner | # Mi entidad legal / Helsinki / Finla v | 3

7 — | [ cancel | 2

L W g
B [ <gack | [ Einish || [gancer | —
legal entity - | ok [ cancet [ mew |

http://echa.europa.eu

4.1UCLID 5 AECHA

Eurapean Shemicals Agency
Hency

» 3.4 Forma en la cadena de suministro
+ Descripcion del articulo y como es tratado.

» Mas de un articulo contiene la sustancia en lista candidata:
descripcién para cada tipo de articulo.

 Estructura:
« COmo se usara el articulo (= seccion 3.5)
» Concentracion de la sustancia en %(w/w)
* Descripcion de las diferentes partes del articulo
 Tonelaje de cada articulo

http://echa.europa.eu
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Substance in article .
9] substance in anticle Anade otro articulo
¥ A
\dentified use number: 1identified use name: “Use of plastic chairArticle category : AC 13 Plastic articles: FurnitureThe article is a chair. The seat, backrest and a.. % 2| X

Deseriptien of article [identified use number. 1 =
Identified use name: “Use of plastic chair® g
L

arti K rest and armrests are made of a plastic material containing 3% of the SVHC substance, resulting to a concentration
of approximately 1% wyw in the whole article. The legs are made of metal. The chair will be used mainly indoors by consumers, but may also be used in
worknlaces It is mainhe for indnor use_but thers mav he some outdonar use When sitting on the chair the nlastic narts of the chair will come into conta

Amount
Tonnage [0

Remarks

http://echa.europa.eu

4.1UCLID 5 AECHA

Eurgpean Chermicals Agenoy

* 3.5 Usos identificados
» Secciones:

» Usos por trabajadores en emplazamientos
industriales

» Usos por trabajadores profesionales

» Usos por consumidores
+ Estructura:

» Numero del uso identificado

* Nombre del uso identificado

 Categoria de emision medioambiental (ERC)
» Categoria del articulo (AC)

http://echa.europa.eu




4.1UCLID 5 AECHA
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1% Use by workers in industrial setting

Add another use by worker in industrial setting

L||l| .
| u

Artic

U number [1

Identified use name ‘Use of plastic chair

Process category ‘v

Environmental release category | ERC 10a Wide dispersive outdoor use of long-life articles and materials with low release @

ERC 11a Wide dispersive indoor use of long-life articles and materials with low release

Substance supplied to that use in form aof ‘v

Market sector by type of chemical product ‘v

Sector of end use ‘v

Subsequent service life relevant for that use? \yes '|

Iz category related to subsequent service life [+ AC 13: Plastic articles 8|

Exposure scenario reference in the CSR. | |

| oK J [ cancer |

http://echa.europa.eu

4. IUCLID 5 BECHA

urapean Chemicals Agsnoy

D) Crea tu expediente

B

oton derecho sobre tu conjunto de datos de la

sustancia: create dossier

Paso 1: Selecciona “REACH notification of substance in article”

Paso 2: Confidencialidad y uso restringido a reglamentos
seleccionados

Paso 3, 4 y 5: Secciones, endpoint fields y documentos a incluir
Paso 6: Nombre de tu notificacion (para uso propio)
Paso 7: Valida la creacion de tu expediente

http://echa.europa.eu
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Select a dossier template which meets your specific requirem ents

Dossier creation wizard X

regulatory programme, type of dossier, tonnage band, member of ajoint susmission, etc N

o Substance

Dossier tem plates available for a substance

Complete
Biocides - Active ingredients
Biocides - Biocidal products
Biocides - Substances of concern
CLF alternative name request

CL notification

CLP Regulation - CLH dossier
Enclpoints Infarmation

OECD harmonised tem plates

OECD SIDS

REACH Annex XV - Restriction
REACH Annex X - SYHC

REACH Application for authorisation
REACH Dovnstream user report
REACH Inuiry

REACH FFORD

REACH Registration 1 - 10 tannes, standard requirements
REACH Registration 10 - 100 tonnes

REACH Registration 100 - 1000 tonnes

REACH Registration above 1000 tonnes

REACH Registration 1 - 10 tannes, physicochemical requirements

REACH Registration member of a joint submission - general case
REACH Registration member of 3 joint submission - intermediates

REACH Registration on-site isolated interm ediates above 1 tonne

REACH Registrati B isalated i 1- 1000 tonnes
REACH Real P isolated above 1000 tonnes
REACH Substance Evaluation

Note: The dossier template is used to determine which substance endpains will be selected by default. The selection can
be modified manually in a subsequent step of the dossier creation

=]

Select a dossier template

= i Cancel

http://echa.europa.eu

4. IUCLID 5

E) Exporta tu expediente

» Selecciona ‘Dossier View’

* Botdén derecho sobre

Doss ier
Wiew dossier data
g Wiew, Compare

tu expediente

» Guarda tu expediente en tu ordenador

NO OLVIDES COMPROBAR TU
NOTIFICACION CON EL TCC
TOOL ANTES DE IMPORTAR TU

DOSSIER EN REACH-IT

[ Query results

ECHA

Eurapean Dherr

Plea

Query

2011-10-14 / fasdfasfdasd

4 CLP_MNOTIF / Substance: C|
2011-10-14 f MumB2_CL|

4 CLP_NOTIF / Substance: |
2011-10-14 / Mum6S(2)

4 R_100-1000 / Substance

4 CLP_NOTIF j Substance: fasdfasfdasd / Test

4 CLP_NOTIF / Substance: fasfasf / 2,3-hydro
2011-10-14 / fasfasf

i# RunTCC

i pelete Delete

als Agenoy

11



. @ECHA
5. Importa tu expediente a REACH-IT™"

 Entra en REACH-IT

» Selecciona Registration/Notification >> Submit
registration/notification

‘Welcome ruben gonzalez vida

You have 485 unread message(s] in your message hox.

» Selecciona
‘Substance in Article
notification’ como
Submission type

You last connected on 2011-10-11 14:57:13.0

“Submission type:

Registration

Registration of an-site isolated intarmediate

gistration of transported isolated intermediate
1 article notification

Product and Process Orientated Research and Development (PPORD) naotification

Classification and Labelling (C&L) notification

Downstream user report

Incuiry notification

@ECHA
5. Importa tu expediente a REACH-IT""

* Importa tu expediente

Substance in article notification

Please pick here using the "Browse" hutton the file which containg your dossier (your file should have heen created using IVCLID 5
and have the extensian "isz")

File name: | _ Browse..
ot cortain special characters.

Enter the text shown:

elow? Try another

Dbkyc

For the supmission of 2 file larger than 20 MEB, please request a large file access code before submission

Access code for large files

If wou hawe an access code for a large dossier, please, enter it here
Larg 2

Submit dossier

http://echa.europa.eu
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. @ECHA
5. Importa tu expediente a REACH-IT™"

» Comprueba el estado de tu notificacion

¥Hide Yes Reference number assigned (HU134068-20)

Reference number has been assighed to your submission.
Submission number: HU134068-20

Submission date: 02/09/2011 11:15

Diossier type: Registration (5.1.4.)

Submission Report Accounting Annotations

Submission Report - HU134068-20

Submission report

Dossier type Substance in article notification
Submission nurmber: HU134068-20

Reference date: 09/03/2011

Reference number: 03-2114088551-46-0000
Subrmission date: 09/02/2011

Current state: Complete

http://echa.europa.eu
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Eurgpean Chermicals Agenoy

Mas informacion

» Data Submission Manual 20 — How to prepare and
submit a Substance in Articles notification using IUCLID5
(http://echa.europa.eu/reachit/dsm en.asp)

» Webinar on Substance in Articles notification — 19 May
2011 (http://echa.europa.eu/news/webinars_en.asp)

http://echa.europa.eu
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= HENCY

jGracias por su atencion!

F

http://echa.europa.eu
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