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Cosa e’ una sostanza?

Articolo 3(1) di REACH

Sostanza: significa elemento chimico e i suoi composti
allo stato naturale o ottenuti da un processo di sintesi,

Incluso ogni additivo necessario a mantenerne la stabilita’ e
ogni impurezza che derivi dal processo utilizzato,

ma escluso ogni solvente che possa essere separato senza
compromettere |la stabilita’ della sostanza o cambiarne la
composizione
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Perche’ gli identificatori CAS/EC?

e JUPAC name

e methyl (3B,19q,20a)-16,17-didehydro-10,11-dimethoxy-19-
methyloxayohimban-16-carboxylate

e EC # 205-005-3
e CAS # 131-02-2

e Piu’ sempilici
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EC numbers - List humbers

EC Number Source

2XX-XXX-X EINECS (European INventory of Existing Commercial chemical Substances) List
3XX-XXX-X

4XX-XXX-X ELINCS (European LIst of Notified Chemical Substances) List

5XX-XXX-X NLP (No-Longer Polymers) List

List Number Source

BXX-XXX-X Automatically assigned, e.g. to pre-registrations of substances with a CAS No.
7 XX=XXX-X Assigned to substances after inquiries by the ECHA Substance ID Team
OXX-XXX-X Automatically assigned, e.g. to pre-registrations without a CAS No. or other

numerical identifier

e Numeri EC:

e Pubblicati su Official Journal of the European Union

e Numeri List
e Non hanno

valenza legislativa al momento;

e Sono identificatori tecnici generati da REACH-IT

ECHA.EUROPA.EU
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IDENTITA' SOSTANZA (Annex VI (2)of REACH)
REQUISITI

2.1.1 IUPAC name or other international chemical name

2.1.2 Other names (e.g. trade name)

2.1.3 EINECS or ELINCS number (if available)

2.1.4 CAS name and CAS number (if available)

2.1.5 Other identity code (if available)

2.2.1 Molecular and structural formula (including SMILES, if available)

2.2.2 Information on optical activity and typical ratio of (stereo) isomers (if applicable and
appropriate)

2.2.3 Molecular weight or molecular weight range

2.3.1 Degree of purity (%)

2.3.2 Nature of impurities, including isomers and by-products

2.3.3 Percentage of (significant) main impurities

2.3.4 Nature and order of magnitude (e.g. ppm) of any additives (e.g. stabilising agents or
inhibitors)

2.3.5 Spectral data (ultra-violet, infra-red, nuclear magnetic resonance or mass spectrum)

2.3.6 High-pressure liquid chromatogram, gas chromatogram

2.3.7 Description of analytical methods or the appropriate bibliographical references for the

identification of the substance and, where appropriate, for the identification of impurities
and additives. This information shall be sufficient to allow the methods to be reproduced.
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Identita’ sostanze in pratica

e Una sostanza e’ in generale identificata dal suo nome, dalla
sua composizione e dai suoi identificatori numerici

e Sostanze ben-definite
e Struttura del costituente(i) e’ nota
e Nome IUPAC e altri identificatori

e Sostanze UVCB

e Non puo’ essere sufficientemente identificata dalla sua
composizione chimica solamente

e In generale e’ denominate sulla base delle materie prime e della
tipologia di processo chimico

ECHA.EUROPA.EU 10/27/2018
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References

e Legal reference
Annex VI item 2 of REACH

e Guidance for identification and naming of
substances under REACH and CLP

e Data Submission Manual 18:

How to report the substance identity in IUCLID 5 for registration
under REACH
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“Substance Centric Dissemination”

231 057 “sostanze” regolate

96 466 w/assigned structure 95 254 no assigned structure

Complex multi-
g /K constituent substance,
CHﬁ’/\O o or UVCB:

Structure Confidential

cH | H | Unknown or
1 j{s;\l (S Variable composition,
Ry = 18 = Complex reaction products or
g i Biological materials
=
o
L ] L = L |

echa.europa.eu 18



"ECHA

EUROPEAN CHEMICALS AGENCY

Substance centric — Approccio scelto

Registration

Identity Data MASTER Data

EC # Calculated values:

CAS # Master Name
Authorlsatlon Index # Master EC

EC Name Master CAS

IUPAC name(s) Master SMILES
Public Name(s) Master InChl
Synonym(s) NB: Only non-confidential
Trade Name(s) data

Active
Substances

Authorised Common Name(s)
SMILES
Products e
ALL data provided / available
C&L relating to the substance
o Harmonised
-
U - -
C&L Notified
3 Import / export
o notification

HOOH
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Dove trovare le infomazioni

An agency of the European Union

ECHA e coin

EUROPEAN CHEMICALS AGENCY

PUBLIC CONSULTATIONS INFORMATION ON CHEMICALS

Search for Chemicals

Search by Name, EC or CAS NO.

v 1have read and I accept the legal notice

ADVANCED SEARCH

News

ECHA proposes seven substances for
authorisation

05/02/2018

Seven substances of very high concern (SVHCs) are recommended to be
added to the REACH Authorisation List.

echa.europa.eu

English (en)

SUPPORT

Are you new to

REACH?

Are you a

consumer?

Z8-31 January 2018

<

REACH-IT

CZ

4

IUCLID &

o
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Livelli di Informazione (tiered approach)

‘‘‘‘‘‘

Search for Chemicals Advanced saarch

—

m I have read and I accept the l=gal notice

SOPBS

Infocard

: \ ECHA’'s homepage:
) s http://echa.europa.eu

1 Summaries

Brief Profile

........

Source Data

Pre-registration Registration CoRAP List Authorisation Restriction List Harmonised Approved PIC Annex I
List Dossiers List C&Ls Active
Substances

echa.europa.eu
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TIERED APPROACH TO INFORMATION

SEARCH RESULTS 1TIER STIER —
INFOCARD
BRIEFPROFILE <4y RCEDATA

PRE-REGISTRATIONS

ECHA Website
Search for Chemicals

REGISTRATION

: = m B B DOSSIER
Information on Chemicals - i i
Simple/Advanced Searches Fo
A e . - CANDIDATE
= | LIST
= R e -t il
J“‘J-ﬁm—o-m;_._f"d‘-d-ﬁ—.é CoRAP
—— i — e o e e~ LlST
===
o L. = = RESTRICTION
S v : T LIST

AUTHORISATION
L

FINAL DECISIONS
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Processo CCH : problemi di "incompliance”

e Deviazione dalla regola dell’ 80 %
e Sostanze con additivi che non sono stabilizzanti

e Dati analitici che contraddicono le informazioni sull’identita’
della sostanza

e Dati analitici a supporto dell’ identita’ della sostanza non
sufficienti/illegibili/parziali

e Contro ione not identificato/quantificato
e Informazione sulla stechiometria non riportata
e Informazione sulla stereocisomeria non riportata

ECHA.EUROPA.EU 10/27/2018 36
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Conclusioni

e L’identita’ della sostanza e’ il primo passo per |la gestione dei
rischi, nei processi come nella valutazione del rischio per
uomo e ambiente.

e (E)Valutazione: assicura che l'identita’ dia Chiara e che I
dati di pericolosita’ siano connessi alla sostanza

effettivamente sintetizzata.

e ECHA controlla le informazioni sull’identita’ della sostanza

riportate in IUCLID 5 (consistent, correct and compliant)

e One reqgistration, one substance
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