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SE PER MISCELE: scelta delle opzioni

Fino ad ora le sole possibilita di sviluppo di SE per miscele erano quelle descritte nella
linea guida «Orientamenti per gli utilizzatori a valle, Versione 2.1 Ottobre 2014 «

https://echa.europa.eu/documents/10162/13634/du it.pdf
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SE PER MISCELE: Ruolo della CSR- Roadmap

Nel corso degli anni i gruppi di lavoro dentro la CSR Roadmap
hanno realizzato due tool, ognuno per ogni approccio, e che

Y costituiscono uno
Template strumento operativo
—— concreto per realizzare
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SE PER MISCELE: Flusso decisionale

flusso decisionale per la selezione dei procedimenti per SE per

miscele
Mls'c‘ela No SDS
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ELEMENTI CHIAVE DELLA METODOLOGIA

IDENTIFICARE | CONCENTRAZIONE %, CLASSIFICAZIONE DELL’'HAZARD CON | RELATIVI VALORI (DNEL,
COMPONENTI PNECs, NO(A)L, NO(A)C, ETC. E/O | DATI SURROGATI E CRITERI DI CUT/OFF
DELLA MISCELAE
| DATI AD ESSA SCENARI DI ESPOSIZIONE DELLE COMPONENTI DELLA MISCELA PER OGNI USO
ASSOCIATI PERTINENTE
RACCOGLIERE DATI SULLA MISCELA STESSA, O DI UNA EQUIVALENTE (SE
DISPONIBILE)

IDENTIFICARE | SOSTANZE PRIORITARIE(CARCINOGENE 1A,1B, 2; MUTAGENE 1A,1B, 2; PBT/vPvB > 0,1%)

COMPONENTI
RILEVANTI PER COMPONENTI CHE CONTRIBUISCONO AD EFFETTI LOCALI (OCCHI, PELLE,

IRRITAZIONE/CORROSITIVITA' DEL TRATTO RESPIRATORIO, SENSIBILIZZAZIONE

:_LCI\I/IDETODO PELLE/RESPIRAZIONE) E ALLAMBIENTE (DEPLEZIONE DELLO STRATO DI OZONO

COMPONENTI PER | QUALI POSSONO ESSERE APPLICATO IL PRINCIPIO DI ADDITIVITA”
O HANNO SIMILI STRUTTURE, EFFETTI TOSSICOLOGICI ATTRAVERSO SIMILI MODI DI
AZIONI

LEAD COMPONENTS (IDENTIFICAZIONE ATTRAVERSO IL CONFRONTO DEGLI
INDICATORI PER LEAD COMPONENTS BASATI SU DNEL/PNEC (O INFORMAZIONI
SURROGATE) E VALORI DI CONCENTRAZIONE, PER TUTTI | PERCORSI RILEVANTI
DI ESPOSIZIONE

IDENTIFICARE MISURE DI GESTIONE DI RISCHIO E CONDIZIONI OPERATIVE E GENERARE
INFORMAZIONI DI USO SICURO DELLA MISCELA
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LCID METODOLOGIA -=SCHEMA SINTETICO-

Miscela XY con SDS SDS SDS — —>| SDS
n componenti: sost. A sost. B sost. C sost. n
SEA SEg SE, SE,,
n componenti SDS SDS SDS
(classificazione) sost. A sost. B sost. C

a SE, SEj SE.

Vapor Conc. %;

valutazione Sost. Sost. Sost. <:> pressure;
a Prioritarie, Effetti locali Hazard. Raggru opa mento-
4

Calcolo indicatore
Calcolo del LCI

i Derm. Inal. oral
LC LC LC

Scelta di RMM, OC
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SE PER MISCELE: Approccio Top-Down: SALUTE UMANA

1
[ Compile REACH-relevant product data J

2
Is mixture classified as hazardous?

Yes

H1
Is mixture classified as hazardous
to Human Health?

H2
Is interaction between the
chemicals suspected?

Is there human health toxicity
information available on the mixture
as a whole?

Are any of the components identified
as a Priority Substance and is its concentration in the
mixture present at above CLP
cut-off-limits?

No
L ]

H&
Identify relevant components which contribute to the hazard of the mixture

H7
e there reference values available for each of

3
Document. END process

4
Dacument.
Go fo ENV hazard
workflow, E1

H4a
Consider creating OCs and RMMs based on mixture

as awhole

.

H5a
Identify OCs and RMMs for Priority Substances

Is the mixture only classified
for local effects (e.0., eye/skin/resp
iritation, corrosivity, skin/inhalation
sensitization)*2

evant components which drive a hazard classificatio
for the mixture?

H8
Is there potential for exposure to
vapours, either at room temperature or
generated at processing
temperatures?

*: If a companent enly contributes to local ffects there is no need fo
consider conducting LCI calculations

**- If no DNEL is available for the LG, use its unmodified concentration

Yes

Hga
Compile vapour pressures (VPs) for relevant
components driving inhalation hazard. Calculate their
LClinnaiason:  LClinnaiation = €1 X Crug
N

EL

I

H15
Compile OCs and RMMs for each exposure route based
on the Lead Component(s) (LCs) per relevant
Contributing Activity

¥

O

v

L

A
—e)

.

v

HY
Calculate LCls for all exposure routes:
Cly = Conc in mixiure

DNEL
Refer 10 LCl g0, from Step HBa, if applicable
v

H16
Consider local effects for each exposure route

¥

H10
For substances having DNELs with a common route of
exposure for which additivity principles can be applied,
aroup LCIs:  LClypyp = Z LC
¥

H17
If needed, compile OCs and RMMs based on local
effects (e.g., eyes, skin, respiratory tract)

v

H11
For each relevant exposure route, select the component
with the highest LCI as Lead Component (LC),
adjust concentration accordingly (Cyegrea)™

H18
Identify OCs and RMMs to derive safe use information
for mixture per Exposure Scenario and Contributing
Activity

"
_S CoxDNEL.
Cungies Z‘ DNEL,
H12
Are DNELs available for all relevant
‘componenis?

No
M3 ;
Safe use information must be derived on a case-by-case Provide safe use information elfher embedded wihin
basis
[
Legend

ATE: Acute Toxicity Estimate

Ci: Concentration of the component i in the mixture

Crug: Factor representing the potential effect of the vapour pressure (VP)
C..eightes: Adjusted concentration of the LC

DNEL: Derived No-effect Level

LC: Lead Component

LCI: Lead Component Indicator

LCCI: Lead Component Candidate Indicator

LClmax: Maximum LCI from the components of the LClgoup

LClgroup: Sum of the LCls of the grouped components

LCsq: Lethal concentration resulting in 50% mortality of the experimental animals
LDsq: Lethal dose resulting in 50% mortality of the experimental animals
NOAEL: No-observed adverse effect level

NOAC: No-observed adverse effect concentration

OC: Operational Condition

PS: Priority Substance

RMM: Risk Management Measure

SDS: Safety Data Sheet




SE PER MISCELE: Approccio Top-Down: Ambiente

LCID ENV cont'd E8
Calculate LCI for each relevant component as follows

Classification Calculation of LCI Legend ) . .
Aquatic Acute 1 Conc in mixture X My X 33 C;i: Concentration of the component i in the mixture
Aquatic Chronic 1 Cone in mixture X Meprnic X 100 . . .

E7 Aquatic Chronic 2 Conc in mixture x 10 Cweighled- AdJUStEd concentration of the LC

Is there at least one PNEC for each relevant Aquatic Chronic 3 Cone in mixture .
component available? Aquatic Chronic 4 Cong in mixture LC: Lead Component .
LCIl: Lead Component Indicator

Note: For components classified as both acute AND . .

Y:S chronic hazards: LClyg, = LCloye + LClone LClnax: Maximum LCI fror_n the comppr_\enls _

=) Macute: M-Factor for aquatic acute toxicity endpoint

Calculate LCI for each relevant component based on PNECs:

Mehronic: M-Factor for aquatic chronic toxicity endpoint
Determine the lowest PNEC for each relevant component irrespective of the compartment taking

into account ALL the available PNECs of the relevant components. The units of measure for all M F: MOdlfylng Factor
the PNECs must be the same. Use the following equations to convert units of mg/kg of dry weight Msate: Maximum da”y 10nnage of a Component
(magrkg dw ) for soil and sediment compartments into mg/L. A . .
PNEC, o3 ma/kg dw x 1.5 = PNEC oy ma/L and PNEC.egiment M3/Kg dw X 0.25 = PNEC.asimenMa/L OC: Ope ratlc_)nal Condition .
Then calculate LCI by applying these calculations PNEC: Predicted No-Effect Concentration
L= Coneinmixture PS: Priority Substance
(lowest PNEC) x 3 . .
Conc in mixture for readily biodegradable component RMM: Risk Managemeni Measure

LCcl= ——— -

—— SDS: Safety Data Sheef

for not readily biodegradable component
v
E10

Compile LCls for all relevant components.
The component with the highest LClI is considered the Lead
Component (LC)

E11
Is there more than one relevant
component classified as an environmental
hazard?

E12

Magre OF COMponent

M4 for product =
ate 10T P Conc in mixture

Q

YSS E15
Compile OCs and RMMs for Lead Components and/or Priority
E13 Substances and/er ozone layer hazard components
Derivation of M, is done by applying a modifying factor (MF) based
on a new .caiculated” conCentration Cegmes ¥

Are OCs/RMMs for Priority
Substances/Lead Components sufficient
&nough to cover other constituents and/or
sxposure pathways?

Z LClI of all contributing components
LClnay

MF =

Curegrees = Cic XMF

E18
- Yes Safe use information must be derived on a
where C, - = Conc of component with_the highest LCI in the mixture v case-by-case basis

E17
Are substances with specific properties
which are not reflected by classification of
the substances adequately
coversd?

E14
Derivation of M,,, for product is based on weighted concentration:

M, ;, Of highest LCI
Cuvegrres

M, for product =

Yeas
¥

E19
Provide safe use information and modified M, for product, if
relevant, either embedded within SDS or as an annex to SDS




SE PER MISCELE: LIMITI DELL’APPROCCIO LCID

1. ULTERIORI VALUTAZIONI SULLE MISCELE: La metodologia non copre
la totalita dei casi e potrebbero esserci passaggi in cui ricorrere a un
giudizio esperto in vari ambiti (chimico, tossicologico, igiene
industriale, gestione dei processi industriali e sicurezza del lavoro

2. INTERAZIONE TRA SOSTANZE: In caso di interazione non additiva
(antagonista/sinergica) si dovra valutare caso per caso. Tali situazioni
sono pero poco frequenti: “Directorate-General for Health &
Consumers, 2012)”

3. SCALING: Nonostante alcune indicazioni sulle modalita da rispettare
per applicare lo Scaling (determinanti quantitativi, settaggio dei
limiti, etc.) non esiste un metodo unico e chiaro per applicare lo
scaling. Il DU puo effettuare lo scaling solo se il fornitore ha fornito
formule/algoritmi nello SE. Il DU non puo realizzare autonome
valutazione sullo scaling
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