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1. Introduction
Who are we?

Chemical management support Industrial Toxicology & Hygiene
(>22 years) support (>22 years)
S Www.jongeriusconsult.com i R www.caesar-consult.nl
4 \| )
Jongerius Consult supports companies / Caesar Consult supports companies / industry
industry sectors with strategic & practical sectors / others to reduce or prevent health
implementation of REACH & CLP aligned to risks from exposure to hazardous substances
the business needs at work or at home
\_ VAR J
4 )

Jongerius Consult & Caesar Consult jointly developed a REACH Compliance Training program and
various practical tools and solutions. Amongst others, we work on a practical solution to process ES

for Mixtures since mid 2011, being further matured by interaction with Industry )

(" We are honoured & thankful sharing / discussing our concepts and ideas on the ENES meeting. We B
hope it has added value to come to a workable solution for Industry processing ES in Mixtures.

\ We are looking forwards to your input and suggestions y
(,, / Jonge ri usconSUIt ENESS — Breakout session G (21-11-2013) 7 *’j’ ~7 1 “
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1. Introduction
The challenges to be addressed (1)

Ext-SDS (substance Substance Registrant
ES’s Annex)

DU1 CSA

DU1 ext-
SDS

ES1

Use / Exposure / RMM issues

< DUCSA:OnsiteUCC > End User

A S
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1. Introduction
The challenges to be addressed (2)

Substance 1 Registrant | Substance 2 Registrant

s

Formulator (Mixtures)

End Userl End User2

A S
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1.

Introduction

Exposure Scenario processing for mixtures

-

Generic Mixture Exposure Scenario (GMES)

approach

1. Ready to use, standardized “Mixture ES format” as base
* Aligned to the sector specific use Information (DUCC Templates)
2. Stepwise process to complete the Mixture ES(s) for a specific mixture
* Reliable determination of the mixture OC & RMM for the product uses, taking
into consideration the Mixture Label & relevant Risk Determining Substances in
the Mixture identified via the Critical Component Approach (CCA)
X * Can be organized “top-down” or “bottom-up” (sector specific GMES) )
3 JongeriusConsult cacsar consult
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Outline Generic Mixture

Exposure

cenario approach (GMES

L
Read “Mi ES F ”
eady to use Ixture ormat
MIXTURE EXPOSURE SCENARIO FORMAT (WORKER)
IName of mixture <Product specific mixture name>
|Section 1 - Title of (ES) Sector code (ES)
Title <DUCC Template: "Short ES Title"> <DUCC Template: "Code (DU)">
P ed S) Sector code - CS Use descriptor code

<DuCC Templats

:"Short description of process or activity 1°>.

<DUCC Template: "Number 1°>

<DUCC Template: "PROC at No 1'>

<DuCC Templat

"Short description of process or activity 2°>

<DUCC Template: "Number 2°>

<DUCC Template: "PROC at No 2>

<DuCC Templat

"Short description of process or activity 3"> -> Etc.

<DUCC Template: "Number 3°>

<DUCC Template: "PROC at No 3'>

[sector of use

|<DUCC Template: "Full description of the SU">

- <DUCC Template: "SU">

[Environmental release category <DuCC Templat:

ull description of the ERC / SPERC">.

<DUCC Templat

RC™>

PERC"> <DUCC Templat

[Section 2 - Conditions of use affecting exposure

(Characteristics of mixture - general

Qualitative endpoints relevant for chemical safety assessment

Irritation / corrosion Sensitization

‘Acute toxicty

Carcinogenicity / mutagenicity

[Physical state of mixture (at 20°C and 101.3 kPa)

Tiquid

Mixture and composition
information

[Classification of undiluted mixture: R-Phrases <R-Phrases of Mixture> No No No No
(Classification of undiluted mixture: H-Phrases <H-Phrases of Mixture>
2.1 Control of workers exposure
[Operational conditions
[Temperature of process [Ambient (unless stated diferently)
[Frequency/duration of use [8-hours/day - 5 workdays/week (unless stated differently)
lindoor or outdoor indoor (unless stated diferently)
% of mixture in handled

ntributing Scenario (task / activ Risk Management Measures (RMM|
(contributing Scenario (task / activity) e isk Management Measures (RMIM)
|<DUCC Template: "Short description of process or activity 1'> <Mixture %> RV specific C5 a5 the RMM p mixture fabel per RDS)>
|<DUCC Tempiate: "Short description of process or activity 2'> <Mixture %> M for the specific ¢ the RMMs processed for each relevant via mixture label per ROS)>
[<DUCC Template: Short description of process or activity 3'> -> Etc. <Mixture %> RV for the specific ¢ the RMMs processed for each relevant via mixture label per RDS)>

2.2 Control

[Environmental release category

[typical (sp)ERC value

Environmental control measures.

Use information
(from DUCC template, if
available)

Mixture OC(s) & RMM
(determined by GMES
approach; several options)

[<DUCC Tempate: "Full description of the ERC / SPERC'> <oPIERC: "Fraction used at malm source™> Torthe (pelERC o5
fraction used at main source
e ision daysperyear <(SPIERC: "Emission days per year'>
Municipal STP I
relense fractionto o <(SPIERC: “Release fraction to air>
rclense fraction  waste water <(SPIERC: "Release fraction to waste water'>
clease fraction (o soi <(SPIERC: "Release fraction o soil>
River flow rate for dilution [flow rate for |m‘/aav
type of onste <(SPIERC: "Type of on site Risk Managerment measures's
ficiency of ansite <(SPIERC: "Efficiency of on site Risk Management Measures™>
Section3 - itssource
Det b (RDS) via Critcal cn)
Physical / selection /
Timitval
[ Rk Dteminin Subtnce Scmber | winmieure ———
local <RDS name from CCA Calculation> <See cCA> <SeecCA> <RDS-value> opm Vapour pressure (hPa) <RDS-value> Fugacity category: ? (no vap. pressure)
shortterm
. systemic <RDS name from CCA Calculation> <see CcA> <see CCA> <RDSvalue> oo Vapaurpressure (hPa) <RDSvalue> Fugacity category: ? (no vap. pressure)
Inhalation
i ocal <RDS name from CCA Calculation> <Seeccn> <SeeCcA> RS value> oo Vapaurpressure (hPa) <RDS value> Fugacity category: ? (no vap. pressure)
fong term
Systemic <RDS name from CCA Calculation> <see COmo <see CCA> <R0S value> oo Vapour pressure (hPa) <R0S value> Fugacity category: ? (no vap. pressure)
o ocal <RDS name from CCA Calculation> <seeCo> <See CCA> <RDSvalue> gt
et systemic <RDS name from CCA Calculation> <see CO> <See CCA> <RDSvalue> g/ig b ——
Tocal <RDS name from CCA Calculation> <SeeCOA> <see CCA> <RDSvalue> gl
longterm
systemic <RDS name from CCA Calculation> <See CoA> <see CCA> <RDSvalue> rggbw
o <RDS name from CCA Calculation> <see ccA> <see cA> <RDS value> o Vapour pressure (hPa) | <RDSvalue>
Environment aquatic resh water me/t
T T T e Seradabity \ T
3.1 Worker - Chemi on mixture and the risk determing substance(s)
(general statement referring to the Chemical Safety Assessment method used shen RMMs/O( q (Risk Ratios (RCR: below 1))
3.2 Environment ir in mixture
referring to the. Assessment method that l d (RCRs are below 1]
|Section 4 - Guidance to Downstream User to evaluate
|Further P 4 and/or 1 . de using the exposure estimation tool originally used. Expert advice may be needed.

DISCLAIMER. The Mixture ES Format and the ENES 5 example data processed via the GMES / SMES approach into a concrete Mixture ES to be attached to the mixture SDS, is prepared by Jongerius Consut BV & Caesar Consult. It aims to provide Industry with a complete and workable solution for inclusion of component ES information in the Mixture SDS in line with
the legal obligations under REACH. It i provided as input for the ENES meeting 5 (21822 November 2013) in good faith and has been based on the best of our current knowledge and expertise. Copying of this material is autorised pr

and
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2. Outline Generic Mixture Exposure Scenario approach (GMES)
Stepwise process to complete the Mixture ES format “top-down”

A
Y

Mixture Data

[\ |
U\

Mixture Use Data

[\
U\

Mixture Name, phys.
Chem. & label data

\[
U\

Mixture Composition

J

Substance Name,
phys chem. & label

__________ { INPUT )e _—— Mixture Use Data
| sector specific DUCC Template

Trigger
Processing
Mixture ES?

Mixture ES Format )
(empty template)

———

e e

_______ _->__Method! _-|
Y \'4 P et T -
2.a. Mixture Label 2.b. RDS Calculation tool :
(qualitative endpoints) (quantitative endpoints) I
e vV T T T T T ] = [
[
I
[

( 3. Determination Mixture OC & RMM 9,!’ Several )
‘ )

From processing the relevant qualitative/quantitative endpoints

-~
SN
N

~=~._ options __-

------ -

data & DNEL/PNEC’s e — - = = e
w L Mixture ES(s) OUTPUT Mixture ES(s): Annex mixture SDS
‘ not created / updated (completed / updated Mixture ES)
A S
(Qﬂs JongeriusconSUIt ENES5 — Breakout session G (21-11-2013) cQcsQr ConfUIt

© Jongerius Consult, Caesar Consult 2013-2014

RISICOBEOORDELING VAN CHEMISCHE STOFFEN
CHEMICAL SUBSTANCES RISK ASSESSMENT



Agenda

7

1. Introduction

2. Outline Generic Mixture Exposure Scenario Approach (GMES)

3. Critical Component Approach (CCA)
- Presentation CCA method -> CCA results for ENES Examples M1 & M2
- Guided discussion CCA

Coffee break

4. Development “Mixture ES” for the example “Sanitary cleaner”

_  Presentation GMES method -> Mixture ES for ENES Example “Sanitary Cleaner”
_ Guided discussion GMES

N

N

5. Wrap-up
\ J
2
|2 b, JongeriusConsuIt ENES5 — Breakout session G (21-11-2013) CQG/(?(FOQ/UIt

© Jongerius Consult, Caesar Consult 2013-2014 ey



[3. Critical Component Approach (CCA)

Purpose and other methods

© Jongerius Consult, Caesar Consult 2013-2014

4 N\
4 )
Determination of Risk Determining Substances (RDS) is important to make
the processing of ES for Mixtures practical
\_ J
1. DPD+ method (Cefic)
Identification of Lead substance based on R-phrases
2. CCA method (ECHA)
Assessment of Critical Components based on DNELs or PNECs
3. Hybrid methods (Sectors & Companies)
Note:
DPD - Dangerous Preparations Directive (1999/45/EC)
CCA — Critical Component Approach (ECHA Guidance Part G & for downstream users)
L J
A R
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3. Critical Component Approach (CCA)
The main principles of the DPD+ method

7

> The DPD+ method determines the so-called lead substances.

» Possible Lead substances are identified based on R-phrases for the

. halation
following pathways: In
&P Y = Dermal

= Qral
= Eyes
= Agquatic environment

» For each pathway a Lead Substance Indicator (LSI) is calculated. The
highest LS| value determines the Lead substance per pathway.

-— %
I'Slinhalation = Vp ci / CL
I'Sldermal, oral, eyes, or aquat. = Ci / cL
Vp = Vapour Pressure (hPa, at 25°C) C, = Concentration of substance (i) in mixture (%)

C, = Concentration Limit for R-Phrase (%)

» Cefic Guidance (2009) & Cefic calculation tool available.

\. J

G R
?,,\_ 7 JongeriusConsuIt ENES5 — Breakout session G (21-11-2013) CQG/O(CO”/UIt
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3. Critical Component Approach (CCA)
The main principles of the CCA method (1)

N\

» The CCA method, as proposed by Jongerius Consult & Caesar Consult,
determines the so-called critical components

» Possible critical components are identified based on DNEL-/PNEC-values

for the foIIowing end points: = Inhalation: short / long term & local / systemic
= Dermal: short / long term & local / systemic

= Qral: short / long term - systemic
= Aquatic environment

» For each endpoint a Risk Determining Substance (RDS) score is calculated.
The highest RDS score determines the critical component per endpoint.

RDS-score = Vp * C./ DNEL,

inhalation endpoints

RDS'scoreotherhealthendpoints = CI/ DNEI'I
RDS-score = C,/ PNEC,

environmental endpoints

Vp = Vapour Pressure (hPa, at 20/25°C) C, = Concentration of substance (i) in mixture (%)
DNEL or PNEC, = relevant DNEL or PNEC of substance (i)
\ J
A R
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¢

3. Critical Component Approach (CCA)
The main principles of the CCA method (2)

» The CCA method will not process all substances with a DNEL/PNEC

1. For reasons of proportionality and workability and in line with REACH Art
14(2), the same cut-off values are included as defined in Art 11.2 and section
1.1.2.2. of Annex | of the CLP Regulation.

2. Non-hazardous substances (no label) with a DNEL/PNEC value will not be
processed in the CCA method. Non hazardous substance do not have a
substance ES that can be processed for a mixture.

The CCA method will determine the RDS(s) for a mixture, processing all hazardous
substances with a DNEL/PNEC value and present in the mixture in a concentration
above the most stringent cut-off limit based on the CLP label of the substance

™ ™

An“ \

-

CCA Method - CCA Method -
Cut-off limit values Background
\. J
~ . > avd® 4
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ENESS5: Test Mixture M1 - industrial use in rigid foams
Determination RDS via CCA Calculation Tool

ENES5: Test Mixture M1 - industrial use in rigid foams

— EEAGY Worker DNEL, | Worker DNEL ,
classification | Component Cone in registered VP (Pa) inhal, syst, dermal, syst, PNEC (mg/l) Classification Classification CLP SbS
mixture (%) 20C longterm longterm DSD available
DPD+ substance 3
(mg/m°) (mg/kg/day)
A 60,00 yes <0,01 98 13,9 0,2 not classified not classified SDS
B 16,00 yes 1,00E-06 3,9 7 0,02 not classified Eye.Corr/Irr.2 H319 Ext-SDS
C 10,00 no <0,01 R22 Acut.Tox.4 H302 SDS
water 11,50 no 2,30E+03 not classified not classified no
R10. R22. R23 H226, Acgt.Tox.B H301, Acut.Tox.3
D 1,20 yes 4,00E+02 35 EBW 0,002 ! ! ’ |H311, Skin.Corr.1B H314, Acut.Tox.3 Ext-SDS
R24, R34
H331
not classified Acut.Tox.4 H302, Acut.Tox.3 H311,
E 0,70 yes 3,00E+01 0,529 0,15 0,0549 |R22, R24, R34 Skin.Corr. 1B H314 Ext-SDS
Acut.Tox.5 H303, Acut.Tox.5 H313,
F 0,57 yes 7,50E-02 0,31 0,2 0,084 R34, R52/53 Skin.Corr.1B H314, Skin.Sens.1B H317, no
Aquat.Chron.3 H412
w Rep.Cat3 R62, [H226, Rep.Tox.Cat2 H361,
G 0,03 yes 9,10E+01 14,6 (local) 4,40E-04 R53 Aquat.Chron.4 HA13 no

CCA Tool - ENES5 CCA Calculation tool - Demo @
M1 .
(draft beta version)

| Calculation RDS-Score - ENES 5: Test Mixture M1 - industrial use in rigid foams

Mixture Breakdown Substance details DNEL Worker _
Substance Hazard |Substance in 4. INHALATION - Long term -| 8. DERMAL- long term -  [I. ENVIRONMENT - Aquatic -
Product Substance name Cut-off value | Vapour presure | VP temp . .
Statements product Systemic Systemic Fresh water
(%) % (hPa) (°C) DNEL RDS-Score DNEL RDS-Score PNEC RDS-score
mg/m3 mg/kg bw/d g/l
A 60,00% 1,00E-04 20 98
B H319 16,00% 1,0% 1,00E-08 20 3,9
C H302 10,00% 1,0% 1,00E-04 20
Test water 11,50% 2,30E+01 20
M"’\‘::"’ D :gii :330311’ H3IL 1 1 20% 0,1% 4,00E+00 20 35
E H302, H311, H314 0,70% 0,1% 3,00E-01 20 0,529
H303, H313,
F H314 H317 H412 0,57% 1,0% 7,50E-04 20 0,31
G H226, H361, H413 | 0,03% 1,0% 9,10E-01 20 ] 4,40E-04
)
¢ ) ; CcQCsQr COoNsuU
¢ 7Jon geriu sConsult ENES5 — Breakout session G (21-11-2013)
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ENES5: Test Mixture M2- industrial use functional fluids/solvents h

Determination RDS via CCA Calculation Tool

J
ENESS5: Test Mixture M2 - industrial use functional fluids / solvents
_ Worker DNEL, | Worker DNEL
M|?<t'ure. Conc in RI.EACH inhal, syst, [, dermal, syst,| PNEC | Classification . SDS
classification Component . registered |VP (Pa) 25C Classification CLP .
mixture (%) longterm longterm (mgl/l) DSD available
DPD+ substance 3
(mg/m”) (mg/kg/day)
A 90,00 yes 3,00E+04 2000 2750 0,05 R52/53 H412: Harmful to aquatic life| Ext-SDS
with long lasting effects.
B 10,00 yes 4,00E+03 500 900 150 R11, R36, R67 |H225: Highly flammable Ext-SDS
R18, R52/53 liquid and vapour;
F+ in use H319: Causes serious eye
irritation.
H336: May cause
drowsiness or dizziness.
CCA Calculation tool
(draft beta version)
Calculation RDS-Score - ENES 5: Test Mixture M2 - Industrial use functional fluids / solvents
Mixture Breakdown Substance details RDS - WORKER RDS - ENVIRONMENT
i - 4. INHALATION - L 8. DERMAL- | t - I. ENVIRONMENT -
Product |Substance name | CAS#|ECH Substance Hazard | Substance in Cut-off Vapour presure | VP temp 'ong or.lg erm X
Statements product value term - Systemic Systemic Aquatic - Fresh water
(%) % (hPa) (°c) DNEL RDS-Score DNEL RDS-Score PNEC RDS-score
mg/m3 mg/kg bw/d mg/|
Test A H412 90,0% 1,0% 300 25 2000 0,135 2750 0,0003 0,05 18,0
Mixture
M2 B H225, H319, H336 10,0% 1,0% 40 25 500 0,008 900 0,0001 150 0,0007
A ‘\‘
% K .
C'Y JongerIUSCOnsult ENESS5 — Breakout session G (21-11-2013)
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4 a
Pro’s Con’s
+ Like any RDS method, the CCA method reduces the +/- DNEL / PNEC values are not yet available for all
number of substance ES’s to process for the mixture components of a mixture. If and how this may affect the
safe use of a mixture depends on how the CCA is
+ Similar process steps as DPD+ embedded in the total process.
+ Easy to understand and implement / fully automatable
+ The CCA method builds on DNEL /PNEC values as hazard
identifiers; empowers the use of these important REACH
building blocks
Issues Possible solutions / suggestions
1) Are the proposed filter rules in the CCA method 1) Ideas & feedback from the audience?
(concentration above the CLP cut-off values & being
hazardous) appropriate to identify the RDS(s)?
2) DNEL/PNEC values should be listed in the SDS(08). In 2) Normal procedure to check with the Supplier. Is it a general
reality, DNEL/PNEC values are sometimes lacking /different rule to adopt that the DNEL/PNEC values from the Joint
from the ECHA website. Submission dossier on the ECHA website prevail?
. J
5 : cacsar consult
(_ 7 JongeriusConsult ENESS5 — Breakout session G (21-11-2013) i WV W \JE

3. Critical Component Approach (CCA)

Pro’s, con’s and issues
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3. Critical Component Approach (CCA)
Evaluation of the CCA method by the group

=<

NN

-

1. What are the general pro’s / con’s?

2. What is the applicability domain? Any limitations?

3. Any practical issue in the application (issues to solve)?

4. Required actions to make the CCA method operational?

5. General conclusions / recommendation from the group

\. J

s.d"
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ENES5 Example “Sanitary Cleaner” (AISE)
Stepwise process to complete the Mixture ES format “top-down” (1)

A
Y

Mixture Data

[\ |
U\

Mixture Use Data

[\
U\

Mixture Name, phys.
Chem. & label data

\[
U\

Mixture Composition

J

Substance Name,
phys chem. & label

data & DNEL/PNEC’s

per endpoint-RDS

L

__________ { INPUT )<_ _—— Mixture Use Data
| sector specific DUCC Template

Trigger
Processing
Mixture ES?

Mixture ES Format )
(empty template)

/

( 1. Input: Mixture/Use data in Mixture ES Format )é —(V CCA

_______ -2 __Method! _-|
\ WV D el T -

2.a. Mixture Label 2.b. RDS Calculation tool :
(qualitative endpoints) (quantitative endpoints) I
= —— = ! emm ~_ |
A
|
|

( 3. Determination Mixture OC & RMM 9,.." Several ™
‘ )

From processing the relevant qualitative/quantitative endpoints TN (_)ptlonf—’,/

e e e e e e e e e e = é ______________________

Mixture ES(s) Mixture ES(s): Annex mixture SDS
{ not created / updated) ( OUTPUT )_)( (completed / updated Mixture ES)

i:} JongeriusConsult ENES5 — Breakout session G (21-11-2013) cacsQr COﬂfUlt
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.

ENES5 Example “Sanitary Cleaner” (AISE

Stepwise process to complete the Mixture ES format “top-down”(2) )

MIXTURE EXPOSURE FR)

Mixture Use Data
sector specific DUCC Template(s

Mixture Use Data

IName of mixture

|<Product specific mixture name>

[Section 1 - Title of (Es)

{ Mixture name
N\

Sector code (ES)

[Title |<DUCC Template: "Short ES Title">

N

<DUCC Template: "Code (DU)">

/1

P d E (cs)

sector cogff

|<DuCC Template: "Short description of process or activity 1'>

<oucC Temgll

|<DUCC Template: "Short description of process or activity 2>

e Title & mixture use

|<DUCC Template: "Short description of process or activity 3'> -> Etc.

Sector of use [<DUCC Template: "Full description of the SU">

<puCC Template: Ny, [P

<DUCC Template: "SU">

[Environmental release category [<DUCC Template: "Full description of the ERC / SPERC">

<DUCC Template: "SPERC

<DUCC Template: "ERC">

Section 2 - Conditions of use affecting exposure

Characteristics of mixture - general

N

assessment

1. Input: Mixture/Use
data in Mixture ES
Format

[ Irritation / corrosion [ Sensitization

N
1\,

‘Acute toxicity Carcinogenicity / mutagenicity

[Physical state of mixture (at 20°C and 101.3 kPa)

Tiquid

Classification of undiluted mixture: R-Phrases

. N\
Mixture label >

<R-Phrases of Mixtur

(Classification of undiluted mixture: H-Phrases

Qualitative Endpoints to

<H-Phrases of Mixtur

No No

2.1 Control of

4

2.a. Mixture Label
(qualitative endpoints)

1/
vV

[Operational conditions

|4

[Temperature of process

[Ambient (unless stated differently)

[Frequency/duration of use

8-hours/day - 5 workdays/week (unless stated differently)

indoor or outdoor

indoor (unless stated differently)

(Contributing Scenario (task / activity)

% of mixture in handled

products Risk Management Measures (RMM)

N

[<DUCC Template: Short description of process or activity 1>

|<DUCC Template: "Short description of process or activity 2>

/N

xture uses: contributing scenarios (CS)

MM processed for each relevant health endpoint (qualitative via mixture \zbela( M ixtu re OC /R M M pe r CS

MMs processed for each relevant health endpoint (qualitative via mixture label and qua

3. Determination

I
[<RMMs determined for the specific CS as compilation of the RMMs processed for each relevant health endpoint (qualitative via mixture label and uuantl(aNDS)>

|<DUCC Template: "Short description of process or activity 3> -> Etc. V ‘ <Mixture %>
2.2 control of xposure
Errmmm e e 4 ‘Wnlcal (sp)ERC value Environmental control measures

[<DUCC Template: "Full description of the ERC / SPERC">

[<RMMs determined for the (spe)ERC baseggfll the quantitative endpoint(s) per RDS>

‘men sed at main source <(sp)ERC: "Fraction used at main source">
[ i >

Mixture uses: ERC / SPERC

vear

cipal STP">

Mixture OC & RMM

(From processing the

se fraction to air">

se fraction to waste water'>

Mixture OC /RMM Env.

relevant qualitative/
quantitative endpoints)

[Section 4 - Guidance to User et by the ES

[Further information on the assumptions contained in this Exposure Scenario can be found/obtained from: <wwiw.company.com> and/or <www.sector.org>. Scaling can be done using the exposure estimation tool originally used. Expert advice may be needed.

DISCLAIMER. The Mixture ES Format and the ENES 5 example data processed via the GMES / SMES approach into a concrete Mixture ES to be attached to the mixture SDS, is prepared by Jongerius Consult BV & Caesar Consult. It aims to provide Industry with a complete and workable solution for inclusion of component ES information in the Mixture SDS in line with

the legal obligatiops upder REl
i\ 2

Itis provided as input for the ENES meeting 5 (21822 November 2013) in good faith and has been based on the best of our current knowledge and expertise. Copying of this material is autorised provided that the source is clearly mentioned and acknowledged.

T—— EPIERC: TRelease fraction to sol'>
River flow rate for dilution flow rate for ‘m’/dav
Type of onste Risk P <(SPIERC: "Type of on ste Risk Management measures'>
[esrcency of o s sk easures <SPIERC: "Efficiency of on site Risk Management Measures'>
Section 3 - Exposure estimation and reference to its source
dpoints relevant for Risk Determining (RDS) via C t Approach (CCA)
e Physical / chemical factors relevant for RDS selection / chemicz sessment
[Endpoint Risk Determining Substance EC number % in mixture mit valwe
(DNEL-worker / PNEC)
local <RDS name from CCA Calculation> <See CCA> <See CCA> <RDS-value> opm ‘Vapour pressure (hPa) <RDS-value> rugacitygff
short term
systemic <RDS name from CCA Calculation> <See CCA> <See CCA> <RDS value> oo Vapour pressure (hPa) <RDS value> 4
hston Result CCA Method
‘ T S BT T o pee ) esu etho .
long term
local <RDS name from CCA Calculation> <See CCA> <See CCA> <RDS value> :
oo RDS per Quant. Endp.
! systemic <RDS name from CCA Calculation> <See CCA> <See CCA> <RDS value> ma/kgbw -
o o tool ( titati dpoints)
local <RDS name from CCA Calculation> <See CCA> <SeeCCA> <RDS value> :
longterm m/en quantitative enapoints
systemic <RDS name from CCA Calculation> <See CCA> <See CCA> <RDS value> ma/kgbw
<RDS name from CCA Calculation> <See CCA> <See CCA> RS value> Vapour pressure (hPa) [ <RDS-value> I N\
Environment aquatic fresh water me/L
<RDS name from CCA Calculation> <See CCA> <See CCA> <RDS value> Degradabilly | N
3.1 Worker - Chemi Assessment based on the ure and the risk determing N\
[general statement referring to the Chemical Safety Assessment method used that when RMMs/OCs instructi al qualitative health hazards are controlled (Risk Characterization Ratios (RCRs) are below 1)
5.2 Envi - on risk determing substance in mixture
[general statement referring to the C that when RMMs/OCs instruct al hazards are Rs are below 1]

¢_ 7 JongeriusConsult
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ENES5 Example “Sanitary Cleaner” (AISE)

Data provided

TEST MIXTURE ENES 5: Sanitary Cleaner (AISE)

-
N\

»-

N

Mixt lassificati i
Ixture classitication Component CASn® type of ingredient .Conc n Classification DSD Classification CLP SDS available?
CLP mixture (%)
Skin irrit. 2 H315; Eye irrit. 2
Sulphamidic acid 5329-14-6 acid 4,00 R36/38 - R52/53 il i tyelm Ext-SDS
H319; Aquat. chron. 3 H412
. .1 H290;
Phosphoric acid 7664-38-2 acid 9,80 R34 Met. corr. 1 H250; EXt-SDS
Skin corr. 1B H314
GHS05; Danger Alkyl(C10-13) .
’ Skin corr. 1A H314; Eye dam.1
b Ifonic acid (ABS 85536-14-7 surfactant 6,01 R22-34 Ext-SDS
enzenesulfonic acid (ABS) H318; Acute tox. 4 (Oral) H302
H314: Causes severe (linear)
skin burns and eye Perf X (mixture) ** ” 0.05 ) Eye irrit. 2 H319; Skin sens. 1B N
r ?
damage erfume mixture perfume ! H317; Aquatic chron. 2 H411 °
disodium 5-amino-4-hydroxy-| Eve ifrit. 2 H319: Ski 1B
e irrit. ; Skin sens.
3-(phenylazo) naphthalene- 3567-66-6 Additive/Color 0,004 ? y o No
. H317 Aquatic chron. 2 H411
2,7-di-sulphonate
water solvent 80,14
**Contains no sensitizing ingredients <0,01%
TEST MIXTURE ENES 5: Sanitary Cleaner (AISE)
Mixture Use SU PC PROC ERC Max. Duration Typical RMM
Brushi diluted Good general ventilation but no
rushing undilute
& 22 35 10(8a 120 min LEV; gloves and goggles possible;
product on surfaces .
no resp. protection
Good general ventilation but no
Diluting product* 22 35|8a 8a 50 min LEV; gloves and goggles possible;
no resp. protection
Brushing diluted 29 35 10ls 480 mi Good general ventilation but no
a min
product on surfaces LEV; No PPE

2

*Product instructions prescribes at least 1:10 dilution with water

JongeriusConsult
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ENES5 Example “Sanitary Cleaner” (AISE
Step 1 filling in the Mixture (use) data

AISE Inst. Use map
(19-06-2012)

1. Input: Mixture/Use data in Mixture ES Format

Narme of mixture ‘ Sanitary Cleaner (test formulation ENES5)
Section 1 - Title of Exposure Scenario (ES) Sector code - ES
Title Professional Use of General surface cleaning products AISE-P305
Processes and activities covered Contributing Scenario (CS) Sector code - CS Use descriptor code
Transfer of professional cleaning or maintenance product (charging/discharging) to a cleaning equipment (machine/vessel/bucket) AISE_CSPO1 PROC8a
Brushing a diluted professional cleaning solution, desinfectant or maintenance product AISE_CSP08 PROC10
Brushing a concentrated professional cleaning or maintenance product. AISE_CSP10 PROC10
Sector of use Professional uses: Public domain (administration, education, entertainment, services, craftsmen) - Su22
Environmental release category AISE 16 - Wide Dispersive Use in 'Down the Drain' cleaning and maintenance products (Consumers and Professionals) AISE SPERC 8a.1l.a.vl ERC8a
2 - Conditions of use affi p
Qualitative endpoints relevant for chemical safety assessment
Characteristics of mixture - general — = — — = — —
Irritation / corrosion Sensitization Acute toxicity Carcinogenicity / mutagenicity
Physical state of mixture (at 20°C and 101.3 kPa) liquid
Classification of undiluted mixture: R-Phrases R34 Skin and eye corrosive No No No
Classification of undiluted mixture: H-Phrases H314
2.1 Control of workers exposure
Operational conditions
Temperature of process Ambient (unless stated differently)
Frequency/duration of use 8-hours/day - 5 workdays/week (unless stated differently)
Indoor or outdoor indoor (unless stated differently)
L R . % of mixture in handled .
Contributing Scenario (task / activity) Risk Management Measures (RMM)
product?
Transfer of professional cleaning or maintenance product (charging/discharging) to a cleaning equipment 100% <RMMs determined for the specific CS as compilation of the RMMs processed for each relevant health endpoint (qualitative via mixture label and quantitative
(machine/vessel/bucket) ° per RDS)>
. ’ . . . . . <RMMs determined for the specific CS as compilation of the RMMs processed for each relevant health endpoint (qualitative via mixture label and quantitative
Brushing a diluted professional cleaning solution, desinfectant or maintenance product <10% per RDS)>
. . . . <RMMs determined for the specific CS as compilation of the RMMs processed for each relevant health endpoint (qualitative via mixture label and quantitative
Brushing a concentrated professional cleaning or maintenance product. 100% per RDS)>
2.2 Control of environmental exposure
Environmental release category typical (sp)ERC value Environmental control measures
AISE 16 - Wide Dispersive Use in 'Down the Drain' cleaning and maintenance products (Consumers and Professionals) Fraction used at main source 0,00075 <RMMs determined for the (spe)ERC based on the quantitative endpoint(s)
365 per RDS>
Emission days per year

»-

v %
7
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ENES5 Example “Sanitary Cleaner” (AISE)

Step 2 identification qualitative/quantitative end-points (1)

2.b. RDS Calculation tool

(quantitative endpoints)

——,

"_——--~

P

-~

CCA -,
~7"~._Method! _-

-

Calculation RDS-Score - example Sanitary Cleaner

Output in Mixture ES Format

Mixture Breakdown details DNEL Worker
H. i 1. INHALATION - Short term | 3. INHALATION - Long term - 4. INHALATION - Long term - 8. DERMAL- long term - [I. ENVIRONMENT - Aquatic -
Product Substance name CAS# ECH SRR || SHisEmER Cut-off value | Vapour presure | VP temp e . e 'g &
Statements product - Local effects Local effects Systemic Systemic Fresh water
(%) % (hPa) o) DNEL | RDS-score DNEL |  RDS-score DNEL | RDS-Score DNEL | RDS-Score PNEC | RDS-score
mg/m3 mg/m3 mg/m3 mg/kg bw/d mg/|

Water 7732-18-5 80,1%

Phosphoric Acid 7664-38-2 | 231-633-2 H290, H314 9,8% 1,0% 0,038000 20 2 0,002 1 0,004
Sanitary Sulphamidic Acid 5329-14-6 | 226-218-8 | H319, H315, H412 4,0% 1,0% 0,007800 20 10,0 0,0040 0,048 0,83
Cleaner |Alkyl(C10-13) benzenesulfonic acid (ABS) (linear) [85536-14-7| 287-494-3 | H314,H318, H302 6,0% 1,0% 1,00E-10 ? 12 0,0000000000005 12 0,000000000001 170,0 0,0 0,287 0,21

Perfume X (mixture) (mixture) H317, H319, H411 0,05% 1,0%

disodium 5-am|noj4-hydroxy-3-(pheny|azo) 3567-66-6 0,0035% 01%

naphthalene-2,7-di-sulphonate

Section 3 - Exposure estimation and reference to its source
Quantitative endpoints relevant for chemical safety assessment - Risk Determining Substances (RDS) via Critical Component .Ap.proach (ccA) e T e S e e LS e e iy M e e
Endpoint Risk Determining Substance EC number |% in mixture Limit value assessment
(DNEL-worker / PNEC)
short term local Phosphoric Acid 231-633-2 9,8% 2 mg/m3 Vapour pressure (hPa) 0,038 |Fugacity category: low (0,01-500 Pa)
Inhalation systemic s - - - Vapour pressure (hPa) - Fugacity category: ? (no vap. pressure)
long term local Phosphoric Acid 231-633-2 9,8% 1 mg/m3 Vapour pressure (hPa) 0,038 |Fugacity category: low (0,01-500 Pa)
9 systemic  [Alkyl(C10-13) benzenesulfonic acid (ABS) 287-494-3 6,0% 12 mg/m3 Vapour pressure (hPa) 1E-10 |Fugacity category: negligible (< 0,01 Pa)
short term IO::E;:_ . - - -
Dermal Systemic - - - Not applicable
local = - - -
long term - —
systemic Sulphamidic acid 226-218-8 4% 10 mg/kg bw
. . . Vapour pressure (hPa) | 0,0078 |
Environment aquatic fresh water Sulphamidic acid 226-218-8 4% 0,048 mg/L —
Degradability Unknown
e 3 - / . cacsar consult
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ENES5 Example “Sanitary Cleaner” (AISE)
Step 2 identification qualitative/quantitative end-points (2)

( 1. Input: Mixture/Use data in Mixture ES Forma

2.a. Mixture Label

(qualitative endpoints)

Section 2 - Conditions of use affecting exposure

Characteristics of mixture - general

Qualitative endpoints relevant for chemical safety assessment

Irritation / corrosion Sensitization Acute toxicity Carcinogenicity / mutagenicity
Physical state of mixture (at 20°C and 101.3 kPa) liquid /\
Classification of undiluted mixture: R-Phrases R34 ( Skin and eye corrosive > No No No
Classification of undiluted mixture: H-Phrases H314 ‘1\ -
2.1 Control of workers exposure -
- - Bl ~

2.b. RDS Calculationtool ) __..~ CCA

(quantitative endpoints)

~"~._Method! _-

-

Section 3 - Exposure estimation and reference to its source

Quantitative endpoints relevant for chemical safety assessment - Risk Determining Substances (RDS) via Critical Component Approach (CCA)

Physical / chemical factors relevant for RDS selection / chemical safety

Endpoint Risk Determining Substance EC number |% in mixture ( Limit value assessment
2 short term | local Phosphoric Acid 231-633-2 9,8% 2 mg/m3 Vapour pressure (hPa) 0,038 |Fugacity category: low (0,01-500 Pa)
P Vapour pressure (hPa) - Fugacity category: ? (no vap. pressure)
3 gca Phosphoric Acid -633- 9 1 Vapour pressure (hPa) 0,038 |Fugacity category: low (0,01-500 Pa)
A systemic  [Alkyl(C10-13) benzenesulfonic acid (ABS) 287-494-3 6,0% 12 mg/m3 Vapour pressure (hPa) 1E-10 |Fugacity category: negligible (< 0,01 Pa)
short term Iofi_ . - - -
Dermal sy;e IIC - - - Not applicable
[ long term - —
5 systemic Sulphamidic acid 226-218-8 4% 10 mg/kg bw
Vapour pressure (hPa) 0,0078
Environment aquatic fresh water 6 Sulphamidic acid 226-218-8 4% 0,048 mg/L poLr p — (hPa) |
Degradability Unknown

Y
7

N

./ JongeriusConsult

3. Determination Mixture OC & RMM

(From processing the relevant quantitative/qualitative endpoints)
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ENES5 Example “Sanitary Cleaner” (AISE)
Step 3 determination Mixture OC & RMM “top-down” (1)

= Sector | proouct | process | emm | aricte
Mo, Short fitle gf:'m ofUse | Cateqory | Cateqory | Release | Cateqory | Specifieation
T sU) PC) Bl ==l
. . Manufaciure of 3 8.9 NA 1234 1 NA ES1433
1. Skin and eye corrosive | mes
?;: ﬁ: 1,234,
8.9, 19, 20, ; 79 Blacll 2,34,
2 Industrial use 3 1‘2 1‘?' g’;. g. 1‘3. I“‘. Bﬂé:o. NA ES1460
2. RDS (inhal-ST-local): phosphoric acid | =2 | ER
3?‘. SBI
8a, 8b,
. i . ~ 12, 14, 5, 8a, Bb, ga &b, _
3. RDS (inhal-LT-local): phosphoric acid S s T (- I = L ==
38
. N 212 Ba,
Use in Gieaning 28, 3, .
¢ Agents = n == s &%11 Frequeney and duration of use

Frequency of use | 220 days'year

The mazxirmumn duration considered for this exposure scenario is a working shift
of above dh'day [worst case assumption)

Frequency of use | B hours/day

Organisational measures o
prevent Jdimit releases, dispersion
and exposure

Because the substance is corrosive, the risk management measures for human
health should focus on the prevention of direct contact with the substance

Conditions and measures related
to personal protection, hygiene
and health evaluation

Use suitable eye protection and gloves.
‘Wear suitable coveralls to prevent exposure to the skin.

2.1 Control of workers exposure

Operational conditions

Temperature of process Ambient (unless stated differently)
Frequency/duration of use 8-hours/day - 5 workdays/week (unless stated differently)
Indoor or outdoor indoor (unless stated differently)
% of mi in handl
Contributing Scenario (task / activity) et tnhancied Risk Management Measures (RMM)
product?

Transfer of professional cleaning or maintenance product (charging/discharging) to a cleaning equipment 100% Use suitable eye protection and gloves.
(machine/vessel/bucket) °

If diluted less then 100 times (% of mixture > 1%): use suitable eye protection and gloves.
Brushing a diluted professional cleaning solution, desinfectant or maintenance product <10%

Use suitable eye protection and gloves.
Brushing a concentrated professional cleaning or maintenance product. 100%

W R
;
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‘-
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ENES5 Example “Sanitary Cleaner” (AISE)
Step 3 determination Mixture OC & RMM “top-down” (2)

Exposure Scenario 11a: Use in Washing and Cleaning Products (lignids) - Professional use

TUse deseripters: Sectors of mse:
SU22: Professional uses: Public domain | admardstration, educarion, enrertdnment, services, craftsmen)

Process categoriss:

e o | o e -

/ \ MNon-dedicared facilicy [PROCEa) Handle all packages and contaners carefolly fo mamirmse spills.
4. RDS (inhal-LT-system): ABS ( 6% Dedicated facilicy [PROCER] Handle all packages and conrainers carefully o minirmise spills.
v Transfer from'ponring from conrsdners [FROCY] Handle all packages and conradners carefnlly fo mimdmdse spills..
Rolling, Brshing [FROC10] Clear spills immediately.|
Cmrrim e (DN 81 Mear analls imredi arely
2.1 Control of workers exposure
Operational conditions
Temperature of process Ambient (unless stated differently)
Frequency/duration of use 8-hours/day - 5 workdays/week (unless stated differently)
Indoor or outdoor indoor (unless stated differently)
% of mi inh I
Contributing Scenario (task / activity) et tnhancied Risk Management Measures (RMM)
product?
Transfer of professional cleaning or maintenance product (charging/discharging) to a cleaning equipment 100% 6%
. 0
(machine/vessel/bucket) [Handle all packages and containers carefully to minimise spills.]
Brushing a diluted professional cleaning solution, desinfectant or maintenance product <10% <O, 6%
[Clear spills immediately]
Brushing a concentrated professional cleaning or maintenance product. 100% L : 6%
[Clear spills immediately]

W R
;

SN

‘-
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ENES5 Example “Sanitary Cleaner” (AISE)
Step 3 determination Mixture OC & RMM “top-down” (3)

e Horte fitel = || B2 P'w gorie T ngnne Specificatie
[ Bl Lors {ERCH 14
12,45
i 3.8.13 | sasbo, g2, &0,
& H:Eﬁ;:ﬂ;ﬁg‘m 22 D) 1.53§1 :g 1; ang,;;: NA ES11041
17.18, 20
8 14 A R345 I: X d f
Toepassingi 5. Bb, 20 23 oncenrate wan de sto .
7 minﬁ:ﬁ&ﬂm 3 s P in hetmengselfrtke Sofeoncentaie:; % - 15%
Productamaker=igken Fysizche wormn [ jders T —
gebinaik)
erwerkingsternperabur | = 60 %G
Gebruikte hosweslheid Hoaueelheid gebruikt o0 | = g 4onnenijear
wierkplek
T - Frequertie en dour van het Elootstellimgsduur per .
5. RDS (dermal-LT-system): sulphamidic acid [ 4% v stk 15 - 60 rin
Crganisatonsche maarege en om| Begrijp de gevaardipe eigenschappen van de siof
wrijlkorn en, dispersie an ‘waarborg dat de contrademaatregelen regelmn atig worden geircpeseerd en
Hootzeling & onderbiouden.
e —— voorkorenbeperken Alleen beboodip opgedeid en eikend personesl za de stof bantenen

Bezchermende handschoenen dragen.
oorsRarden en maaregeden Gebniik geschike oogbescheming.

Operational conditions Use suitable eye protection and gloves

Temperature of process Ambient | retbetrakking tot persoori fe= Indien nadig:
Frequency/duration of use 8-hours/c I:eschem'n!ng. I'q.rglete &n COr=ag QE:EChIk‘!E I:uasch:arn?enje kleding| If necessary, wear suitable working
gezordheidsevalmtie Gaeddan plspuitnevel riet irademen. clothes
Indoor or outdoor indoor (u adernhairsbescherming
% of mi in handl
Contributing Scenario (task / activity) et tnhancied Risk Management Measures (RMM)
product?

Transfer of professional cleaning or maintenance product (charging/discharging) to a cleaning equi 4% 100% Use suitable eye protection and gloves. [If necessary, wear suitable working clothes]
(machine/vessel/bucket) °

> 60 If diluted less then 100 times (% of mixture >1%): use suitable eye protection and gloves.
Brushing a diluted professional cleaning solution, desinfectant or maintenance pr <0’4% 10%

min [If necessary, wear suitable working clothes]

Use suitable eye protection and gloves. [If necessary, wear suitable working clothes]

Brushing a concentrated professional cleaning or maintenance product. > 60 4% 100%

min

N3 %
?
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ENES5 Example “Sanitary Cleaner” (AISE)
Step 3 determination Mixture OC & RMM “top-down” (4)

' HO] ; Productea | Procescate e Voorwerp
e Wiorbe titel ebnuike Gebruik tegorie gorie e g Speci
N\ FE | | eo | emom | TSR | o
1,2, 4.5
5. RDS (environment —aquatic — fresh water): sulphamidic acid ‘ 4% I 55 | dear | G| g | —
gingsrniddelen a5 12 18 ab
\ 17,18, 20
e 8 14 2,345
I R I I P R

2.1 bijdragescenario dat de milieublootstelling beheerst voor: ERC8a, ERCEh, ERC&d ERC9a,

ERCSb
technische voorwaarden en Water Afwal niet in de gootsieen werpen., Geen abalwater
maatregelen op procesniveau rechstreeks in het milieu afscheiden.
[bron) ter verhindering van

Afval zal teruggewonnen of gerecycleerd worden
indien mogelijk, Externe behandeling en
Voorwaarden en maatregelen Afwaherwerking wverwijdering van afval met inachineming van de
met betretking tot externe desbetrefiende plaatselijke endof nationale
behandeling vamn afval voor woorschriften.
werwerking Verpakkingen die niet meer gereinigd kunnen
Verwijderingsmethoden worden, moeien zoals de stof zelf verwijderd
waorden
2.2 Control of environmental exposure
Environmental release category typical (sp)ERC value Environmental control measures
AISE 16 - Wide Dispersive Use in 'Down the Drain' cleaning and Fraction used at main source 0,00075 ; ; ;
maintenance products (Consumers and Professionals) B [Do not dispose waste into drains]
Emission days per year _ . _
. ves [Dispose of waste product or used containers according to local
Municipal STP .
regulations.]
Release fraction to air v
Release fraction to waste water 1
< 0,
Release fraction to soil v 0,4%
; - 4%
River flow rate for dilution 18000 |m’/day
Type of on site Risk Management measures
Efficiency of on site Risk Management Measures

¢_ 7 JongeriusConsult ENESS — Breskont sesion G (21.11.2013) cacsar consult
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ENES5 Example “Sanitary Cleaner” (AISE
Output: Mixture ES “Sanitary Cleaner” “top-down

N3 %
?

-

Section 1 — Title of Exposure Scenario (ES)

Sector code - ES

Title

Professional Use of General surface cleaning products

AISE-P305

Processes and activities covered Contributing Scenario (CS)

Sector code - CS

Use descriptor code

Transfer of professional cleaning or maintenance product (charging/discharging) to a cleaning equipment (machine/vessel/bucket) AISE_CSPO1 PROC8a

Brushing a diluted professional cleaning solution, desinfectant or maintenance product AISE_CSP08 PROC10

Brushing a concentrated professional cleaning or maintenance product. AISE_CSP10 PROC10
Sector of use Professional uses: Public domain (administration, education, entertainment, services, craftsmen) - Su22
Environmental release category AISE 16 - Wide Dispersive Use in 'Down the Drain' cleaning and maintenance products (Consumers and Professionals) AISE SPERC 8a.1.a.vl ERC8a

£

2-C of use ing exp

Characteristics of mixture - general

for | safety

Acute toxicity Carcinogenicity / mutagenicity

Physical state of mixture (at 20°C and 101.3 kPa)

Classification of undiluted mixture: R-Phrases

Classification of undiluted mixture: H-Phrases

Suahen T
Irritation / corrosion Sensitization
liquid
R34 Skin and eye corrosive No
H314

No No

2.1 Control of workers exposure

Operational conditions

Temperature of process

Ambient (unless stated differently)

Frequency/duration of use

8-hours/day - 5 workdays/week (unless stated differently)

Indoor or outdoor

indoor (unless stated differently)

o R . % of mixture in handled | .

Contributing Scenario (task / activity) Risk Management Measures (RMM)
product?

Transfer of professional cleaning or maintenance product (charging/discharging) to a 100% Use suitable eye protection and gloves. [If necessary, wear suitable working closthes]. [Handle all packages and containers carefully to
cleaning equipment (machine/vessel/bucket) B minimise spills].

. . . N N . N If diluted less then 100 times (% of mixture >1%): use suitable eye protection and gloves. [f necessary, wear suitable working closthes].
Brushing a diluted professional cleaning solution, desinfectant or maintenance product <10% - .

[Clear spills immediately.]

Brushing a concentrated professional cleaning or maintenance product. 100% Use suitable eye protection and gloves. [Clear spills immediately.]

2.2 Control of environmental exposure

Environmental release category

typical (sp)ERC value

Environmental control measures

AISE 16 - Wide Dispersive Use in 'Down the Drain' cleaning and maintenance products
(Consumers and Professionals)

Fraction used at main source e
Emission days per year 3B
Municipal STP ves
Release fraction to air v
Release fraction to waste water 1

0

Release fraction to soil

River flow rate for dilution 18000 mS/day

Type of on site Risk Management measures

Efficiency of on site Risk Management Measures

[Do not dispose waste into drains]. [Dispose of waste product or
used containers according to local regulations.]

JongeriusConsult
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Generic Mixture Exposure Scenario (GMES) approach - example

Pro’s, con’s and issues (1)

-

\.

Pro’s

Con’s

+ “Mixture ES format” enables alignment with mixture use
data from any Sector specific DUCC Template

+ The stepwise GMES approach addresses not only the
quantitative endpoints, but also the qualitative endpoints
of the mixture.

+ “Mixture ES format” with step 1 & 2a & 2b are easy to
understand, relatively simple to complete and automatable

+ The GMES approach provides a “ready to use” solution for
a formulator with simple mixtures, clear mixture uses
from one or more sectors and clear substance ES’s

- The “top down” processing of substance ES’s in step 3 may
have many pitfalls and problems to solve. It requires good
guality substance ES(s) and expertise to recognize that it are
indeed good ES(s) to use. Not always clear!

Issues that may pop-up are:

a) RDS-ESis not covering the Mixture use;

b) RDS-ES is not meeting the Mixture OC’s (scaling
required);

RDS-ES may also contain good practice advice rather
than risk based RMM'’s;

More...?

c)
d)

- Not all environmental endpoints / compartments are yet
addressed (only aquatic fresh water).

J
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Generic Mixture Exposure Scenario (GMES) approach & example

Pro’s, con’s and issues (2)

4 \
Issues Possible solutions / suggestions
1) The “top-down” processing of substance ES'’s for each 1) An alternative approach is to conduct a CSA (e.g. with a tier
RDS (RDS-ES) in order to identify the required mixture OC 1 tool) for each RDS. See follow-up slide
& RMM’s might be problematic and is time consuming.
2) Isthe proposed GMES approach automatable? 2) The GMES approach based on “top-down” processing of
RDS-ES’s is hard to automate. A GMES approach using
RDS-CSA processing in alignment with the sector mixture
uses (“bottom-up”), has a much higher potential to be
automated.
3) When the development of the Mixture ES is determining  3) When the Mixture ES is based on a risk based
the Mixture OC&RMM reliably on risk based principles determination of the Mixture uses rather than on
(e.g. via RDS-CSA process), how to deal with the DU processing substance ES(s), a use compliance check to
requirements to complete a use compliance check on the cover the mixture uses has no purpose. Can it be replaced
substance ES’s? by the risk based Mixture ES processing like suggested in
REACH Art 31 (2)?
. y,
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ENES5 Example “Sanitary Cleaner” (AISE
Output: Mixture ES “Sanitary Cleaner” (using RDS-CSA)

N3 %
?

-

Name of mixture

‘Sanitary Cleaner (test formulation ENES5)

Section 1 - Title of Exposure Scenario (ES)

Sector code - ES

Title Professional Use of General surface cleaning products

AISE-P305

Processes and activities covered Contributing Scenario (CS)

Sector code - CS

Use descriptor code

Transfer of professional cleaning or maintenance product (charging/discharging) to a cleaning equipment

|(machine/vessel/bucket) GRS it

Brushing a diluted professional cleaning solution, desinfectant or maintenance product AISE_CSP08 PROC10

Brushing a concentrated professional cleaning or maintenance product. AISE_CSP10 PROC10
Sector of use Professional uses: Public domain (administration, education, entertainment, services, craftsmen) - Su22
Environmental release category AISE 16 - Wide Dispersive Use in 'Down the Drain' cleaning and maintenance products (Consumers and Professionals) AISE SPERC 8a.1.a.v1 ERC8a

Section 2 - Conditions of use affecting exposure

Qualitative endp forch | safety
Characteristics of mixture - general — — — — " — —
Irritation / corrosion Sensitization Acute toxicity Carcinogenicity / mutagenicity
Physical state of mixture (at 20°C and 101.3 kPa) liquid
Classification of undiluted mixture: R-Phrases R34 Skin and eye corrosive No No No
Classification of undiluted mixture: H-Phrases H314
2.1 Control of workers exposure
Operational conditions
Temperature of process Ambient (unless stated differently)
Frequency/duration of use 8-hours/day - 5 workdays/week (unless stated differently)
Indoor or outdoor indoor (unless stated differently)
% of mixture in
Contributing Scenario (task / activit Risk Management Measures (RMM
e ( / V) handled product? e ( )
Transfer of professional cleaning or maintenance product . .
. i, . ) . . 100% Use suitable eye protection and gloves.
(charging/discharging) to a cleaning equipment (machine/vessel/bucket)
Brushing a diluted professional cleaning solution, desinfectant or N . . . .
u. ing a diluted p ! ing soluti ! <10% If diluted less then 100 times (% of mixture >1%): use suitable eye protection and gloves.
maintenance product
Brushing a concentrated professional cleaning or maintenance product. 100% Use suitable eye protection and gloves.

2.2 Control of envir

| exposure

Environmental release category

typical (sp)ERC value

Environmental control measures

AISE 16 - Wide Dispersive Use in 'Down the Drain' cleaning and
maintenance products (Consumers and Professionals)

Release fraction to soil

Fraction used at main source 0/00075
. 365
Emission days per year
Municipal STP s
Release fraction to air ©
Release fraction to waste water 1
0

River flow rate for dilution

18000 m*/day

Measures

Type of on site Risk Management measures

[Prevent leaks and prevent soil / water pollution caused by leaks.
Dispose of waste product or used containers according to local

regulations.]
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Generic Mixture Exposure Scenario (GMES) approach & example
Evaluation of the GMES approach by the group

1. What are the general pro’s / con’s?

2. What is the applicability domain? Any limitations?

3. Any practical issue in the application (issues to solve)?

4. Required actions to make the GMES approach operational?

5. General conclusions / recommendation from the group

. J

\. J
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Agenda

1

1. Introduction

2. Outline Generic Mixture Exposure Scenario Approach (GMES)

3. Critical Component Approach (CCA)
_ Presentation CCA method -> CCA results for ENES Examples M1 & M2
- Guided discussion CCA

Coffee break

4. Development “Mixture ES” for the example “Sanitary cleaner”

_  Presentation GMES method -> Mixture ES for ENES Example “Sanitary Cleaner”
_ Guided discussion GMES

O

[5. Wrap-up ]
\ J
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