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04 IUCLID 5

Eile Edit Co Window  Help Flugins
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05 Chemical Safety Assessment, CSA

Information: available —required/needed
+ substance Intrinsic properties

» manufacture, use, tonnage, exposure, risk management
|

5 L
Hazard Assessment (HA) Exposure Assessment (EA)" |
» Hazard Classification * Build Exposure Scenarios
and PBT conclusion (RMM and OC)
« Dose/Concentration-Response - Estimate Exposure Level!
Characterization l

Dangerous
or PBT 2

Risk Characterization (RC)" |

et s e i L

Document in } y Riﬁl{\ n Iteration
CSR . T controlled?
Tl v
| Communicate
ES via e5DS

1 For PETAPvB: emission
characierisaiion enly

% | Reguired if subsrance is dangereus or PBTAPvB, Reguired for

| | er exposure based watving according o anwex XT all C5As




06 Chemical Safety Report, CSR

1. CSR2 3Ist= & otM AT I (Chemical safety assessment, CSA) 210t &2 st

BOAM
2. EUU HIx & =2&0] &2t 10 0I&e 32 &4
3. CSR2 BEAl 2= A EA=0] CSAE O|oiE == QA ai=010F otH, =oll &

0|I

PA 01 =2|JF Jtsoll ol OF &

J

I Jl(hazard assessment)2] Z2&& Xl Xlol= 1t

4. Btk 2AI0| Y& 2 —E—TErEID1 L} PBT/vPVBZ 1= R, =& HI}
(exposure assessment) 2t 0= 2 A (risk characterization)S & =
oH=0{O0f ot2, 1 30IIA-I_‘E AR EIE LHOE, Folde =0 tiet CSRE =2
AL BIEA HESHAH MAIE LD dEAH0| SHEOOF &

PBT: persistence, bioaccumulation, toxicity (&%
VPVB: very persistence, very bioaccumulation (11




06 Chemical Safety Report, CSR

1. oA R Qo

2. Folld ZcItHE IO 2 M=

3. Flolld 22|t s=2 dE 0R A=



06 Chemical Safety Report, CSR
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06 Chemical Safety Report, CSR

1. Identity of the substance and physical and chemical properties

2. Manufacture and uses— Manufacture, Identified uses, Uses advised against

Description of 1dentified uses

i Preparation [chemical .
Identified Process category Article category
‘ . i T - . s0L) aur)
i Sector of Use (SU) product] Category (PROC) (AC)
ro)
PROC 7 — spraying in AC2 — vehicles
< . =
U2 SU lef{Ge1}e1al PC9 (coatings) industrial setting (cars)
manufacturing) ' & PROC 10- rolling. AC2 — vehicles
U 3 . = .
brushing (aircrafts)
) PC1 (adhesives), PC9 PROC 5 — mixing,
T or ' =
U 4 SU 10 {Em mulation of (coatings), PC32 blending in batch Not applicable
preparations) .
(polymer preparation) process
SU 21/22 (private .
TU 9 households. public PC35 (cleaners) P_R{?C 10 —brushing, Not applicable
: wiping
domain)
PROC 2 - Use in
SU 9 (Manufacturing of Various. not further closed. colntmuousl N )
IU 5 . . = . process with occasional | Not applicable
fine chemicals) specified
controlled exposure,
industrial setting




06 Chemical Safety Report, CSR

3. Classification and labelling

v’ Classification and labelling in Annex | of Directive 67/548/EEC

Classification according to Directive 67/548/EEC criteria

Endpoints Classification Reason for no Justification for
classification (non)
classification can
be found in
section
<classification= < Data lacking|| 6.1
Explosiveness Inconclusivel|
P ; Classification
criteria not met>=
Oxidising properties Idem idem 6.3
Flammability Idem idem 6.2
Thermal stability Idem idem
A cute toxicity Idem idem 5.2
Acute toxicity- irreversible damage after singlelldem idem 5.2
exposure
Repeated dose toxicity Idem idem 5.6

v' Self Classification and labelling



06 Chemical Safety Report, CSR

4. Environmental fate properties

v" Abiotic degradation (hydrolysis, phototransformation/photolysis)

Overview of studies on phototransformation in air

Method

<Guideline>

<Principles of method if other
than guideline>

<Estimation method (if used)=
Light source: <Light source>
Light spectrum: <Light
spectrum=>

Rel. light intensity: <Rel. light
intensity=

Results

Spectrum of substance:

<Parameter>: <Value> <Unit>
(<Remarks>)

Half-life (DT50):
t1/2: <DT50> (<Test condition>)
% Degradation:

<%Degr.> after <Sampling time>
<Sampling time, unit> (<Test
condition=>)

Quantum yield: <Quantum yield
(for direct photolysis)=
Transformation products:
<Transformation products>

Remarks

<Reliability>
<Purpose flag>
<Study result type>
Test material
(<Identifier>):
<Identity> (read-
across)

Reference

<Author=> <Year>
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4. Environmental fate properties

v' Biodegradation: water, soil, sediment, air
(estimated data, screening data, simulation data)

Estimation method Results Remarks Reference
(Q)SAR readily biodegradable 3 (not reliable) Degner et al. 1993
aerobic weight of evidence

Multiple Linear

Regression (MLR) model

Example table (Note: prompts are only inserted if any information is available for a given item):

Method Results Remarks Reference
ready biodegradability 36 % degrad. after 28 d / (reliable without | Smith 1999
activated sludge, non-adapted | 49 % degrad. after 74 d restrictions)
OECD Guideline 301 F | readily biodegradable, but | key study
(Ready Biodegradability: | failing 10-day window experimental result
Manometric Respirometry
Test)
inherent biodegradability 97 % degrad. after 4 d 7 (reliable without | Wellens 1990
activated sludge, adapted inherently biodegradable restrictions)
OECD Guideline 302 B supporting study
(Inherent biodegradability: experimental result
Zahn-Wellens/EMPA Test) Test material: m-toluidine
(read across???)




06 Chemical Safety Report, CSR

4. Environmental fate properties

v’ Distribution (Adsorption/desorption, Volatilisation, Bioaccumulation)

EQC Benzo(@ipyrene in EQC Standard
Yersion 2.02

25082 kg [0.0462 %)
Fug. = 4.23E-07 Pa
Caonc = 251 ngdm

0 Lewel |
0 Level ll

3.87E+07 kg [71.3 %]

Fug. = 3.67E-023 Pa E %
" 3 4 10E+05 ka [0.755 %)
Cone =1791 ngg =olids . Fug, = 218607 Pa
-------------- i Conc = 2048 ngr/L
Legend
EMISSION ! 1‘;%":' i
: snn@ ﬁ 306
; : Rezidence Times an3
i el Tatal = 18085 b Sediment

J¥

! === !  Reaction=26638h

; : Advection = BE322 b 1.51E+07 kg [27.9 %)
ADVECTION ! Al J

‘ ¢ Total Emissions = 2000 kath Fug. =B 4BE-07 Pa 191
Total Mazs = 5 43E+07 kg Conc = 63084 ngdg solids

All emizzion, transfer, and logs
rates have units of kgth.

m_
e 5
'm
I
k=
%rn
m=

=

v’ Secondary poisoning
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5.Human Health Hazard Assessment

1) Toxicokinetics

v Absorption

e Toxicokinetics
v Distribution sHeo MU 2R
. Uptake
v Metabolism A =
v Eliminati “@ ____________________________
imination Absorption ":> Distribution “:> Metabolism
=S = CH A

ﬂ > | Excretion <J

B =




06 Chemical Safety Report, CSR

2) Acute toxicity

v Oral (OECD TG 420, 423, 425): A& 2& S 24A12F OILHO|I 18] E£= 43| BF
SE0WE & SHAIZE WOl LHEHUE= H & (adverse effects) 2 &,

Ut=XIAL & (LD50) &

v’ Inhalation (OECD TG 402):&& Jts&t 222 ©II2t (24A12 OILH) Ol 13
S2 =ANAS M NIES=20l ol LIEtL=E S

v Dermal (OECD TG 403):AIE S 2 E TR0 18 =2 olAUS M &2 Al2E LHO
LIEtLE S

Overview of experimental studies on acute toxicity after oral administration

Method Results Remarks Reference

<Species> (<Strain>) <Sex> <Endpomnt>: <Effect level> <Reliability= <Author> <Year=

<Route of administration= (<Sex>) (<Remarks=>) <Purpose flag>

<Guideline> <Study result type= )

<Principles of method 1f other than Test material ¥

guideline> (<Identifier=): AN ' MAI-
<Identity> (read- TEST‘NGJ
across)
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3) Irritation
v' Skin (OECD TG 404) stst2& 0l I 4A12F =&& & L= TR

p[I=ETCIIEN

v Eye (OECD TG 405) AIB220| S0l =EEUS B Y0{LH= ot
bR wis HE

4) Corrosivity
v/ Skin (OECD TG 404) stst2& 0l = 4AI12t &= & L Mel= E0] &
STOA A LEHUE 22 HIJIE A QI &4t

==

0|

v Eye (OECD TG 405) AIZ2R0| =0l = EEUS TS Y0{LIE oto)
HIDII = ZRFOHZ O Bist

5) Sensitisation
v' Skin (OECD TG 406) SZ0ll CHoH SHASIEOZ DIIHEIH LIEILIE I8 BIS
v' Respiratory system

20
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6) Repeated dose toxicity—oral, dermal, inhalation
v S E S42 22 = 282 0|4, E2 MY & 2, &[22 ==0lM
Y SE0ct =0 LMol doHEol 54 ek

v NOAEL (No O

bserved Adverse Effect Level) &9l

Method

Results

Remarks

Reference

rat (Wistar) male/female

subacute (oral: gavage)

Doses/conc.: 0, 50, 200 or 800 mg'kg
bw/d (Vehicie: Polyethylengiycol
400)

Duration/frequency of exposure: 29 d
(daily, 7 d/'w)

OECD Guideline 407 (Repeated
Dose 28-Day Oral Toxicity in
Rodenis)

NOAEL: 200 mg/kg bw/day
(nominal) (female) (general
foxiciry)

Adverse effects observed in
any fest group: clinical signs
and mortality; body weight
and weight gain;
haemarology,; urinalysis;
organ weighis

1 (reliable withou
restriction)

key study
experimental result

Company X 2004

rat (Sprague-Dawley) male/female
subchronic (oral: gavage)
Doses/conc.: 0, 50, 200 or 800 mg'kg
bw/d in (Vehicle: corn oil)
Duration/frequency of exposure: 90 d
(daily, 7 d/w)

OECD Guideline 408 (Repeated
Dose 90-Day Oral Toxicity in
Rodenis)

NOAEL: 200 mg/kg bw/day
(nominal) (female) (general
foxicity)

Adverse effects observed in
any fest group: urinalysis;
organ weighis

1 (reliable withou
restriction)

key study
experimental result

Company X 2004
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7) Mutagenicity
v Invivo (8 FILK) A&

v’ In vitro (A& 2H) ANE

8) Carcinogenicity
v EU Directive 67/548/EEC

v' Exposure route: oral, dermal, inhalation
9) Toxicity for reproduction

v’ Effects on fertility

v' Developmental toxicity

10) Other toxicity
v" Neurotoxicity

v" Immunotoxicity

22
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Derivation of DNELS/DMELS

v DNEL (Derived No Effect Level)

— S HEIUWX 2= SEE U= AN EEHHAHE otes &=
v' DMEL (Derived Minimal Effect Level)

- gsZ2 LIEtHUHE I 2 £FC=2 &= & g

DN(M)EL = N(L)OAEL / (AF1 x AF2 x --- x AFn)
DN(MEL | S=% 90| AL 2 &=
N(L)OAEL | Q80| RGN &= JIE =2 AZ £ 3 HYs0| DR =
IR e A
AF MEH TR0 RHO| M2t CHYUs SEAM L BIO|AS Dis
o )} H| 2

23



06 Chemical Safety Report, CSR

Derivation of DNELS/DMELS

DN(M)EL:s for workers!?

Exposure pattern Route Descriptors DNEL/DMEL Most sensitive
(appropriate unit) | endpoint
Acute - systemic effects | dermal (mg/kg bw /day) <DNEL>18 <DN(M)EL value> | <most sensitive
endpoint=

Inhalation (mg/m’) Idem idem Idem

Acute - local effects Dermal (mg/cm?) Idem idem Idem
Inhalation (mg/m’) Idem idem Idem

Long-term - systemic Dermal (mg'kg bw /day) Idem idem Idem

effects Tnhalation (mg,-‘m3) Idem idem Idem

Long-term — local Dermal (mg/cm?) Idem idem Idem

effects Inhalation (mg.-‘ms) Idem idem Idem

DN(M)ELs for the general population’
Exposure pattern Route Descriptors DNEL/DMEL Most sensitve
(appropriate unit) | endpoint
Acute - systemic effects | Dermal (mg/kg bw /day) <DNEL= <DN(M)EL value> | <most sensitive
endpoint=

Inhalation (mg/m?) Tdem idem Idem
Oral (mg/'kg bw /day) Jdem idem fdem

Acute - local effects Dermal (mg/em’) Idem idem Idem
Inhalation {mg/m’) Jdem idem Idem

Long-term - systemmic dermalimg/ks bw /day) Tdem idem Idem

effects Tdem idem Idem

Inhalation (mg/m’)

24
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6.Human Health Hazard Assessment of Physicochemical properties

v' Explosive, Flammability, Oxidizing potential.

7. Environmental Hazard assessment

1) Aquatic compartment (including sediment)

. . Acute & chronic D. magna and M. seee
/ -_— — . . .::O
Fish (short—, long—term toxicity) Toxicity Assay t
.. 1) acute O. magra & M. macrocopg test
/ Aq Uat|C Invertebrates 48 hI"S 20 animals, divided into four groupsofSanimals,
(S hort_ |Ong_term toxicity) & N STGTiC were used at each test concentration and for the control
’ ] .—_.— L 9 _ Immobility
‘ =1 > ‘ (Mortality)
. : (i EC50 from
v Algae and aquatic plants Qﬁ‘ bet=W  _* e
A= =

Survivorship
| i - - " A First day of reproduction
/ Sediment Or anisms - = “M| Number of young per female
H { = . Brood size
g 2) Chl"Ol’llC D. R & I b Ak Net reproduction rate (Ro)
M. test E0m| Generation time (T)
r ’ Population growth rate (rm)
pH 7.5-7.8
& a2 |  SemiStabic test Temp. 21+ 17T from chronic tests
= 2idays

10 animals, divided into four groups of 1 animal,
were used at each test concentration and for the control MHW (Moderately Hard water)
Media mixed with test chemical

25
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Example table:

Method |Results IRemarks |Reference
Pimephales LC50 (96 h ): 8690 mg/L 2 (reliable with resirictions) Thurston, R V., Gilfoil,
promelas (nominal) kev studyv T A, Meyn, E L, Zajdel,

7 .- < . i if P i 7ei
(freshwater) LC50 (72 h )- 8690 mg/L e rmntal s ult RK, A;Jkl_, T I and Veith,
static (nominal) G.D. 1985

OECD Guideline

203 (Fish, Acute Acute result

Toxiciry Test)

Pimephales LC50 (96 h ) 10700 mg/L 2 (reliable with restrictions) Brooke, L. T., Call D.J,
promelas (nominal) Fev studyv Geiger, D L. and
(Freshwater) exr erim;zn L L Northcott,C.E. (Editors)
static o ; 1984
Uil Test material (IUPAC name):

other guideline: | formaldehyde (read-across)
ASTM D1345-59
(1977)
Oryzias latipes LC50 (48 h): =5000mg/L (meas. |2 (reliable with restrictions) Tonogai, Y., Ogawa, S,
(freshwater) (inirial)) key study Ito, Y., fwaida, M. 1982
semi-staric experimental result

Example table:

Species Results Remarks Reference

Pimephales NOEC (28 d): 1.9 mg/L (meas. 1 (reliable without restriction) |Van Leeuwen, Adema, and

promelas (arithm. mean)) based on: length |y study Hermens 1990

early-life stage: experimental result

reproduction,

(sub)lethal effects

(freshwater)

(semi-static) .
OECD Guideline Chronic result
210 (Fish, Early-

Life Stage Toxicity
Test) 26
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2) Terrestrial compartment

v Toxicity to soil macro organisms

v Toxicity to terrestrial plants

v Toxicity to soil micro—organisms

v Toxicity to other terrestrial organisms

3) Atmospheric compartment

4) Microbiological activity in sewage treatment systems
v' Toxicity to aguatic micro—organisms

5) Non compartment specific effects relevant for the food chain
(secondary poisoning)

v Toxicity to birds

v Toxicity to mammals

6) Conclusion on the environmental classification and labelling

27



06 Chemical Safety Report, CSR

Derivation of PNECS

v" PNEC (Predicted No Effect Concentration)

-S0lSt HE0| LME = U= JISHBEL RS2 =FC=2 HFzHeE skt
PNEC,,,, = Min {EC_,, / (AF, X AF, X =+ x AF,)}
PNEC HEOHE WA == H&0| = ==
Comp. EtAME (&4, o, &3NS, EY E)
Min(ECcomp.) SIAHE O ECat & X Ag<IIE ol2st gi>
Hed e 8 = 0| &2&EE = Y &2 8= &=
<OHJ|IAN EC= LC50, EC50, NOEC S 282H At=>
AF SEH TI29 R0 et CHYst 28AMd 2 Hol8dsS
Dedst WA =

v' PEC (Predicted Environmental concentration)
-HIIol DX} 6l 2289 EJ3XNEUA ST = 88 st

28
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Derivation of PNECS

PNEC aquatic
Value Assessment Remarks/Justification
factor
PNEC aqua - freshwater (mg/l) <PNEC> <AF> <extrapolation method= (if statistical
extrapolation reported)
<justification of PNEC freshwater
derivation from 6. Endpoint summary:
Ecotoxicological information=
PNEC aqua - marine water (mg/l) Idem Idem Idem
PNEC aqua - intermittent releases | [dem Idem Idem
(mg/h)
PNEC sediment
Value Assessment factor Remarks/Justification
PNEC sediment ( mgkg d.w.) =PNEC> <AF> <extrapolation method> (if statistical
extrapolation reported)
<justification of PNEC sediment
derivation from 6. Endpoint
summary: Ecotoxicological
information=
PNEC soil
Value Assessment factor Remarks/Justification
PNEC soil ( mgkg.w.) <PNEC= <AF> <extrapolation method> (if statistical
extrapolation reported)
<justification of PNEC soil derivation
from 6. Endpoint summary:
Ecotoxicological information=
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8.

PBT and vPvB assessment

Persistence Assessment

Bioaccumulation Assessment

Toxicity Assessment

Emission Characterization

Table C.1-1: PBT and vPvB criteria according to Annex XIIT of the REACH

Regulation
Property PBT-criteria vPvB-criteria
Persistence' - Ty = 60 days m manne water, o - Ty = 60 days m marine,
- Ty2 = 40 days tn fresh- or estuarine water, or Erresh- or esfuarine water,
- Ty = 180 days 1n marine sediment, or Ty 190 daysin
- Typ 2 120 days in fresh- or estuarine sediment, marme, fresh- or
or estuarme sediment, or
- Ty > 120 days m soil. -T2 180 days 1n soil.
Bioaccumulation’ BCF = 2000 Likg BCF = 5000 Likg
Toxicity -NOEC < 0.01 mg/L for marine or freshwater

Ofganisms, of

- substance 15 classified as carcinogenic
(category 1 or 2), mutagenic (category 1 or 2),
or toxic for reproduction (category 1, 2 or 3),
or

- there 15 other evidence of chronic toxicity, as
identified by the classifications: T, R48, or
Xn, R48 according to Directive 67/348/EEC.
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9. Exposure Assessment
3 Exposure scenarios
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10. Risk characterization—Human Health, Environment
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