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Dat e: 28- SEP-2001
1. GCeneral Information ID: 91-66-7

1.0.1 CECD and Conpany I nfornmation

Type: | ead organisation

Nane: American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Panel

Street: 1300 W/ son Boul evard
Town: 22209 Arlington, VA
Country: United States

17- AUG 2001

Type: cooperating conpany
Nane: Al bemar | e Cor poration
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Bayer Corporation
Country: United States

Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001

Type: cooperati ng conpany
Nare: Buf fal o Col or

Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nare: ChenFi r st

Country: United States

24- SEP- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients
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1. GCeneral Information

Dat e:
| D

28- SEP- 2001
91- 66-7

1.1 General Substance |Information

Subst ance type: organi c

Physi cal status: liquid

Purity: >= 99.3 %ww
21- CCT- 1999

1.1.0 Details on Tenpl ate

1.1.1 Spectra
1.2 Synonyns

ANI LI NE, N, N-DI ETHYL-
09- SEP- 1999

BENZENAM NE, N, N- DI ETHYL-
09- SEP- 1999

DI ETHYLANI LI NE
09- SEP- 1999

DI ETHYLPHENYLAM NE
09- SEP- 1999

N, N- DI ETHYLAM NOBENZENE
09- SEP- 1999

N, N- DI ETHYLAM NOBENZOL
09- SEP- 1999

N, N- DI ETHYLBENZENAM NE
09- SEP- 1999

1.3 Inpurities

CAS- No:

El NECS- No:

El NECS- Nane: Basi c nitrogen
Cont ent s: ca. 9.3 %ww
21- CCT- 1999

1.4 Additives

1.5 Quantity

2/ 46 -



Dat e: 28- SEP-2001
1. GCeneral Information ID: 91-66-7

1.6.1 Labelling

1.6.2 Cassification

1.7 Use Pattern

Type: type

Cat egory: Use in closed system

20- JAN- 2000

Type: i ndustri al

Cat egory: Chemical industry: used in synthesis
20- JAN- 2000

Type: use

Cat egory: I nt er nedi at es

20- JAN- 2000

1.7.1 Technol ogy Production/ Use

1.8 Cccupational Exposure Limt Val ues

1.9 Source of Exposure

1.10.1 Recommendati ons/ Precauti onary Measures

1.10. 2 Enmergency Measures

1. 11 Packagi ng

1.12 Possib. of Rendering Subst. Harn ess

1. 13 Statenents Concerning Waste

- 3/46 -



CGeneral Information

Dat e: 28- SEP-2001
I D 91-66-7

.14

.14,

.14,

.15

.16

.17

.18

.1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Listings e.g. Chemical Inventories

4/ 46 -



Dat e: 28- SEP-2001

2. Physico-chem cal Data I D 91-66-7
2.1 Melting Point
Val ue: -38.8 degree C
Met hod: ot her: Handbook val ue

GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions

Data from Handbook or collection of data

Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (1) (2) (3)

2.2 Boiling Point

Val ue:
Met hod:
GP:
Test subst ance:
Reliability:

Fl ag:
17- AUG 2001

Val ue:
Deconposi tion:

Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
17- AUG 2001
Val ue:
17- AUG 2001
Val ue:

Deconposi tion:
Met hod:

GP:
Test subst ance:
17- AUG 2001

216. 3 degree C at 1013 hPa
ot her: Handbook val ue

no data

other TS: N, N-di et hyl aniline;
(2) wvalid with restrictions

Dat a from Handbook or coll ection of data

purity not

Critical study for SIDS endpoi nt

215.5 degree C

no

ot her: Handbook val ue

no data

other TS: N, N-di et hyl aniline;
(2) wvalid with restrictions

Dat a from Handbook or coll ection of data

purity not

Critical study for SIDS endpoi nt

217.1 degree C at 1013 hPa

92.4 degree C at 13.333 hPa
no

other: no data

no data

other TS: N, N-di et hyl ani line;

- 5/46 -

purity not

not ed

not ed

st at ed

(2)

(4) (3)

(1)

(5)



(1)

(6)

Dat e: 28- SEP-2001
2. Physico-chem cal Data I D 91-66-7
2.3 Density
Type: relative density
Val ue: . 9307 g/cnB at 20 degree C
Met hod: ot her: Handbook val ue
GLP: no data
Test subst ance: other TS: N, N diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (2) (3)
Type: density
Val ue: .94 g/cnB at 20 degree C
Met hod: ot her: Handbook val ue
GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
16- APR- 2001
2.3.1 Ganul onetry
2.4 Vapour Pressure
Val ue: .2 hPa at 20 degree C
Met hod: ot her (neasured): Handbook val ue
GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (1) (3)
Val ue: .18 hPa at 25 degree C
Met hod: ot her (neasured)
GLP: no
Test subst ance: other TS: N, N diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001
Val ue: .4 hPa at 30 degree C
Met hod: ot her (neasured): Handbook val ue
GLP: no data
Test subst ance: other TS: N, N diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001

6/ 46 -
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2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D 91-66-7

Val ue:
Met hod:
GP:
Test subst ance:
Reliability:

Fl ag:
24- SEP- 2001

Val ue:
Met hod:
GaP:
Test subst ance:
Fl ag:
17- AUG 2001

1 hPa at 44.3 degree C

ot her (neasured): Handbook val ue

no data

other TS: N, N-diethylaniline; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data
Critical study for SIDS endpoi nt

1.4 hPa at 50 degree C

ot her (neasured): Handbook val ue

no data

other TS: N, N-diethylaniline; purity not noted
Critical study for SIDS endpoi nt

2.5 Partition Coefficient

| og Pow.
Met hod:

Year :

GP:
Test subst ance:

Resul t:

Reliability:
Fl ag:
17- AUG 2001
| og Pow.
Met hod:
Year :
GaP:
Test subst ance:
Reliability:
Fl ag:
17- AUG 2001
| og Pow.
Met hod:
Year :
GaP:
Test subst ance:
Reliability:
Fl ag:
17- AUG 2001

Cheni cal

3.17 at 25 degree C

(7)

(1)

CECD Guide-line 107 "Partition Coefficient (n-octanol/water),

Fl ask- shaki ng Met hod"

1979

no

other TS: N, N-diethylaniline; purity not noted
n- oct anol -water Partition coefficient = 1491.54
|l og Pow = 3.17

(1) wvalid without restriction

Qui del i ne st udy

Critical study for SIDS endpoi nt

3.153

ot her (cal cul ated): KOMVYN Program (v1.65)
1999

no

other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

3.2
other (calculated): A Leo, CLOGP-3.63 (1991) Daylight,
Informati on Systems, Inc. Irvine, CA USA

no

other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

- 7146 -

(8)

(9)

(10) (11) (3)



Dat e: 28- SEP-2001

2. Physico-chem cal Data I D 91-66-7
| og Pow. 3.31 - 4
Met hod: ot her (neasured): see references
Year :
GLP: no data
Test subst ance: other TS: N, Ndiethylaniline; purity not stated
17- AUG 2001 (12) (13) (14) (3)

2.6.1 Water Solubility

Val ue: 130 ng/l at 20 degree C
Qualitative: noderately sol ubl e (100-1000 ng/L)
Met hod: ot her
GLP: no data
Test subst ance: other TS: N, Ndiethylaniline; purity not stated
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (10) (3)
Val ue: = 14400 ng/l at 12 degree C
Qualitative: very sol uble (> 10000 ng/L)
Met hod: ot her: Handbook val ue
GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (15) (3)

2.6.2 Surface Tension

2.7 Flash Poi nt

Val ue: 79 degree C
Type: cl osed cup
Met hod: other: DIN 51758
Year :
16- APR- 2001 (10)

2.8 Auto Flanmmability
2.9 Flanmability
Resul t:

Remar k: Ignition tenperature: approx. 500 degree C
16- APR- 2001 (10)

- 8/46 -



Dat e: 28- SEP-2001
2. Physico-chem cal Data I D 91-66-7

2.10 Expl osive Properties

2.11 Xidizing Properties

2.12 Additional Renarks

Remar k: The BUA-report No. 40 includes further information
16- APR- 2001

- 9/46 -



Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways I D 91-66-7

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: H
Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: = .0000000001642617 cnB/(nol ecul e * sec)
Degr adat i on: 50 % after .8 hour(s)
Met hod: other (calculated): AOP v1.89
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (9)

3.1.2 Stability in Water

Type: abiotic
Met hod: other: (calculated): Hydrowin vl1.67

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Resul t: Hydrowi n v1. 67 cannot estimate a hydrol ysis rate constant

for this structure.

Reliability: (2) wvalid with restrictions
24- SEP- 2001 (9)

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnental Conpartnents

Type: fugacity nodel level 111

Medi a: other: air water soil sedinent

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.II/111):

Soil (L.1L/111):

Met hod: other: BCF v2.13 Level |11 Fugacity Mbodel

Year : 1999
Resul t: Medi a Distribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Air 0.2 1.56 1000 5. 19e-012
\Wat er 22.3 900 1000 2.27e-009
Soi | 76. 8 900 1000 4. 26e- 009
Sedi ment 0.718 3. 6e+003 0 1. 73e- 009

- 10/ 46 -



3.  Environnental

Fat e and Pat hways

Dat e: 28- SEP-2001

I D 91-66-7

Reliability:
Fl ag:
17- AUG 2001

3.3.2 Distribution

Per si st ence Ti ne:

Reaction Ti me:
Advection Tine:

Per cent React ed:
Per cent Advect ed:

528 hr

605 hr
4.11e+003 hr
87.2

12.8

(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

3.4 Mode of Degradation in Actual

3.5 Bi odegradation

Type:

| nocul um
Concentration:
Degr adat i on:
Resul t:

Met hod:

Year :

Test subst ance:

Reliability:

Fl ag:
17- AUG 2001

Type:

| nocul um
Concentration:
Degr adat i on:
Met hod:

Year :

Test subst ance:

Reliability:

Fl ag:
17- AUG 2001

aer obi ¢

activated sl udge

100 ny/|

0 %after 28 day
under test conditions no biodegradati on observed

CECD Guide-line 301 C "Ready Biodegradability: Mdified MTI

Test (1)"
1983

GLP: yes

other TS: N, N-di et hyl aniline;

(1) wvalid wthout
GLP gui del i ne study

restriction

purity = 99.5 %

Critical study for SIDS endpoi nt

aer obi ¢

predom nantly domestic sewage,
.8 ng/l related to Test substance

> 90 % after 20 day
CECD Guide-line 301 D

Test"
1977

adapt ed

G.P: no

other TS: N, N-di et hyl aniline;

(1) valid without

Qui del i ne st udy

restriction

purity not

Critical study for SIDS endpoi nt

- 11/46 -

not ed

(9)

(16)

"Ready Bi odegradability: Cl osed Bottle

(10)



Dat e: 28- SEP-2001

3. Environnmental Fate and Pat hways I D 91-66-7
Type: aer obi c
| nocul um activated sl udge
Concentrati on: 100 ng/l related to Test substance
Degr adat i on: after 14 day
Resul t: under test conditions no biodegradati on observed
Met hod: CECD Guide-line 301 C "Ready Bi odegradability: Mdified MTI
Test (1)"
Year : 1981 GLP: no

Test subst ance:
Renar k:

Reliability:
Fl ag:
17- AUG 2001

3.6 BOD5, COD or

COD
CQOD:
16- APR- 2001

Year :
Concentration:

Renar k:

16- APR- 2001

other TS: N N diethylaniline; purity not noted

Met hod: " Bi odegradati on test of chemi cal substance by

m croorganisns etc."” stipulated in the Order Prescribing
the Itenms of the Test Relating to the New Chem cal Substance
(1974, Order of the Prine Mnister, Mnister of Health and
Wl fare, the MTI No. 1). This guideline corresponds to
"301C, Ready Bi odegradability: Mdified MTI Test I"
stipulated in the CECD Guideline for Testing of Chemnicals
(May 12, 1981).

Sl udge conc.: 30 ny/l

(1) wvalid without restriction

Qui del i ne st udy

Critical study for SIDS endpoi nt

(17)
BOD5/ COD Rati o
2346 ng/ g substance

(10)
1983 GLP: yes
4 mg/l related to Test substance
BOD5 < 0.1 g/g
COoD 1.28 g/g

(16)

- 12/ 46 -



Dat e: 28- SEP-2001

3. Environnmental Fate and Pat hways I D 91-66-7

3.7 Bioaccunul ati on

Speci es: Cyprinus carpio (Fish, fresh water)

Exposure period: 56 day

Concentrati on: .02 mg/ |

BCF: 17 - 125

El i m nation:

Met hod: OECD Cuide-line 305 C

Year : 1981 G.P: no data

Test substance: other TS: N, Ndiethylaniline; purity not stated

Remar k: Met hod: " Bi oaccunul ati on test of chem cal substance in fish
and shellfish" stipulated in the Order Prescribing the
Itenms of the Test Relating to the New Chem cal Substance
(1974, Oder of the Prime Mnister, the Mnister of Health

17- AUG 2001

Speci es:

Exposure period:

Concentration:
BCF:
El i m nati on:
Met hod:

Year :
Test subst ance:
Renar k:

17- AUG 2001

Speci es:

Exposure period:

Concentration:
BCF:
El i m nati on:
Met hod:

Year :
Test subst ance:
Resul t:

Reliability:

and Welfare, the MTI No. 1). This guideline corresponds
to "305C, Bioaccumnul ation: Degree of Bioconcentration in
Fish" stipulated in the OECD Guidelines for Testing of
Chemicals (May 12, 1981).

(17)

Cyprinus carpio (Fish, fresh water)

56 day

.2 ng/l

44 - 161

OECD Cuide-line 305 C

1981 G.P: no data

other TS: N, Ndiethylaniline; purity not stated

Met hod: " Bi oaccunul ati on test of chem cal substance in fish
and shellfish" stipulated in the Order Prescribing the
Itenms of the Test Relating to the New Chem cal Substance
(1974, Oder of the Prime Mnister, the Mnister of Health

and Welfare, the MTI No. 1). This guideline corresponds
to "305C, Bioaccumnul ation: Degree of Bioconcentration in
Fish" stipulated in the OECD Guidelines for Testing of
Chemicals (May 12, 1981).

(17)

70. 58
ot her: BCF Program (v2.13)

GLP: no
other TS: nol ecul ar structure
Log Kow (estinmated) 3.15
Log Kow (experinental): 3.31
Log Kow used by BCF estimates: 3.31

Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 1.849
(2) wvalid with restrictions

(BCF = 70. 58)

- 13/46 -



Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways I D 91-66-7

Accept ed cal cul ati on net hod
17- AUG 2001 (9)

3.8 Additional Remarks

- 14/ 46 -



Dat e: 28- SEP-2001

4. Ecotoxicity I D 91-66-7

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type: fl ow t hrough
Speci es: Pi nephal es pronelas (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
LC50: 16.4
Met hod: EPA OPP 72-1
Year : G.P: no data

Test subst ance:

Met hod:

Test condition:

other TS: N, N-diethylaniline purchased from Al drich Chemi cal
Co., MIwaukee, W; purity = 99%

pH was adj usted to approxi mate that of Lake Superior water (pH
7.8) with NaOH or HCL.

Compound anal yses were done by G.C. all exposure chanbers at

0, 24,48,72, and 96 hr.

Fat head m nnows used in this experinment were 34 days old and
were cultured at USEPA Environnental Research Laboratory,
Dul uth, MN and University of Wsconsin - Superior canpus.

10 fish/concentration and control. Behavior and toxic signs
were noted at 4, 24,48,72 and 96 hours.

Tenperature = 25.1 degree C (+/-0.57); Dissolved oxygen =
7.0 ny/l; pH =7.74; hardness = 39.5 ng/l CaCO3; Tank vol une =

1 liter; Concentrations (neasured)= 6.15, 13.1, 20.6, 27.9,
33.9 no/l.

Reliability: (1) wvalid without restriction
Qui del i ne study

Fl ag: Critical study for SIDS endpoi nt

17- AUG 2001 (18)

Type: static

Speci es: Oncor hynchus nykiss (Fish, fresh water)

Exposure period: 96 hour(s)

Unit: ng/ | Anal yti cal nonitoring: no

LC50: 38.5

Met hod: ot her

Year: 1983 GLP: yes

Test subst ance:
Test condition:

other TS: N, N-diethylaniline; purity = 99.5 %
Tenperature: 15 degree C, pH 6.8-8.0,
Oxygen conc.: 6.0-10.6 ng/|

Reliability: (2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent

Fl ag: Critical study for SIDS endpoi nt

17- AUG 2001 (16)

- 15/ 46 -



4. Ecotoxicity

Dat e: 28- SEP-2001
I D 91-66-7

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:
Resul t:
Reliability:
19- JUN- 2001

Type:
Speci es:

Exposure period:

Unit:
LCO:
LC100:
Met hod:

Year :
Test subst ance:
17- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Renar k:
24- SEP- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Oryzias latipes (Fish, fresh water)

48 hour (s)

ng/ | Anal yti cal nonitoring:
25

other: according to Japan Industrial Standards
1971 GLP:

other TS: N, N diethylaniline; purity not noted
LC50 (24 hours) = 40.0 ny/l
(2) wvalid with restrictions

static

Leuci scus idus (Fish, fresh water)

48 hour ('s)

ng/ | Anal ytical nmonitoring: no
20

50

(8)

ot her: Bestinmung der akuten Wrkung von Stoffen auf Fische.

Arbeitskreis "Fischtest" im Hauptausschuss "Detergentien”

(15.10.73)
1973 G.P: no
other TS: N Ndiethylaniline; purity not stated

Pi nephal es pronelas (Fish, fresh water)

96 hour (s)

ng/ | Anal ytical nonitoring: no
7.63

G.P: no

other TS: nol ecul ar structure
SAR cal cul ati on

other: cal cul ati on

ot her: Fish

96 hour (s)

ng/ | Anal ytical nmonitoring: no
9.181

ot her: ECOCSAR vO0. 99e

1999 G.P: no

other TS: nol ecul ar structure
(2) wvalid with restrictions

- 16/ 46 -

(10)

(19)

(9)



4. Ecotoxicity

Dat e: 28- SEP-2001
I D 91-66-7

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:
17- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
17- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Renar k:

17- AUG 2001
Type:
Speci es:
Exposure period:
Unit:
LC50:
Met hod:

Year:
Test substance:
Reliability:
24- APR- 2001

Oryzias latipes (Fish, fresh water)

48 hour ('s)

ng/ | Anal ytical nonitoring:

16.8

ot her: Japanese Industrial Standard (JI'S K 0102-1986-71)

wast e water"
G.P: no data
purity not stated

"Testing nethods for industrial

other TS: N, N-di et hyl aniline;

Pi nephal es pronelas (Fish, fresh water)
96 hour (s)
nol /| Anal ytical nonitoring: no data
3.959
other: no data
G.P: no data

other TS: N Ndiethylaniline; purity not stated

Sal nmo gairdneri (Fish, estuary, fresh water)
96 hour (s)
ng/ | Anal ytical nmonitoring: no
6. 14
GLP: no
other TS: nol ecul ar structure
SAR cal cul ati on
ot her: cal cul ation
other: Fish
14 day
ng/ | Anal ytical nonitoring: no
19. 963
ot her: ECGCSAR vO0. 99e
1999 GP: no
other TS: nol ecul ar structure

(2) wvalid with restrictions

- 17/ 46 -
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Dat e: 28- SEP-2001

4. Ecotoxicity I D 91-66-7
4.2 Acute Toxicity to Aquatic Invertebrates
Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 24 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
ECO: 35. 4
EC50: 70.7
EC100: 141
Met hod: CECD Gui de-line 202, part 1 "Daphnia sp., Acute
I robi | i sation Test"
Year : 1984 GLP: no
Test substance: other TS: N, N-diethylaniline; purity not noted
Reliability: (1) wvalid without restriction
Qui del i ne study
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (10) (21)
Type: static
Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
EC50: 1- 1.6
Met hod: EPA OIS 797. 1300
Year: 1992 GLP: yes
Test substance: other TS: N, N diethylaniline; purity >99% supplied by Merck
Resul t: Nomi nal Measur ed
EC50 -24hr 18ng/l (2. 8-116) 3.5nmg/ | (0. 25-25)
EC50 -48hr 7.7 nmg/l (6.5-9.1) 1.3ng/l (1.0-1.6)
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (22)
Type: static
Speci es: ot her: Tetrahynmena pyriforms
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no data
EC50: 35.1
Met hod: other: according to Schultz, T. et al. (1991)
Year : G.P: no data

Test subst ance:
Resul t:

28- SEP- 2001

other TS: N, N diethylaniline; purity >95%
Log of the inverse of 48hr 50% I nhibitory G owh Concentration
(1GC50) = 3.629 nol /|

(23)
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4. Ecotoxicity

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:
19- JUN- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:
19- JUN- 2001

Dat e: 28- SEP-2001
ID: 91-66-7
ot her: cal cul ation
Daphnia sp. (Crustacea)
48 hour ('s)
ng/ | Anal yti cal nonitoring: no
10. 651
ot her: ECCSAR vO0. 99e

1999 GP: no
other TS: nol ecul ar structure
(2) wvalid with restrictions

(9)

ot her: cal cul ation

Mysi dopsi s bahia (Crustacea)

96 hour (s)

ng/ | Anal ytical nonitoring: no
1.165

ot her: ECOCSAR vO0. 99e

1999 GP: no
other TS: nol ecul ar structure
(2) wvalid with restrictions

(9)

ot her: cal cul ation

Daphnia sp. (Crustacea)

16 day

ng/ | Anal ytical nonitoring: no
. 903

ot her: ECCSAR vO0. 99e

1999 GP: no
other TS: nol ecul ar structure
(2) wvalid with restrictions

(9)

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC10:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:

Fl ag:
17- AUG 2001

Scenedesnus subspicatus (Al gae)

ot her: cell count

72 hour (s)

ng/ | Anal ytical nmonitoring: no

2.8

5.6

ot her: Besti nmungbder Hemmwi r kung von Wasseri nhal t sst of f en auf

G unal gen Scenedesmnus- Zel | vr mehr ungs- Hermt est
1987

other TS: N, N-di et hyl aniline;
(2) wvalid with restrictions
Meets National standards nethod (AFNOR/ DI N)
Critical study for SIDS endpoi nt

L 9 Stand 1987¢g
GLP: no

purity not noted

(10) (24)
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4. Ecotoxicity

Dat e: 28- SEP-2001
I D 91-66-7

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
ChvV :
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
17- AUG 2001

4.4 Toxicity to M

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
17- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
ECO:
Met hod:

Year :
Test subst ance:
17- AUG 2001

ot her al gae:
grom h rate

green al gae

96 hour (s)

ng/ | Anal yti cal nonitoring:
7.114

1.383

ot her: ECCSAR vO0. 99e

1999 G.P: no
other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

(9)

croorgani snms e.g. Bacteria

aquatic
activated sl udge
3 hour (s)

ng/ |

> 100

other: ETAD 103: A Screening Test for the Assessnent of the
Possi bl e Inhibitory Effect of a Chemical Substance on Aerobic

Anal ytical nonitoring:

Wast e Water Bacteria (26.07.1979)
G.P: no data

other TS: N, Ndiethylaniline; purity = 99.5 %

(16)
aquatic
Pseudononas fl uorescens (Bacteria)
24 hour (s)
ng/ | Anal ytical nmonitoring: no
1000
ot her: Bestinmung der bi ol ogi schen Schadwi r kung toxi scher
Abwaesser gegen Bakterien. DEV, L 8 (1968) nodifiziert
1973 G.P: no
other TS: N Ndiethylaniline; purity not stated

(10)
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Dat e: 28- SEP-2001

4. Ecotoxicity I D 91-66-7
4.5 Chronic Toxicity to Aquatic Organi sms
4.5.1 Chronic Toxicity to Fish
Speci es: ot her
Endpoi nt : ot her
Exposure period: 30 day
Unit: ng/ | Anal ytical nonitoring: no
chv 1.424
Met hod: ot her: ECCSAR vO0. 99e

Year : GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

17- AUG 2001 (9)
4.5.2 Chronic Toxicity to Aquatic Invertebrates
Speci es: Daphni a magna (Crustacea)
Endpoi nt :
Exposure period: 21 day
Unit: ng/ | Anal ytical nonitoring: no

Met hod:

Year :
Test subst ance:
Remar k
16- APR- 2001

TERRESTRI AL ORGANI

4.6.1 Toxicity to

Type:
Speci es:
Endpoi nt :
Exposure period:
Unit:
LC50:
Met hod:

Year:
Test substance:
Remar k:

Reliability:

17- AUG 2001

4.6.2 Toxicity to

ot her: UBA- Verfahrensvorschl ag (vorl aeufiger) "Verlaengerter
Toxi zi t aet stest bei Daphni a magna" (Bestimmung der NCEC fuer
Repr oduktionsrate, Mortalitaet und den Zeitpunkt des ersten
Auftretens von Nachkonmen, 21 d)(01.02.1984)

GLP: no

R21: 82.1 %at 0.3 ny/l
(10)

SMS
Soil Dwelling Organisns

ot her: cal cul ation

Ei senia fetida (Wrm (Annelida), soil dwelling)
ot her

14 day

ot her: ppm

406. 143

ot her: ECCSAR vO0. 99e

1999 G.P: no

other TS: nol ecul ar structure

Chemical may not be sol ubl e enough to neasure this predicted
effect.

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

(9)

Terrestrial Plants
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Dat e: 28- SEP-2001
4. Ecotoxicity I D 91-66-7

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks

Remar k: BUA Report No. 40 includes further ecotoxicol ogical data.
16- APR- 2001
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Dat e: 28- SEP-2001
5. Toxicity I D 91-66-7

5.1 Acute Toxicity

5.1.1 Acute Oral Toxicity

Type: LD50
Speci es: r at
Strain: W st ar
Sex: mal e
Nurber of
Ani mal s: 10
Vehi cl e: ot her: wundiluted
Val ue: ca. 606 ng/ kg bw
Met hod: Directive 84/449/EEC, B.1 "Acute toxicity (oral)"
Year : 1978 GLP: no
Test substance: other TS: undiluted N, N-diethylaniline; purity not noted
Met hod: single oral application by gavage of undiluted TS, 0.1, 0.5,
0.7, 0.8 m/kg, 14 d observation period
Remar k: LD50 = 0.65 m /kg bw
Resul t: signs of toxicity: cyanosis, pal nospasns, disorders of

bal ance, increased diuresis, inpaired general condition

Doses t oxi col ogi cal result
m / kg no.of rats no of deaths time of death
wi th toxic signs
0.1 0 0
0.5 10 1/ 10 d 2
0.6 10 2/ 10 d 4-6
0.7 10 6/ 10 d 2-4
0.8 10 10/ 10 d 2-5
Reliability: (1 valid without restriction
Qui del i ne study
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (25)
Type: LD50
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Val ue: = 720 ng/ kg bw
Met hod:
Year : GLP: no
Test substance: other TS: undiluted N, N-diethyl aniline
16- APR- 2001 (26)
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5. Toxicity

Dat e: 28- SEP-2001

I D 91-66-7

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

10- AUG- 2000

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

16- APR- 2001

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

10- AUG- 2000

LD50
rat

720 - 1159 ng/ kg bw
other: no data

GaP:

no data

LD50
rat

= 782 ng/ kg bw

GaP:

LDLo
rabbit

486 - 1870 ng/ kg bw
other: no data

GP:

no data

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :
Test subst ance:

LC50
rat

4 hour (s)
= 1.92 ny/l

no data

no data

no data

(27)

(28)

(27)

other: according to: CECD Acute Toxicity Screening Program

Protocol for Acute Inhalation Toxicity Studies (nodified)

GLP: yes
other TS: N, N diethylaniline; purity not noted
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5. Toxicity

Dat e: 28- SEP-2001
I D 91-66-7

Renar k:
Resul t:
Reliability:
Fl ag:

17- AUG 2001

5.1.3 Acute Dernal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year :

Test subst ance:

Renar k:
Fl ag:
17- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:
16- APR- 2001

LC50 val ue expressed as actua
lytically determ ned)

Particle size ~ 3.5 - 5.0 microns; 75-89% <10 mi crons
signs of toxicity (among others): ataxia and trenors in
ani mal s exposed to an actual concentration of 1.97 ny/l
or greater

(1) wvalid wthout
GLP gui del i ne study
Critical study for SIDS endpoi nt

restriction

Toxicity

LD50

r at

no data
no data

ot her: undil uted
> 5000 ny/ kg bw

other: undiluted TS, observation tine: 14 d, no further
i nformation
GLP: no
other TS: undiluted N, N-diethylaniline; purity not noted
no signs of intoxication, no local irritancy
Critical study for SIDS endpoi nt
LD50
r abbi t
468 - 935 ng/ kg bw
other: no data
G.P: no data
no data

Mortality 0/4 at 468 ng/ kg; 4/4 at 935 ng/ kg.
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5. Toxicity

Dat e: 28- SEP-2001
I D 91-66-7

5.1.4 Acute Toxicity, other Routes

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Rout e of admn.:

Val ue:
Met hod:
Year :

Test subst ance:

16- APR- 2001

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

16- APR- 2001

LD50
nouse

i.p.
= 870 ng/ kg bw
GLP: no
other TS: undiluted N, N-diethyl aniline
(32)

LD50
manmal

ot her: unreported
= 2570 ng/ kg bw

G.P: no data

(33)

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Rel i ability:

Fl ag:
17- AUG 2001

rabbit

slightly irritating

CECD Guide-line 404 "Acute Dermal Irritation/Corrosion”
1981 G.P: no data
other TS: undiluted N, N-diethyl aniline
(1) wvalid without restriction
Qui del i ne st udy
Critical study for SIDS endpoi nt
(34)
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5. Toxicity

Dat e: 28- SEP-2001
I D 91-66-7

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:

Year :

Test subst ance:

Reliability:
16- APR- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year :

Test subst ance:

16- APR- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year :

Test subst ance:

Renar k:
16- APR- 2001

r at

not irritating

other: according to: Draize, J.P. et al.: J.
377 (1944)

of Pharmacol. 82,
G.P: no

(2) wvalid with restrictions
(35)

rabbit

nmoderately irritating

other: site of application: back or ear; exposure tinme: 1
mn., 5mn., 15 mn. (back) and 20 hours (back or ear);
observation period: 8 days
GLP: no
other TS: undiluted N, N-diethyl aniline
(30)

rabbit

ot her: exposure time: 24 hours, site of application: ear
dose: 500 ul/animal, sem occlusive, observation period: 7 days
GLP: no

result: highly irritating, corrosive
(36)

- 27/ 46 -



5. Toxicity

Dat e: 28- SEP-2001
I D 91-66-7

5.2.2 Eye Irritation

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
17- AUG 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

16- APR- 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:

Year :

Test subst ance:

Renar k:

16- APR- 2001

rabbit

not irritating

CECD Guide-line 405 "Acute Eye Irritation/Corrosion”
1987 G.P: no data

other TS: undiluted N, N-diethylaniline; purity not noted
(1) wvalid without restriction

Qui del i ne st udy

Critical study for SIDS endpoi nt

(37)
r abbi t
not irritating
ot her: dose: 50 ng/animal, observation period: 8 days
GLP: no
other TS: undiluted N, N-diethyl aniline
(30)

rabbit

other: dose: 0.1 m/animal (according to: Draize, J.P. et al.
J. of Pharmacol. 82, 377 (1944))

GLP: no
other TS: undiluted N, N-diethyl aniline
result: little irritative effects (maximal effects 1 hour

after application); effects conpletely reversible after
48-96 hours
(35)
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5. Toxicity

Dat e: 28- SEP-2001
I D 91-66-7

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:
EC cl assificat.:
Met hod:

Year :
Test subst ance:
16- APR- 2001

5.3 Sensitization

Type:
Speci es:
Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year :
Test subst ance:
Fl ag:
16- APR- 2001

Type:
Speci es:
Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year :
Test subst ance:
Renar k:

Fl ag:
16- APR- 2001

rabbit

slightly irritating

ot her: dose: 100 ul/animal, observation period: 7 days
GLP: no

(36)

ot her
gui nea pig

not sensitizing

ot her: induction exposure by dermal application of a 10 %
solution of N, Ndiethylaniline; challenge exposure by dermal
application of 1 or 2 %solutions of the test substance
GLP: no
other TS: N, N-diethylaniline was di ssol ved in acetone
Critical study for SIDS endpoi nt
(35)

ot her
hunman

GLP:
other TS: N, N-diethylaniline; comercial grade
No cases of allergic sensitization have been reported as a
result of exposures at Buffal o Col or Corporation
Critical study for SIDS endpoi nt
(38)
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Dat e: 28- SEP-2001

5. Toxicity ID: 91-66-7

5.4 Repeated Dose Toxicity

Speci es: r at Sex: mal e/fenmal e
Strain: W st ar

Route of admin.: gavage

Exposure period: 28 d

Frequency of
treatnent:

Post. obs.
peri od:

Doses:

Control G oup:

LOAEL

Met hod:

Year :

Test subst ance:

Resul t:

daily, 7 d/w

no
10, 50 or 250 ng/ kg bw d
yes, concurrent vehicle
10 ng/ kg bw

OECD Cui de-1ine 407
28-day or 14-d Study"
1981 G.P: no data

other TS: N, Ndiethylaniline; purity: 99.73 %

all dose groups: nortality and grow h of the animals not
significantly altered; food intake and water intake com
parable to control val ues; haematol ogy: decreased red cel
counts, decreased haenogl obin contents, decreased packed
cell volune (PCV) values in males and fenal es, increased
MCV- and MCH-val ues in the femal es; black colouration of
the spleen; absolute and relative spleen weights increased;
hi st ol ogi cal evidence of the spleen: haenosiderosis, extra-
medul | ary haemat opoi esis, spl enic hyperaem a; histol ogi ca

"Repeated Dose Oral Toxicity - Rodent:

evi dence of the liver: haenosiderosis in the Kupffers cells
10 nmg/ kg bw/ d: no clinical signs of toxicity

10 and 50 ng/ kg bw d: no indications of nephrotoxic effects
50 ng/ kg bw d: increased frequency of respiratory sounds

in the nal es

50 and 250 ng/ kg bw d: haemnat ol ogy: increased MCV- and
MCH-val ues in the mal es, decreased MCHC val ues in nal es

and femal es, hyperbilirubinaem a; polychronmasia; swollen

spl eens; histological evidence of the liver: increase in the
ext ramedul | ary haemat opoi esi s

250 ng/ kg bw d: increased frequency of respiratory sounds

in the femal es; increased salivation in the fenales; black
colouration of the kidneys in the femal es; histopathol ogi ca
findings in the kidneys of nales and fenal es: ferriferous

pi gment detectable in the epithelia of the pars contorta;
clinical chemstry of the peripheral blood: increased al bu-
mn levels in the nmal es, decreased potassiumlevels in males
and fenal es

(1) wvalid without restriction

Qui del i ne st udy

Fl ag: Critical study for SIDS endpoi nt

17- AUG 2001 (39)

Reliability:
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Dat e: 28- SEP-2001
5. Toxicity ID. 91-66-7
Speci es: dog Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 3 d
Frequency of
treatnent: no data
Post. obs.
peri od: no
Doses: 5 g/animal (total dose given to the animal in the course of
t he experinmental period)
Control G oup: no data specified
Met hod:
Year : GLP: no
Test substance: other TS: N, N-diethylaniline was dissolved in olive oi
Remar k: one ani mal was used in the study
Resul t: signs of toxicity (no details) on the second experinenta
day, death of the animal on the third day; p-diethylam no-
phenol identifiable as urinary netabolite; neither N N-di-
ethyl aniline nor N, N-diethylaniline-Noxide detectable in
the urine
16- APR- 2001 (40)
Speci es: r abbi t Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 5 d
Frequency of
treatnent: no data
Post. obs.
peri od: no
Doses: 2.9 g/animal (total dose given to the animals during the
experi mental period)
Control G oup: no data specified
Met hod:
Year : GLP: no
Test substance: other TS: N, N-diethylaniline was dissolved in olive oi
Remar k: 2 animals were used in the study
Resul t: signs of toxicity (no details) on the fourth experinenta
day, death of the animals 2 days |ater; p-diethylam nopheno
identifiable as urinary nmetabolite; neither N, N-diethyl ani -
line nor N, N-diethylaniline-N oxide detectable in the urine
16- APR- 2001 (40)
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Dat e: 28- SEP-2001
5. Toxicity ID. 91-66-7
Speci es: gui nea pig Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 5 h
Frequency of
treat ment: 4 s.c. injections within 5 h
Post. obs.
peri od: no
Doses: total dose: 3000 ng/ kg bw
Control G oup: no
Met hod:
Year : GLP: no
Test substance:
Remar k: 1 ani mal was used
Resul t: signs of toxicity: trenor, convul sions, paralysis of the
pel vic extrem ties, nystagnus, accelerated respiration;
death of the animal 4 hours after the final application
16- APR- 2001 (41)
Speci es: gui nea pig Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 33 h
Frequency of
treat ment: 9 s.c. injections within 33 h
Post. obs.
peri od: no
Doses: total dose: 11000 ng/ kg bw
Control G oup: no
Met hod:
Year : GLP: no
Test substance:
Remar k: 1 ani mal was used
Resul t: signs of toxicity: trenor, convul sions, paralysis of the
pel vic extremties, decel erated and | aboured respiration,
bl ood not bl ack- col our ed
16- APR- 2001 (41)
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Dat e: 28- SEP-2001
5. Toxicity ID. 91-66-7
Speci es: r abbi t Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 41.5 h
Frequency of
treat ment: 3 s.c. injections within 41.5 h
Post. obs.
peri od: no
Doses: total dose: 1400 ng/ kg bw
Control G oup: no
Met hod:
Year : GLP: no
Test substance:
Remar k: 1 ani mal was used
Resul t: no signs of toxicity following the first and the second
application (adm nistration of 300 and 500 ng/ kg bw, re-
spectively, at an interval of 17.5 hours); signs of toxi-
city following the third injection after further 24 hours:
br owni sh di scol oration of the pupils and of the blood, no
central nervous effects; death occurred 26 hours after the
third application due to a subacute feverish nephritis
16- APR- 2001 (41)
Speci es: nouse Sex:
Strain:
Route of admin.: other: injection
Exposure period: 4 days

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Renar k:

10- AUG 2000

12 injections/day

No Dat a
450 ny/ kg/ day
no data specified

G.P: no data
no data
10 out of 10 tunor-bearing mice failed to survive nore than
four days at 450 ng/kg/day. Al of 10 tunor-bearing nice
survived 12 daily injections of 225 ng/kg. My cause ki dney
and/ or |iver damage.

(42)
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Dat e: 28- SEP-2001

5. Toxicity ID. 91-66-7
Speci es: nouse Sex: no data
Strain: no data
Route of admin.: i.p.
Exposure period: 3
Frequency of

treat ment: daily
Post. obs.

peri od: no data
Doses: 0.5 nMkg bwd (= 75 ng/ kg bw d)
Control G oup: yes
Met hod:

Year : GLP: no

Test substance:
Resul t: forty-eight hours after the final admnistration, no sig-

16- APR- 2001

5.5 Genetic Toxici

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Reliability:
Fl ag:
17- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Reliability:
Fl ag:
17- AUG 2001

ni fi cant met haenogl obi n or sul phhaenogl obin formati on was
observed (no further data)

(43)
ty 'in Vitro'
Ames test
Sal nonel I a typhi murium TA 97, TA 100, TA 1535, TA 1537, TA

1538, TA 2637
1- 5000 ug/ pl ate

wi th and wi t hout

negative

other: nodified preincubation nethod of the Anes assay
G.P: no data

other TS: N, N-diethylaniline; purity not noted

(2) wvalid with restrictions
Qui deline study with acceptable restrictions
Critical study for SIDS endpoi nt
(44)

Unschedul ed DNA synt hesi s

primary cultured rat
1uM- 1 nM(=0.15 -

hepat ocyt es
150 ug/ m)

negative

CECD Guide-line 482 "Cenetic Toxicol ogy: DNA Damage and

Repai r/ Unschedul ed DNA Synthesis in Mammalian Cells in vitro"
G.P: no data

other TS: N Ndiethylaniline; purity not stated

(1) wvalid without restriction

Qui del i ne study

Critical study for SIDS endpoi nt

(45)
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Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Fl ag:
17- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
17- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
17- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

17- AUG 2001

Escherichia coli reverse nutati on assay

Escherichia coli W2 uvrA, WP2 uvrA/ pKM
1- 5000 ug/ pl ate

with and wi t hout

negative

other: nodified preincubation nethod of the Anes assay
G.P: no data

other TS: N, N diethylaniline; purity not noted

Critical study for SIDS endpoi nt

(44)
Ames test
Sal nonel | a typhi murium TA 97, TA 98, TA 100, TA 1535
1- 333 ug/plate
with and wi t hout
negative
ot her: preincubation assay
G.P: no data
other TS: N N diethylaniline; |abel purity: 99 %
(46)
Bacterial gene nutation assay
bacterial test system (no further data)
no data
negative
G.P: no data
(47)
Ames test
Sal monel I a typhi murium (no further data)
no data
no data
negative
G.P: no data
(48)
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Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
24- SEP- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Renar k:
24- SEP- 2001

5.6 CGenetic Toxici

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Resul t:

Reliability:
Fl ag:
17- AUG 2001

Ames test

Sal nonel | a typhi murium TA 98

1- 5000 ug/ pl ate

wi t hout
negative

other: nodified preincubation nethod of the Anes assay

G.P: no data

other TS: N, N-di et hyl aniline;

the test was perforned in the presence of norharnman

Anmes test

Sal nonel | a typhi murium TA 98

1- 5000 ug/ pl ate

with
positive

other: nodified preincubation nethod of the Anes assay

purity not

G.P: no data

other TS: N, N-di et hyl aniline;

the test was perforned in the presence of norharnman

ty 'in Vivo'

M cr onucl eus assay

nouse

other: Bor: NWRI

i.p.

single adm nistration

600 ny/ kg bw
negative

OECD CGuide-line 474

other TS:

aniline were found;

( SPF Han)

purity not

Sex: nmal e/femal e

GLP: yes

N, N- di et hyl ani |'i ne;
no indi cations of a clastogenic effect of N Ndiethyl-
there was an altered rati o between

purity: 99.73 %

not ed

not ed

pol ychromati ¢ and nornochromatic erythrocytes

(1) wvalid wthout
GLP gui del i ne study

restriction

Critical study for SIDS endpoi nt

5.7 Carcinogenicity
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(44)

"Cenetic Toxicology: Mcronucleus Test"

(49)



Dat e: 28- SEP-2001
5. Toxicity I D 91-66-7

5.8 Toxicity to Reproduction

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7.

5.9 Devel oprental Toxicity/ Teratogenicity

Speci es: r at Sex: femal e
Strain: other: CD (Sprague-Daw ey derived)
Route of admin.: gavage

Exposure period: days 6-15 of gestation
Frequency of

treat ment: daily
Duration of test: sacrifice of the females on day 20 of gestation
Doses: 50, 250 or 500 ngy/ kg bw d
Control G oup: yes, concurrent vehicle

NOAEL Maternalt.: 250 m/kg bw
NCAEL Ter at ogen.: 250 m/kg bw

Met hod: EPA OTS 798. 4900
Year : G.P: no data
Test substance: other TS: N, N-diethylaniline; purity: 98.4 - 98.5 %
Remar k: the I ow and m d-dose groups contained 24 femal es each
t he hi gh-dose group contained a total of 29 females
Resul t: all dose groups: maternal effects: nean food consunption

statistically lower than control; excessive salivation

no adverse effect of treatnent evident fromuterine im

pl antati on data; evaluation of fetuses recovered from
treated group females for external, visceral and skeleta
mal formati ons indi cated no adverse effect of treatnent

(no teratogenic or enbryotoxic effects)

50 and 250 ng/kg bw d: no maternal nortality; nean feta
wei ght and fetal sex distribution unaffected

250 and 500 ng/ kg bw d: maternal effects: excessive lacri-
mati on; staining of the skin/fur in the ano-genital area
500 ng/ kg bw d: maternal toxicity: two femal es died and
three females were killed in a noribund condition (nor-
tality rate = 17.2 % ; fetotoxicity: nean fetal weight sta-
tistically lower than control, increase in the incidence
of fetuses with unossified sternebral elenents (suggestive
of a retardation in ossification)

Reliability: (1) wvalid without restriction
Qui del i ne st udy
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (50)
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5. Toxicity ID: 91-66-7
Speci es: r at Sex: femal e
Strain: other: CD (Sprague-Daw ey derived)
Route of admin.: gavage

Exposure period:
Frequency of

treat nent:
Durati on of test:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Remar k

Resul t:
Reliability:
17- AUG 2001
5.10 O her
Type:

Remar k

07- MAY- 1993
Type:

Remar k

16- APR- 1993

Rel evant

days 6-15 of gestation

daily
sacrifice of all surviving femal es on day 20 of gestation
100, 250, 500, 750, 1000, 1500 or 2000 ng/ kg bwd
yes, concurrent vehicle
EPA OTS 798. 4900

G.P: no data
other TS: N, Ndiethylaniline; 98.4 %active ingredient
five femal es/ group were used
type: range-finding study
all dose groups: no externa
fetuses
100, 250 or 500 nmg/ kg bw d: maternal data: no nortality;
reduced body wei ght gain during the day 6-15 treatnent
peri od; decrease in food consunption during the day 6-
10 interval of the treatnment period
250 and 500 ng/ kg bw d: maternal effects:
fur in the anogenital area
500 and 750 ng/ kg bw d: nmean feta
t han control
750 ng/ kg bw d: three females were killed in a nori bund
condition after one to three days of treatnment; only one
femal e survived to day 20 sacrifice
1000 ng/ kg bw d: all five females were sacrificed in a
nmori bund condition on day 7 of gestation; maternal toxi-
city: ataxia, |abored/shallow breathing, prostrate pos-
ture, cooler body tenperature
1500 and 2000 ng/kg bw d: the first two females in each
group died or were killed in a noribund condition on day
7 of gestation following a single treatnment day; due to
this nortality, the dose groups were term nated
(2) wvalid with restrictions

mal f ormati ons were seen in

stai ning of the

body wei ght data | ower

I nf or mati on

Bi ochem cal or cellular interactions

invitro assay: N Ndiethylaniline revealed no inhibitory
ef fect on mouse cytosolic al dehyde dehydrogenase activity;
test system L1210/CPA cells (= nurine |leukem a cell lines
resi stant to cycl ophospham de)

Met abol i sm
dogs received a single intravenous injection of 108 ng/ kg
bw of N, N-di et hyl aniline hydrochloride; 2 hours after the

(51)

(52)

application the N Ndiethylaniline-N oxide concentration at-
tai ned a maxi mumof ca. 5.5 ug N-oxide/m blood (no further

dat a)
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Type:
Renar k:

19- APR- 1993

Type:
Renar k:

19- APR- 1993

Type:
Renar k:

27- APR- 1993

Type:
Renar k:

05- MAY- 1993

Type:
Renar k:

21- APR- 1993

Type:
Renar k:

Met abol i sm
inan in vitro assay, the netabolismof N, N-diethylani-
line (concentration: 5 unol) by rabbit Iiver mcrosonal
preparati ons was studied; after 20 min. incubation, 7.8
% of the initial substrate concentration was nono- N dene-
thylated (formation of N-ethylaniline), 4.2 %was N oxi-
dated (formation of N, N-diethylaniline-Noxide) and 8.6 %
of the initial concentration of N Ndiethylaniline was
nmet abol i zed ot herwi se (unidentified netabolites)
(54)

Met abol i sm
in vitro assays: the oxidative deal kyl ati on of N, N-di et hyl -
aniline by synthetic iron(l11) porphyrin systens (as a nodel
of cytochrome P-450) was studied; N-ethylaniline was found
to be fornmed by oxidation of N, N-diethylaniline

(55) (56)

Met abol i sm
in vitro assay: mcrosones frompork |iver honogenates
were incubated with N,N-diethylaniline (concentration
5.0 unmoles/m = ca. 750 ug/m): the N-oxide of N Ndi-
ethyl aniline was fornmed only when the reaction medi um
was suppl enented with flavin adeni ne di nucl eoti de (FAD)
(57)

ot her
the effectiveness of various antidotes in the treatnent
of oral intoxication with N N-diethylaniline was inves-
tigated in male rats; N, N diethylaniline and the anti-
dotes were given orally by gavage, the adm nistration of
the antidote followng i mediately the treatnment with
N, N-di et hyl aniline: the admi nistration of cows mlk, cas-
ter oil or liquid paraffin did not affect significantly
the nmean survival time of the animals; the application of
activated charcoal as a 10 % aqueous suspension induced a
significant prolongation of the nean survival tine

(58) (59) (60) (61) (62) (63)

ot her: acute inhalation risk
rats were exposed to an atnosphere saturated with vapours
of N,N-diethylaniline at 20 degrees Centigrade for 8 h
no signs of toxicity were observable, no deaths occurred;
no pat hol ogi cal findings were detectable in the aninmals
killed after the 14 d-observation period (the test sub-
stance exhibited only little volatility)
(64)

other: acute inhalation toxicity

rats (number of animals unspecified) were exposed to N N
diethylaniline at a concentration of 0.8 ng/l for 6 hours
(whol e- body exposure; test concentration analytically de-
term ned); no signs of toxicity were observable during the
exposure period; during the observation period (14 days) no
deat hs occurred and no significant changes of body weights
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16- APR- 2001

Type:
Remar k

19- APR- 1993

Type:
Remar k

16- APR- 2001

Type:
Remar k

26- APR- 1993

Type:
Remar k

16- APR- 2001

wer e det ect abl e
(39)

ot her: haenmptoxicity
dogs were injected i.v. with 108 ng/ kg bw of N, N-di et hyl -
ani l i ne hydrochl oride (single adm nistration); ca. 3 hours
after application, the nethaenogl obin concentration attai ned
a maxi mum of ca. 40 % of the total blood pignent; in an ad-
ditional experinment, N, N-diethylaniline-N oxide was found
to display only m ni mal net haenogl obi n-form ng activity;
thus the authors conclude that N, N-di ethylaniline-N oxide
can be ruled out al nost conpletely as the factor in the net-
haenogl obin formation follow ng the injection of N, N-di-
ethyl ani line; the authors suppose that another netabolite of
N, N- di et hyl ani |l i ne, nanely p-diethyl am nophenol, plays an
important role in the nmethaenoglobin formation foll ow ng the
absorption of N,N-diethylaniline (this assunption has not
yet been experinmentally verified)

(53)

other: haenmotoxicity
after admnistration of |ethal doses of N Ndiethylaniline
to cats, nethaenogl obin was detectable in blood sanples (no
further data)
(40)

ot her: haenmotoxicity

cats (1 male, 1 female) received a single oral adm nis-

tration of 50 ul/kg bw (= ca. 47 ng/ kg bw) of N, N di-

et hyl ani line; cyanosis was detectable and 4 h after ap-

plication the maxi mal mnet haenogl obin | evel of blood was

found to be 77.8 % after 48 hours the met haenogl obi n

| evel s had returned to normal; the follow ng further signs

of toxicity were observed: abdom nal position, apathy,

vomting, salivation (the effects had di sappeared after

1 day); in this study, the nethaenogl obi naemc activity

of N, N-diethylaniline was conparable to that of aniline
(65)

ot her: haenmotoxicity
after a single i.p. admnistration of 0.5 mM kg bw (= 75
ng/ kg bw) of N, N diethylaniline to mce, nethaenogl obin
formati on was induced; a maxi num concentration of ca. 15
% et haenogl obi n was reached 10 nmin. after application;
24 hours after the adm nistration the concentration of net-
haenogl obi n was conparable to control val ues; a significant
sul phhaenogl obin formati on was not observable at any tine

(43)
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Type:
Remar k

16- APR- 2001
Type:
Renar k:

16- APR- 2001

5.11 Experience w

Remar k

16- APR- 2001

N, N-di et hyl ani l i ne was admi nistered to rats orally (do-
ses: 180 - 2100 ng/kg bw) or i.p. (doses: 280 - 2100 ny/

kg bw) or percutaneously (doses: 7100 - 16000 ng/ kg bw)
(single adm nistrations; 1 aninmal/dose used); the | owest

| ethal dose was found to be 620 ng/ kg bw given orally and
420 ng/ kg bw given i.p.; even the highest dose given per-
cut aneously (16000 ng/kg bw) did not induce deaths (the au-
thors suppose that in the case of percutaneous application
the relatively volatile test substance was not conpletely
absorbed); the follow ng signs of toxicity were observabl e
in the experinents: cyanosis, clonic spasns, uraem a; at

hi gher doses: unconsci ousness, lateral position, small en-
| argenent of the liver; histological findings (at higher
doses): degeneration and necrosis of the renal tubul ar epi-
thelium granul ar degeneration of the liver cells

(35)
N, N-di ethyl aniline given orally to rats (single adm nis-
tration) reveal ed al nost no mnet haenogl obi naem c activity,
in conparison with aniline (no further data)

(66)

th Human Exposure

Due to the consi dered adequacy of the engineering controls,
routi ne atnospheric nonitoring sufficient to result in
statistically significant statements on exposure control has
not been carried out. Rai sed net haenogl obin | evel s have not
been observed in personnel operating the plant, thus the
confidence in the controls in place has been confirned by
the lack of observed effects.
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I D 91-66-7

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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Exi sting Chem cal
CAS No.

El NECS Name

El NECS No.

Mol ecul ar Wi ght
Mol ecul ar Formul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L | D

ID: 102-27-2
102-27-2

N- et hyl - m t ol ui di ne
203-019-4

135.2

C9H13N

15-JUL- 1999

15-JUL- 1999

Bayer Corporation

29- CCT- 2001

29- CCT- 2001

21

Chapter: 1, 2, 3, 4, 5, 7

Reliability: without reliability, 1, 2, 3, 4

Flags: without flag, confidential, non confidential,
(DE), TA-Luft (DE), Material Safety Dataset, R sk

Assessnent, Directive 67/548/ EEC, SIDS

WK



1. Ceneral

I nf or mati on

1.0.1 CECD and Conpany I nfornmation

Type:
Narme:

Street:
Town:
Country:

21- AUG 2001

Type:
Nane:
Country:

25- SEP- 2001

Type:
Nane:
Country:

25- SEP- 2001

Type:
Nane:
Country:

25- SEP- 2001

Type:
Nane:
Country:

25- SEP- 2001

1.0.2 Location of

| ead organisation

Ameri can Chem stry Counci
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics

(MAANA) HPV Panel
1300 W1 son Boul evard
22209 Arlington, VA
United States

cooperating conpany
Al bemar | e Cor poration
United States

cooperati ng conpany
Bayer Corporation
United States

cooper ati ng conpany
Buf f al o Col or
United States

cooper ati ng conpany
ChenFirst, Inc.
United States

Production Site

1.0.3 ldentity of Recipients

1.1 CGeneral

Subst ance | nfornation

1.1.0 Details on Tenpl ate

1/ 21 -

25- SEP- 2001
I D 102-27-2

(formerly Chenical Manufacturers



Dat e: 25- SEP-2001
CGeneral Information ID: 102-27-2

.1.1 Spectra

.2 Synonyns

.3 Impurities

.4 Additives

.5 Quantity

.6.1 Labelling

.6.2 Cassification

.7 Use Pattern

. 7.1 Technol ogy Production/Use

.8 Cccupational Exposure Limt Val ues

.9 Source of Exposure

.10.1 Recommendat i ons/ Precauti onary Measures

. 10. 2 Enmergency Measures

.11 Packagi ng
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CGeneral Information

Dat e: 25- SEP-2001
I D 102-27-2

.12

.13

.14,

.14,

.14,

.15

.16

.17

.18

Possi b. of Rendering Subst.

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Har nl ess

Listings e.g. Chemical Inventories
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Dat e: 25- SEP-2001

2. Physico-chem cal Data I D: 102-27-2

2.1 Melting Point

Val ue:
Met hod:
Year :
Test subst ance:

Resul t :
Reliability:
Fl ag:

19- JUN- 2001

2.2 Boiling Point

Val ue:

Met hod:

Test subst ance:
Reliability:
Fl ag:

19- JUN- 2001
2.3 Density
Type:

Val ue:

Test subst ance:
Fl ag:

09- APR- 2001

2.3.1 Ganul onetry

8.7 degree C
other: (cal cul ated) MPBPWN (v1.31)

1999

other TS: nol ecul ar structure

Mel ting Point: 9.63 deg C (Adapted Joback Met hod)

Mel ting Point: 7.84 deg C (Gold and gl e Met hod)

Mean Melt Pt 8.74 deg C (Joback; Gold, gl e Methods)
Sel ected MP: 8.74 deg C (Mean Val ue)

(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

221 degree C

ot her: Handbook val ue

other TS: N-ethyl-mtoluidine; purity not stated
(2) wvalid with restrictions

Dat a from Handbook or collection of data
Critical study for SIDS endpoi nt

density

ca. .945 g/cnB at 20 degree C

other TS: N-ethyl-mtoluidine; purity not stated
Critical study for SIDS endpoi nt

2.4 Vapour Pressure

Val ue:

Met hod:

Test subst ance:
Resul t:

Reliability:

Fl ag:

.33 hPa at 25 degree C
ot her (calculated): MPBPWN (v1.31)
other TS: nolecular structure
Vapor Pressure Estimations (25 deg O):
(Using BP: 208.09 deg C (estimated))
(MP not used for |iquids)
VP: 0.26 mm Hg (Antoine Method)
VP:  0.221 mmHg (Modified Gain Mthod)
VP: 0.364 mm Hg (Mackay Met hod)

(1)

(2)

(3)

Selected VP: 0.24 mmHg (Mean of Antoine & Grain nethods)

(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt
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2. Physico-chem cal

Dat e: 25- SEP-2001

Dat a I D 102-27-2

16- AUG 2001 (1)
Val ue: 1.33 hPa at 54 degree C
Test subst ance: other TS: N-ethyl-mtoluidine; purity not stated
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (3)
2.5 Partition Coefficient
| og Pow. 2.662
Met hod: ot her (cal cul ated): KOMVY N Program (v1. 65)
Year : 1999
GLP: no
Test subst ance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (1)
| og Pow. 2.7
Met hod: other (calculated): A Leo, CLOPG 3.54 MedChem Software 1989.
Dayl i ght, Chemical Information Systens, Carenont, CA 91711,
USA
Year :
GLP: no
Test subst ance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (4)
2.6.1 Water Solubility
Val ue: 1131 ng/l at 20 degree C
Met hod: CECD Guide-line 105 "water Sol ubility"
GLP: yes
Test subst ance: other TS: N-ethyl-mtoluidine; purity = 99.223% by GC
(1992-09- 14)
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (5)
2.6.2 Surface Tension
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2. Physico-chem cal Data

Dat e: 25- SEP-2001
I D 102-27-2

2.7 Flash Poi nt

Val ue:

Type:

Met hod:
Year :

Reliability:

16- AUG 2001

ca. 93 degree C

other: DIN 51758

(1) valid without

restriction

Meets National standards nethod (AFNOR/ DI N)

2.8 Auto Flammability

2.9 Flanmability

2.10 Expl osive Properties

2.11 Xidizing Properties

Resul t:
16- AUG- 2001

2.12 Additional

maxi mum burni ng rate equal or

Renar ks

6/ 21 -

hi gher than reference mxture

(3)



3.  Environnental

Dat e: 25- SEP-2001

Fat e and Pat hways I D: 102-27-2

3. 1.1 Phot odegradati on

Type:

air

I NDI RECT PHOTOLYSI S

Sensiti zer:
Conc. of sens.:
Rat e constant:
Degr adat i on:
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
16- AUG 2001

oH

1560000 nol ecul e/ cnB

ca. .0000000001203522 cnB/ (ol ecul e * sec)
50 % after 1.1 hour(s)

other (calculated): ACP vl.89

1999 G.P: no

other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

3.1.2 Stability in Water

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnental Conpartnents

Type:
Medi a:
Air (Level 1):
Wat er (Level
Soil (Level |1
Biota (L.11/1
Soil (L.1I/11
Met hod:

Year :
Resul t:

1):
):
I):
1):

Reliability:

fugacity nodel level 111

other: air, water, soil, sedinent

other: (calculation) Level Ill Fugacity Mde

1999

Medi a Di stribution Hal f-Life Em ssi ons
(percent) (hr) (kg/ hr)

Ar 0.176 2.13 1000

Wat er 32.5 900 1000

Soi | 67 900 1000

Sedi nent 0. 305 3. 6e+003 0

Persi stence Ti ne: 595 hr
Reaction Ti me: 747 hr
Advection Tine: 2.92e+003 hr
Percent Reacted: 79.6
Percent Advected: 20.4
(2) wvalid with restrictions
Accept ed cal cul ati on net hod

- 7121 -

Fugacity
(atm

5. 67e-012

1.31e-010

6. 27e-010

1.12e-010

(1)



Dat e: 25- SEP-2001

3. Environnmental Fate and Pat hways I D: 102-27-2
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (1)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c
| nocul um activated sludge, adapted
Degr adat i on: 0 %after 20 day
Met hod: CECD Guide-line 301 D "Ready Biodegradability: C osed Bottle
Test™
Year : 1976 GLP: no
Test substance: other TS: other TS: N-ethyl-mtoluidine;, purity =99.5 %
Reliability: (1) wvalid without restriction
Fl ag: Critical study for SIDS endpoi nt
09- APR- 2001

3.6 BOD5, COD or BOD5/COD Ratio

3.7 Bioaccunul ation
Speci es: ot her

Exposure period:
Concentrati on:

BCF: 22. 36
El i m nati on:
Met hod: ot her: BCF Program (v2.13)

Year : GP:
Test subst ance: other TS: nol ecul ar structure
Resul t: Log Kow (estimated) : 2.66

Log Kow (experinental): not available from database
Log Kow used by BCF estimates: 2.66

Equation Used to Make BCF esti mate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 1.350 (BCF = 22.36)
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
16- AUG 2001 (1)

3.8 Additional Remarks
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Dat e: 25- SEP-2001

4. Ecotoxicity I D: 102-27-2

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type: fl ow t hrough
Speci es: Pi nephal es pronelas (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
LC50: 49.5
Met hod: EPA OPP 72-1
Year : 1981 G.P: no data
Test substance: other TS: N-ethyl-mtoluidine; purity not stated
Reliability: (1) wvalid without restriction
Qui del i ne study
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (6)
Type: static
Speci es: Leuci scus idus (Fish, fresh water)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nmonitoring: no
LCO: 50
LC100: 100
Met hod: ot her: Bestinmung der akuten Wrkung von Stoffen auf Fische.
Arbeitskreis "Fischtest" in Hauptausschuld "Detergentien”
(15.10.73)
Year : 1976 GLP: no
Test substance: other TS: N-ethyl-mtoluidine; purity = 99.5 %
Remar k: range finding test
Reliability: (2) wvalid with restrictions
Meets National standards nethod (AFNOR/ DI N)
Fl ag: Critical study for SIDS endpoi nt
25- SEP- 2001 (7)
Type: ot her: cal cul ation
Speci es: other: Fish
Exposure period: 96 hour(s)
Unit: ng/ | Anal yti cal nonitoring: no
LC50: 24.022
Met hod: ot her: ECCSAR vO0. 99e
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Remar k: ECCSAR O ass: Neutral Organics
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (1)
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Dat e: 25- SEP-2001

4. Ecotoxicity I D: 102-27-2
Type: ot her: cal cul ation
Speci es: other: Fish
Exposure period: 14 day
Unit: ng/ | Anal yti cal nonitoring: no
LC50: 48. 323
Met hod: ot her: ECCSAR vO0. 99e
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Remar k: ECCSAR O ass: Neutral Organics
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
16- AUG 2001
4.2 Acute Toxicity to Aquatic Invertebrates
Type: ot her: cal cul ation
Speci es: Daphnia sp. (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
EC50: 26. 941
Met hod: ot her: ECCSAR vO0. 99e
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
19- JUN- 2001
4.3 Toxicity to Aquatic Plants e.g. Al gae
Speci es: ot her al gae: Green Al gae
Endpoi nt : ot her: cal cul ation
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
EC50: 17. 495
Met hod: ot her: ECOCSAR vO0. 99e
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
19- JUN- 2001

- 10/ 21 -
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Dat e: 25- SEP-2001
4. Ecotoxicity I D: 102-27-2

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

Type: aquatic

Speci es: Pseudononas fl uorescens (Bacteria)

Exposure period: 24 hour(s)

Unit: ng/ | Anal ytical nonitoring: no

EQO: 1000

Met hod: ot her: Bestinmung der bi ol ogi schen Schadwi r kung toxi scher

Abwaesser gegen Bakterien. DEV, L 8 (1968) nodified

Year : 1976 GLP: no
Test substance: other TS: N-ethyl-mtoluidine; purity = 99.5 %
09- APR- 2001
4.5 Chronic Toxicity to Aquatic Organi snms
4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks

- 11/ 21 -
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5. Toxicity

Dat e: 25- SEP-2001
I D 102-27-2

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year :

Test subst ance:

Met hod:

Renar k:
Resul t:
Reliability:

Fl ag:
25- SEP- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Met hod:

Renar k:

Reliability:

Fl ag:
17- AUG 2001

Toxicity

LD50

r at

Spr ague- Dawl ey
mal e/ f emal e

other: corn oi

787 ng/ kg bw

ot her: USEPA TSCA Health Effects Testing Quidelines, 40 CFR
798.1175, "Acute Oral Toxicity", 1992.

1992 GLP: yes

other TS: N-ethyl-mtoluidine; purity = 98.67%
Ani mal s used: 5 per sex/dose group

Doses were: 100, 500, 750, 1000 ng/ kg bw

Test material analysis not done under G.P

LD 50 (95% Cl ) = 585-1058 np/ kg bw

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(8)

LD50

r at

W st ar

mal e/ f enal e

ot her: none

650 ny/ kg bw

Directive 84/449/EEC, B.1 "Acute toxicity (oral)"

1980 G.P: no data

other TS: N-ethyl-mtoluidine; purity not stated

5 rats/sex/dose, single application by gavage;

6 doses: 0.5, 0.6,0.7, 0.8, 1.0, 1.2 n/kg bw

observation tine 14 d, statistical evaluation

0.5 mM was accepted wi thout inmpairment, no nortality;
0.6,0.7, 0.8, 1.0, 1.2 m/kg bw all rats displayed slight
synptons of intoxication from 15 mn. post appliation until
deat h incl udi ng cyanoti c appearance and reduced genera
condition, females suffered additionally from decrease in body
wei ght. Death occurred from4 hours until the 4th day post
treatnent: 3/10, 7/10, 7/10, 9/10, 10/10

(1) wvalid without restriction

Qui del i ne st udy

Critical study for SIDS endpoi nt

(9)
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5. Toxicity

Dat e: 25- SEP-2001
I D 102-27-2

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :
Test subst ance:
Renar k:

25- SEP- 2001

5.1.3 Acute Dernal

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:

Year :
Test subst ance:
Renar k:

Reliability:
Fl ag:
25- SEP- 2001

LC50

r at

no data
no data

no data
4 hour (s)
2.4 nmy/l
other: no data

G.P: no data
other TS: N-ethyl-mtoluidine; purity not stated
Toxi c effects observed include | abored breathing, decreased
nmuscl e tone, cyanosis, and | oss of reflexes.

(10)

Toxicity

LD50

rabbit

New Zeal and white
mal e/ f enmal e

10

> 2000 ngy/ kg bw
ot her: USEPA TSCA Health Effects Testing Quidelines, 40CFR
798.1100, "Acute Dermal Toxicity", 1992
1992 GLP: yes
other TS: N-ethyl-mtoluidine;, purity > 97%
Ani mal s used: 5/sex/dose group
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(11)

5.1.4 Acute Toxicity, other Routes
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5. Toxicity

Dat e: 25- SEP-2001
I D 102-27-2

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Remar k

Reliability:

Fl ag:
25- SEP- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Remar k
Fl ag:
17- AUG 2001

rabbit
undi | ut ed
Cccl usi ve
4 hour (' s)
6
7

slightly irritating

not irritating

OECD Cuide-line 404 "Acute Dermal Irritation/Corrosion”
1992 GLP: yes

other TS: N-ethyl-mtoluidine;, purity > 97%

3 male and 3 femal e New Zeal and white rabbits were exposed;
all animals were scored after unw appi ng and at day 7.
PDIl =0.7/8

Test materei al analysis was not done under G.P

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(12)
r abbi t
slightly irritating
GLP:
other TS: N-ethyl-mtoluidine; purity not stated
exposure period: 24 hours
Critical study for SIDS endpoi nt
(7)
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Dat e: 25- SEP-2001

5. Toxicity ID: 102-27-2
5.2.2 Eye Irritation
Speci es: r abbi t
Concentrati on: undi | uted
Dose: 1 n
Exposure Ti me:
Conmment : not rinsed
Nurber of

Ani mal s: 6
Resul t: not irritating
EC classificat.: not irritating
Met hod: EPA OIS 798. 4500

Year: 1992 GLP: yes
Test substance: other TS: N-ethyl-mtoluidine; purity = 98.67%

Remar k

Resul t:
Reliability:
Fl ag:

25- SEP- 2001
Speci es:

Concentration:
Dose:

Exposure Ti me:
Comment :

Nunber of
Ani mal s:
Resul t:

EC cl assificat.:
Met hod:

Year :
Test subst ance:
Fl ag:
17- AUG 2001

5.3 Sensitization

Type:
Speci es:
Concentration:

Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification
Met hod:

Year :
Test subst ance:

6 femal e New Zeal and white rabbits were exposed.

al l

(13)

(7)

Test material analysis was not done under GLP
Maxi mum score of 9.8/110 at the 24 hour scoring iterval
signs of irritation had cleared by 72 hours after dosing.
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
r abbi t
slightly irritating
GLP:
other TS: N-ethyl-mtoluidine; purity not stated
Critical study for SIDS endpoi nt
Buehl er Test
r abbi t
I nduct i on undi | uted
Chal | enge 50 %
ot her: acetone
not sensitizing
not sensitizing
other: according to Ritz, HL., and Buehler, E V., Current
Concepts in Cutaneous toxicity, eds. Drill, V.A , and Lazar T.
(Academ c Press, 1980), pp. 25-40
1980 GLP: yes

other TS: N-ethyl-mtoluidine; purity = 98.115

- 15/ 21 -



5. Toxicity

Dat e: 25- SEP-2001
I D 102-27-2

Renar k:
Resul t:
Reliability:
Fl ag:

25- SEP- 2001

5.4 Repeated Dose

Speci es:
Strain:
Route of admin.:
Exposure period:
Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Control G oup:
NOAEL:
Met hod:

Year :
Test subst ance:
Renar k:

Resul t:

20 test animals (10 male, 10 female) and 10 naive controls (5
male, 5 fenmale);

I nducti on and chal | enge applications were dermal using 0.3 m
test substance in each H lltop chanber;

Nai ve control was treated with 50%test material in acetone;
controls were common to this study and one other. Test

mat eri al anal ysis was not done under G.P.

Response: Test ani mal s Nai ve controls
Gade 1 0/ 20 2/ 10
G ade +/ - 16/ 20 8/ 10
Gade O 4/ 20 0/ 10

At the time of the 24 hr reading, residual Neet (dipilatory)
was noted on several of the dosing sites in the naive control
group (including 2 animals with a grade 1 result). The Neet
may have created artificial irritaion at the sites. The
irritation in these aninmals was reduced to a grade of +/- by
the 48 hr reading. The interpretation of the primry
chal | enge data was not conprom sed by this occurrence. The
responses produced in the test group were essentially
conparable to the naive group, indicating that sensitization
had not been induced.
(2) wvalid with restrictions
Critical study for SIDS endpoi nt

(14)

Toxicity

r at Sex: nmal e/femal e
Spr ague- Dawl ey

i nhal ati on

2 weeks

6 hr/day, 5 days/week

2 weeks, control and hi gh exposure groups

5.6, 32.8, 67.6 ppm

yes, concurrent no treatnent

= 5.6 ppm

CECD Guide-line 412 "Repeated Dose Inhalation Toxicity:
28-day or 14-day Study”

1981 GLP: yes

other TS: N-ethyl-mtoluidine; purity = 98.68%

Test material analysis not done under G.P. TSCA Substanti al
Ri sk notice

There were no deat hs, and no changes in body weights, food
consunption, clinical observations, or clinical chemstry.
Met henogl obi nem a was significantly increased across al
exposure groups at both term nal and recovery necropsies in
both sexes. Enlarged spleens, increased production of red
cells in the spleen, bone marrow, and liver, and other
hemat ol ogy changes were consistent with induction of

henol ytic anem a. Kidney effects were consi dered secondary
to henolytic anemi a. This condition was not conpletely

- 16/ 21 -



5. Toxicity

Dat e: 25- SEP-2001
I D 102-27-2

Reliability:
Fl ag:
25- SEP- 2001

reversed at the end of the 14 day recovery period. A "no
effect level” was not established under the conditions of
this study. However, the |owest exposure |level of 5.6 ppm
was considered a "no adverse effect |evel" because the
i ncrease in nethenogl obin was not acconpani ed by adverse
hi st opat hol ogy or clinical signs.
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(15)

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7;

91- 66-7.

5.5 Genetic Toxicity "in Vitro'

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Reliability:
Fl ag:
17- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:

Met hod:

Year :

Test subst ance:

Renar k:

Reliability:

Fl ag:
17- AUG 2001

Bacterial reverse nutation assay

Sal nonel | a strains TA98, TA100, TA1535, TA1537,
100, 250, 500, 1000, 2500, 5000 ug/plate

3330 ug/plate - S9 in TA100;

2500ug/ plate - S9 in other strains

wi t hout
negative
CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella
t hyphi nuri um Reverse Miutati on Assay"
1983 GLP: yes
other TS: N-ethyl-mtoluidine; purity = 98.115%
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(16)

Bacterial reverse nutation assay

Sal nonel | a strains TA98, TA100, TA1535, TA1537,
100, 250, 500, 1000, 2500, 5000 ug/plate

3330 ug/plate + S9 in TA100;

5000ug/ plate + S9 in other strains

with
positive
CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella
t hyphi nuri um Reverse Miutati on Assay"
1983 GLP: yes
other TS: N-ethyl-mtoluidine; purity = 98.115%
Test material analysis not done under G.P. The only
deviation from gui delines was |ack of a confirnmatory assay.
However, a separate study was done to confirmpositive
results in TA98 with activation (ChenFirst Study No.
18688- 0- 401SC)
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(16)
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Dat e: 25- SEP-2001

5. Toxicity I D 102-27-2

Type: Ames test
Syst em of
testing: Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537

Concentration:
Cyt ot oxi ¢ Conc. :

up to 200 pg/plate

Met abol i c
activation: with and wi t hout
Resul t: positive
Met hod: Directive 84/449/EEC, B.14 "Oher effects - Mitagenicity
(Sal monel la typhi murium - reverse nutation assay)"”
Year: 1994 GLP: yes
Test substance: other TS: N-ethyl-mtoluidine; purity = 99.223 %
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (17)
Type: Escherichia coli reverse nutati on assay
Syst em of
testing: E. coli strain WP2uvrA
Concentrati on: 100, 250, 500, 1000, 2500, 5000 ug/plate
Cytotoxic Conc.: 5000ug/plate +/- S9
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: CECD Guide-line 472 "Cenetic Toxicol ogy: Escherichia coli
Reverse Mutation Assay"
Year: 1983 GLP: yes
Test substance: other TS: N-ethyl-mtoluidine; purity = 98.115%
Remar k: Test material analysis not done under G.P.
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (16)

5.6 CGenetic Toxicity "in Vivo'

5.7 Carcinogenicity

5.8 Toxicity to Reproduction

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4;
5.9 Devel oprental Toxicity/ Teratogenicity

See | UCLID data sets on CAS# 62-53-3; 95-53-4;

106-49-0; 108-44-1; 121-69-7.

121-69-7; 91-66-7.
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Dat e: 25- SEP-2001
5. Toxicity I D 102-27-2

5.10 G her Relevant Information

5.11 Experience with Human Exposure
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Dat e: 25- SEP-2001

6. References ID: 102-27-2
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7. Risk Assessnent

Dat e: 25- SEP-2001
I D 102-27-2

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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Exi sting Chem cal
CAS No.

El NECS Name

El NECS No.

Mol ecul ar For nul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L | D

ID: 99-97-8

99-97-8

N, N- di et hyl - p- t ol ui di ne
202- 805-4

C9H13N

21- OCT- 1999

21- OCT- 1999

Bayer Corporation

29- CCT- 2001

29- CCT- 2001

21

Chapter: 1, 2, 3, 4, 5, 7

Reliability: without reliability, 1, 2, 3, 4

Flags: without flag, confidential, non confidential,
(DE), TA-Luft (DE), Material Safety Dataset, R sk

Assessnent, Directive 67/548/ EEC, SIDS

WK



Dat e: 28- SEP-2001
1. GCeneral Information ID: 99-97-8

1.0.1 CECD and Conpany I nfornmation

Type: | ead organisation

Nane: American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Panel

Street: 1300 W/ son Boul evard
Town: 22209 Arlington, VA
Country: United States

21- AUG 2001

Type: cooperati ng conpany
Nane: Al bemar | e Corpoiration
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Bayer Corporation
Country: United States

21- AUG 2001

Type: cooperating conpany
Nane: Buf fal o Col or Corporation
Country: United States

21- AUG 2001

Type: cooperati ng conpany
Nare: ChenFirst, Inc.
Country: United States

21- AUG 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

1.1 General Substance |Information

1.1.0 Details on Tenpl ate
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Dat e: 28- SEP-2001
CGeneral Information ID: 99-97-8

.1.1 Spectra

.2 Synonyns

.3 Inmpurities

.4 Additives

.5 Quantity

.6.1 Labelling

.6.2 Cdassification

.7 Use Pattern

. 7.1 Technol ogy Production/Use

.8 Cccupational Exposure Limt Val ues

.9 Source of Exposure

.10.1 Recommendat i ons/ Precauti onary Measures

. 10. 2 Enmergency Measures

.11 Packagi ng

- 2/21 -



CGeneral Information

Dat e: 28- SEP-2001
D 99-97-8

.12

.13

.14,

.14,

.14,

.15

.16

.17

.18

Possi b. of Rendering Subst.

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Har nl ess

Listings e.g. Chemical Inventories
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Dat e: 28- SEP-2001

2. Physico-chem cal Data ID: 99-97-8

2.1 Melting Point

Val ue:
Deconposi tion:
Subl i mati on:
Met hod:

Year :

GP:

Test subst ance:
Resul t:

Reliability:
Fl ag:
21- AUG 2001

2.2 Boiling Point

Val ue:
Deconposi tion:
Met hod:

GaP:
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Val ue:
Met hod:
GaP:
Test subst ance:
Renar k:

Reliability:
Fl ag:
21- AUG 2001
2.3 Density
Type:
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

-6.6 degree C

no

no

other: (calculated) MBPWN v 1.30

1999

no

other TS: nol ecul ar structure

Melting Point: -10.56 deg C (Adapted Joback Method)

Mel ting Point: -2.61 deg C (&old and Ogl e Met hod)
Mean Melt Pt : -6.59 deg C (Joback; ol d, gl e Met hods)
Sel ected MP: -6.59 deg C (Mean Val ue)

(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(1)

211 degree C at 1013 hPa

no

ot her:

no data

other TS: N N, 4-trinmethyl-benzenan ne; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data

Critical study for SIDS endpoi nt

(2)

190. 2 degree C

other: MPBPWN (v1.31)

no

other TS: nol ecul ar structure
Adapted Stein and Brown Met hod
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(1)

density

. 9366 g/cnB at 20 degree C

ot her

no data

other TS: N N, 4-trinmethyl-benzenan ne; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data

Critical study for SIDS endpoi nt

(2)
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2. Physico-chem cal Data

Dat e: 28- SEP-2001
D 99-97-8

2.3.1 Ganul onetry

2.4 Vapour Pressure

Val ue:
Met hod:

GP:
Test subst ance:
Resul t:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GaP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

.78 hPa at 25 degree C
ot her (calculated): MPBPWN (v1.31)
no
other TS: nol ecul ar structure
Vapor Pressure Estimations (25 deg O):
(Using BP: 190.18 deg C (estimted))
(MP not used for |iquids)
VP: 0.639 nm Hg (Antoi ne Met hod)
VP:  0.535 mmHg (Mbdified Gain Mthod)
VP: 0.85 mm Hg (Mackay Met hod)

Selected VP: 0.587 mm Hg (Mean of Antoine & G ain nethods)
(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

(1)

1.33 hPa at 50 degree C

ot her (neasured)

no data

other TS: N N, 4-trinmethyl-benzenanm ne; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data

Critical study for SIDS endpoi nt

(3)

2.5 Partition Coefficient

| og Pow.
Met hod:
Year :
GaP:

Test subst ance:

Reliability:

Fl ag:
21- AUG 2001

2.81 at 25 degree C
ot her (neasured)

no data

other TS: N, N-dinethyl-p-toluidine; purity not noted

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Critical study for SIDS endpoi nt

(4) (3)
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(1)

(8)

Dat e: 28- SEP-2001
2. Physico-chem cal Data ID: 99-97-8
| og Pow. 2.718
Met hod: ot her (cal cul ated): KOMVYN Program (v1.65)
Year : 1999
GLP: no
Test subst ance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001
| og Pow. 2.61
Met hod:
Year :
Test subst ance: other TS: N, N-dinethyl-p-toluidine; purity not noted
Remar k: Tenperature: anbient
Met hod of equlibration: Shake-fl ask
Anal yti cal nethod: absorption spectrophotonetry
Aqueous phase: buffered solution of pH >7.0
Phase anal yzed: aqueous
19- JUN- 2001 (6) (7)
2.6.1 Water Solubility
Val ue: 455 ng/ |
Qualitative: noderately sol ubl e (100-1000 ng/ L)
Met hod: ot her
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001
Val ue: 349.1 ng/l at 25 degree C
Qualitative: noderately sol ubl e (100-1000 ng/L)
Met hod: other: (cal cul ated) WBKOW (v1. 36)
Year : 1999
GLP: no
Test subst ance: other TS: nol ecul ar structure
Remar k: Log Kow (estinated) 2.72
Log Kow (experinental): 2.81
Cas No: 000099-97-8
Nane Benzenam ne, N, N, 4-trinethyl -
Ref er Sangster 1993
Log Kow used by Water solubility estimates: 2.81
Equation Used to Make Water Sol estinate:
Log S (nol/L) = 0.796 - 0.854 | og Kow - 0.00728 MV
Log Water Solubility (in noles/L) : -2.588
Water Solubility at 25 deg C (ng/L): 349.1
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001

- 6/21 -
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Dat e: 28- SEP-2001
Physi co- chemi cal Data ID: 99-97-8

.6.2 Surface Tension

.7 Flash Poi nt

.8 Auto Flammability

.9 Flammability

.10 Expl osi ve Properties

.11 Oxidizing Properties

.12 Additional Renarks
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Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 99-97-8

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensiti zer: H

Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: .0000000002026656 cnB/(nol ecul e * sec)

Degr adat i on: 50 % after .6 hour(s)
Met hod: ot her (cal cul ated): AOCP Programvl. 89

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (1)

3.1.2 Stability in Water

Type: abiotic
Met hod:
Year : GLP:
Test substance:
Remar k: Hydrowi n v1. 67 cannot estimate a hydrolysis rate constant for
this structure.
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (1)

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnental Conpartnents

Type: fugacity nodel level 111

Medi a: other: air - biota - sedinent(s) - soil - water

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.II/111):

Soil (L.1L/111):

Met hod: other: EPIWN Level 111 Fugacity Mdel

Year : 1999
Resul t: Medi a Distribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Air 0. 156 1.27 1000 4. 44e-012
\Wat er 26. 8 900 1000 1. 48e- 009
Soi | 72.7 900 1000 6. 68e- 009
Sedi ment 0. 329 3. 6e+003 0 1. 23e- 009
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Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 99-97-8

Persi stence Tine: 525 hr
Reaction Ti me: 617 hr
Advection Tine: 3.52e+003 hr
Percent Reacted: 85.1
Percent Advected: 14.9

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (1)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c
| nocul um
Met hod: other: BIONN (v3.67) Program
Year: 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Resul t: Li near Mbdel Prediction : Bi odegrades Fast

Non- Li near Model Prediction: Does Not Bi odegrade Fast
U timate Bi odegradation Tinefrane: Weks-Mnths
Primary Biodegradation Tinefrane: Days-Weks
Fl ag: Critical study for SIDS endpoi nt
17- APR- 2001 (1)

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7;
103-69-5; 102-27-2; 91-66-7.

3.6 BOD5, COD or BOD5/COD Ratio

3.7 Bioaccunul ation
Speci es: ot her

Exposure period:
Concentrati on:

BCF: 29. 09
El i m nati on:
Met hod: ot her: BCF Program (v2.13)
Year : G.P: no
Test subst ance: other TS: nol ecul ar structure
Remar k: Log Kow (estimated) : 2.72

Log Kow (experinental): 2.81

Log Kow used by BCF estimates: 2.81
Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70
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Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 99-97-8

Estimated Log BCF = 1.464 (BCF = 29.09)
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001 (1)

3.8 Additional Remarks
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 99-97-8

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type: fl ow t hrough
Speci es: Pi nephal es pronelas (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
LC50: 52
EC50 : 52
Met hod: EPA OPP 72-1
Year : 1980 G.P: no data

Test subst ance:

Met hod:

Remar k

Test condition:

other TS: N, N-di net hyl - p-tol ui di ne purchased from A drich
Chemical Co., MIlwaukee, W; purity = 99%

pH was adj usted to approxi mate that of Lake Superior water (pH
7.8) with NaOH or HCL. Conpound anal yses were done by G.C. al
exposure chanbers at 0, 24, 48,72, and 96 hr

Fat head m nnows used in this experinment were 35 days old and
were cultured at US EPA Environnental Research Laboratory,
Dul uth, MN and University of Wsconsin - Superior canpus.

20 fish/concentrati on and control. Behavi or and toxic signs
were noted at 4, 24,48,72 and 96 hours.

Affected fish | ost schooling behavior and swam near the tank
surface. They were hypoactive and under-reactive to externa
stimuli, and had increased respiration. Equilibriumloss was
not observed prior to death. Alkalinity values increased with
t he exposure concentrations, due to a reaction between the
titrant and the toxicant.

tenperature = 25.7 degree C (+/-0.38);

di ssol ved oxygen = 6.8 ng/l; pH =7.57;

hardness = 38.9 ng/l CaC3; tank volume =1 liter

actual concentrations 11.1, 17.9, 26.2, 41.6, 65.1 ng/l.

Reliability: (1) wvalid without restriction
Qui del i ne st udy
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (9)

- 11/ 21 -



4. Ecotoxicity

Dat e: 28- SEP-2001
D 99-97-8

Type:
Speci es:

Exposure period:

Unit:
LC50:
EC50 :
Met hod:
Year :
Test subst ance:

Met hod:

Remar k

Test condition:

Reliability:

Fl ag:
24- SEP- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

flow t hrough

Pi nephal es pronel as
96 hour (s)

ng/ |

46

41.5

EPA OPP 72-1

1980 GLP: no data

other TS: N, N-di net hyl - p-tol ui di ne purchased from Al drich
Chemical Co., MIlwaukee, W; purity = 99%

pH was adj usted to approxi mate that of Lake Superior water (pH
7.8) with NaOH or HCL. Conpound anal yses were done by G.C. al
exposure chanbers at 0, 24, 48,72, and 96 hr

(Fish, fresh water)

Anal ytical nonitoring: yes

Fat head m nnows used in this experinment were 32 days old and
were cultured at US EPA Environnental Research Laboratory,
Dul uth, MN and University of Wsconsin - Superior canpus.

20 fish/concentrati on and control. Behavi or and toxic signs
were noted at 4, 24,48,72 and 96 hours.
Affected fish | ost schooling behavior and swam near the tank
surface. They were hypoactive and under-reactive to externa
stimuli, and had increased respiration. Initial dissolved
oxygen val ues were | ess than 60% of saturation. Equilibrium
| o0ss was not observed prior to death. The nmeasured tank
val ues were less than the nominal values. Alkalinity val ues
increased with the exposure concentrations due to a reaction
between the titrant and the toxicant.
tenperature = 24.9 degree C (+/-0.32);
di ssol ved oxygen = 5.0 ng/l; pH = 7.39;
hardness = 40.3 ng/l CaC33; tank volume =1 liter
actual concentrations 11.8, 19.4, 30.9, 49.1, 71.3 nu/l.
(1) wvalid without restriction
Qui del i ne st udy
Critical study for SIDS endpoi nt

(10)

flow t hrough

Pi nephal es pronelas (Fish, fresh water)

96 hour (s)

ng/ | Anal ytical nonitoring: yes

52.8

other: American Society for Testing and Materials, 1980.
Standard practice for conducting acute toxicity tests with
fishes, macroinvertebrates, and anphi bians. Annual Book of
ASTM St andards. Phi | adel phia, PA, E729-80.

1980 G.P: no

other TS: N, N-Di net hyl -p-tol uidine (99-97-8) , purchased from
Al drich Chem cal Conpany; chemnical was of high purity
(1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
Critical study for SIDS endpoi nt
(11)
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 99-97-8

Type: static

Speci es: Oryzias latipes (Fish, fresh water)

Exposure period: 48 hour(s)

Unit: ng/ | Anal yti cal nonitoring: no

LC50: 20

Met hod: ot her: Japanese Industrial Standards Committee: "Testing

Met hods for Industrial Wastewater”, JIS KO0102, Japanese

I ndustrial Standards Comrittee, p. 154 (1971)

Year : 1971 GLP:
Test substance: other TS: N, N-Di net hyl - p-tol ui di ne (99-97-8)
gi ven
Reliability: (1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
14- AUG 2000
Type: ot her: cal cul ation
Speci es: ot her
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring:
LC50: 21.097
Met hod: ot her: (cal cul ated) ECOSAR v0. 99d
Year : 1999 GLP:
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod
17- APR- 2001

4.2 Acute Toxicity to Aquatic Invertebrates

Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal yti cal nonitoring:
EC50: 23.758
Met hod: ot her: (cal cul ated) ECOSAR v0. 99e

Year : 1999 GLP:
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 99-97-8
4.3 Toxicity to Aquatic Plants e.g. Al gae
Speci es: ot her al gae: green al gae
Endpoi nt : gromh rate
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
EC50: 15. 481
Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

4.5 Chronic Toxicity to Aquatic Organi sms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks

- 14/ 21 -
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Dat e: 28- SEP-2001

5. Toxicity ID: 99-97-8
5.1 Acute Toxicity
5.1.1 Acute Oral Toxicity
Type: LD50
Speci es: r at
Strain: Spr ague- Dawl ey
Sex: mal e/ fenal e
Nurber of

Ani mal s: 10
Vehi cl e: ot her: neat
Val ue: 1650 ny/ kg bw
Met hod: CECD Guide-line 401 "Acute Oal Toxicity"

Year: 1987 GLP: yes
Test substance: other TS: N, N-dinethyl-p-toluidine; purity = 99%
Remar k: No analysis of test material available; only nethod

Reliability:
Fl ag:
21- AUG 2001

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :
Test subst ance:
Renar k:

Reliability:
Fl ag:
21- AUG 2001

deviation - a constant dose volune was not used.
(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

LC50

r at

Spr ague- Dawl ey

mal e/ f emal e

10

ot her: neat

4 hour ()

1.4 ng/l

ot her: TSCA 40CFR 798. 1150, July 1, 1991

1991 GLP: yes

other TS: N, N-dinethyl-p-toluidine;, purity = 99%

Subnm tted as TSCA substanti al

test material

(1) wvalid wt
GLP gui del i ne
Critical study

ri sk notice
avai |l abl e; specification given
hout restriction

st udy

for SIDS endpoi nt

- 15/ 21 -
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5. Toxicity

Dat e: 28- SEP-2001

D 99-97-8

5.1.3 Acute Dernal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :
Test subst ance:
Renar k:

Reliability:
Fl ag:
21- AUG 2001

5.1.4 Acute Toxici

5.2 Corrosiveness

Toxicity

LD50

rabbit

New Zeal and white
mal e/ f enmal e

10

ot her: neat

> 2000 ny/ kg bw

CECD Gui de-line 402 "Acute dermal Toxicity"
1987 GLP: yes

other TS: N, N-dinethyl-p-toluidine;, purity = 99%
No analysis of test material avail able; product
speci fication given.

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

ty, other Routes

and Irritation

5.2.1 Skin Irritation

5.2.2 Eye Irritati

5.3 Sensitization

5.4 Repeated Dose

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7,

on

Toxicity

91- 66-7.

- 16/ 21 -
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5. Toxicity

Dat e: 28- SEP-2001
D 99-97-8

5.5 Genetic Toxicity "in Vitro'

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Reliability:
Fl ag:
21- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Reliability:
24- SEP- 2001

Bacterial reverse nutation assay

Sal nonel | a strai ns TA98, TA100, TA1537, TA1538
100, 333, 667, 1000, 3300, 5000 ug/plate

with netabolic activation: none

wi t hout netabolic activation: 1000 ug/plate

with and wi t hout

negative

CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella
t hyphi nuri um Reverse Miutati on Assay"

1983 GLP: yes
other TS: N, N-dinethyl-p-toluidine;, purity = 99%
No analysis of test material; specification given . Only

deviation fromthe testing guideline was the |lack of a
confirmatory assay.
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(16)

Cyt ogeneti c assay

Chi nese hanster V79 cells
0, 0.3, 0.9, 1.2 nmM
> 10% survival at 1.2mM as estimated by colony formation

wi t hout

positive

other: S. Bonatti et al, Miutat. Res. 116, 149-154 (1983)
G.P: no data

other TS: N, N-di net hyl -p-toluidine; purity not noted

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented

and acceptable for assessnent

Critical study for SIDS endpoi nt

(17)
Bacterial reverse nutation assay
Sal nonel | a strains TA97, TA98, TA100
0, 1, 2.5, 5, 10, 40, 70, 100 ug/plate
100 ug/ pl ate
wi th and w t hout
negative
other: Maron, D.M, and Anes, B.N., Mutat. Res. 113, 173-215
1983 G.P: no data
other TS: N, N-dinethyl-p-toluidine;, purity = 99%
(2) wvalid with restrictions
(17)

- 17/ 21 -



5. Toxicity

Dat e: 28- SEP-2001
D 99-97-8

5.6 Genetic Toxicity "in Vivo'

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Remar k

Resul t:

28- SEP- 2001

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Remar k

Resul t:

28- SEP- 2001

other: Al kaline elution assay

nouse Sex:
Bal b/ c

i.p.

si ngl e dose

0, 1, or 2 mol/kg (0, 135, 270 ng/kg)

negative

other: Parodi, S. et al, Miutat. Res. 54, 39-46 (1978)

1978 G.P: no data

other TS: N, N-di net hyl - p-toul udine; purity = 99%

The aut hor nentions that an increase of 3X controls is usually

consi dered positive.

dose mmol / kg 2 hr 24 hr
0 2.15 2.06
1 2.05 3.43
2 2.39 ----

(17)

other: Al kaline elution assay

rat Sex:
Spr ague- Dawl ey

oral unspecified

si ngl e dose

0 and 8 mmol / kg (0 and 1080 ny/ kg)

anbi guous
other: Parodi, S. et al, Miutat. Res. 54, 39-46 (1978)
1978 G.P: no data

other TS: N, N-di net hyl -p-toul udine; purity = 99%

DNA fragmentation increased in liver cells to about 2.4 X
control at one dose only. The author nentions that an
i ncrease of 3X controls is usually considered positive.
is why he considers this a weak positive.

weak positive

That

dose mmol / kg 6 hr 24 hr
0 1.36 1.48
8 3. 22*%* 1.85

DNA fragmentation increased in liver cells to about 2.4 X
control at one dose only.

(17)
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5. Toxicity

Dat e: 28- SEP-2001
D 99-97-8

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Remar k

Resul t:

28- SEP- 2001

other: Al kaline elution assay

rat Sex:
Spr ague- Dawl ey

i.p.

si ngl e dose

0, 4, and 8 nmol/kg (0, 540, and 1080 ng/kg)

anbi guous

other: Parodi, S. et al, Miutat. Res. 54, 39-46 (1978)
1978 G.P: no data

other TS: N, N-di net hyl -p-toul udine; purity = 99%
DNA fragmentation increased in liver cells to about 2X control

at one dose only. The author nentions that an increase of 3X
controls is usually considered positive. That is why he
considers this a weak positive.

weak positive

dose mmol / kg 2 hr 24 hr

0 1.63 1.99

4 3.14 2.06

8 3.23* ----

DNA fragnmentation increased in liver cells to about 2X control
at one dose only.
(17)

5.7 Carcinogenicity

5.8 Toxicity to Reproduction

See | UCLID data sets on CAS# 62-53-3; 95-53-4;

5.9 Devel opnent a

See |UCLID data sets on CAS# 62-53-3; 95-53-4;

5.10 O her

Rel evant

106-49-0; 108-44-1; 121-69-7.

Toxi city/ Teratogenicity

121-69-7; 91-66-7.

I nf or mati on

5.11 Experience with Human Exposure

- 19/21 -



Dat e: 28- SEP-2001
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7. Risk Assessnent

Dat e: 28- SEP-2001
D 99-97-8

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent

21/ 21 -



Exi sting Chem cal
CAS No.

El NECS Name

El NECS No.

TSCA Name

Mol ecul ar For nul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L | D

ID: 103-69-5
103-69-5

N-et hyl ani | i ne
203-135-5
Benzenam ne,
C8H11N

N- et hyl -

15-JUL- 1999

15-JUL- 1999

Bayer Corporation

29- CCT- 2001

29- CCT- 2001

27

Chapter: 1, 2, 3, 4, 5, 7

Reliability: without reliability, 1, 2, 3, 4

Flags: without flag, confidential, non confidential,
(DE), TA-Luft (DE), Material Safety Dataset, R sk

Assessnent, Directive 67/548/ EEC, SIDS

WK



Dat e: 28- SEP-2001
1. GCeneral Information ID: 103-69-5

1.0.1 CECD and Conpany I nfornmation

Type: | ead organisation

Nane: American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Panel

Street: 1300 W/ son Boul evard
Town: 22209 Arlington, VA
Country: United States

17- AUG 2001

Type: cooperati ng conpany
Nane: Al bemar | e Corpoiration
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Bayer Corporation
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Buf fal o Col or Corporation
Country: United States

24- SEP- 2001

Type: cooperating conpany
Narme: ChenFirst Inc

Country: United States

24- SEP- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

- 1/27 -



Dat e:
1. GCeneral Information I D

28- SEP- 2001
103-69-5

1.1 General Substance |Information

Subst ance type: organi c
Physi cal status: liquid
21- OCT- 1999

1.1.0 Details on Tenpl ate

1.1.1 Spectra

1.2 Synonyns

Benzenam ne, N-ethyl -
21- OCT- 1999

1.3 Inpurities

1.4 Additives

1.5 Quantity

1.6.1 Labelling

1.6.2 Cassification

1.7 Use Pattern

Type: type

Cat egory: Use in closed system

21- OCT- 1999

Type: i ndustri al

Cat egory: Chemical industry: used in synthesis
21- OCT- 1999

Type: use

Cat egory: I nt er nedi at es

21- OCT- 1999

- 2127 -



CGeneral Information

Dat e:
| D

28- SEP- 2001
103-69-5

LT,

. 8

.9

1 Technol ogy Production/ Use

Cccupational Exposure Limt Val ues

Sour ce of Exposure

.10.1 Recommendat i ons/ Precauti onary Measures

. 10.

11

.12

.13

.14,

.14,

.14,

.15

.16

.17

2 Emergency Measures

Packagi ng

Possi b. of Rendering Subst.

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

3/ 27 -



Dat e: 28- SEP-2001
1. GCeneral Information ID: 103-69-5

1.18 Listings e.g. Chemical Inventories

- 4127 -



2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 103-69-5

2.1 Melting Point

Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

2.2 Boiling Point

Val ue:
Deconposi tion:
Met hod:

GaP:
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Val ue:
Deconposi tion:
Met hod:

GaP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GaP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

-64 degree C

ot her

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(1)

-63.5 degree C

ot her:

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(2)

203 degree C at 1013 hPa

no

ot her:

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(2)

204.5 degree C at 1013 hPa

no

ot her

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(3)

207 degree C

ot her

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(1)

- 5127 -



2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 103-69-5

2.3 Density
Type:
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

2.3.1 Ganul onetry

. 9625 at 20 degree C

ot her:
no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

2.4 Vapour Pressure

Val ue:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

= .4 hPa at 20 degree C
other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

1 hPa at 38 degree C
ot her (neasured):

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

1.9 at 50 degree C
ot her (neasured)

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

6/ 27 -
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(1)
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2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 103-69-5

2.5 Partition Coefficient

| og Pow.
Met hod:

Year :
GP:

Test subst ance:

Renar k:
Reliability:

Fl ag:
21- AUG 2001

| og Pow.
Met hod:

Year :
GaP:

Test subst ance:

Renar k:

Reliability:

Fl ag:
21- AUG 2001

| og Pow.
Met hod:
Year :
GaP:

Test subst ance:

Reliability:

Fl ag:
21- AUG 2001

| og Pow.
Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
21- AUG 2001

1.92 at 25 degree C

ot her (neasured): OECD Chem cal s Testing Programe
Ecot oxi col ogy G oup

1979

yes

other TS: N-ethylaniline; purity not stated

Cct anol /Water partition coeffiecient P= 82.30

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(5)

2.26 at 25 degree C
ot her (neasured): shake-flask nethod according to Fujita t,
Iwasa J, Hansch C. 1964. J. Am Chem Soc. 86:5175.

no data

other TS: N-ethylaniline; purity not noted

Met hod of equlibration: Shake-fl ask

Anal yti cal nethod: absorption spectrophotonetry

Agueous phase: octanol -saturated water

Phase anal yzed: aqueous

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Critical study for SIDS endpoi nt

(6) (7)

2.16
ot her (neasured)

no
other TS: N-ethylaniline; purity not stated

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent

Critical study for SIDS endpoi nt

(7) (8)

2.114
ot her (cal cul ated): KOMVYN Program (v1.65)

other TS: nol ecul ar structure
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(9)

- 7127 -



Dat e: 28- SEP-2001
2. Physico-chem cal Data ID: 103-69-5

2.6.1 Water Solubility

Val ue: ca. 2700 ng/l at 20 degree C
Qualitative: sol ubl e (1000- 10000 ng/ L)
pH: 1
Met hod: ot her
Test subst ance: other TS: N-ethylaniline; purity not stated
Reliability: (2) wvalid with restrictions
Handbook val ue
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (1)

2.6.2 Surface Tension

2.7 Flash Poi nt

2.8 Auto Flanmmability

2.9 Flanmability

N

.10 Expl osi ve Properties

N

.11 Oxidizing Properties

N

.12 Additional Renarks

- 8/27 -



Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 103-69-5

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: H
Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: = .0000000000515114 cnB/(nol ecul e * sec)
Degr adat i on: 50 % after 2.5 hour(s)
Met hod: other (calculated): AOP vl1.89
Year : 1999 GLP: no
Test substance: other TS: nolecular structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (9)

3.1.2 Stability in Water

Type: abiotic
t1/2 pH: 1.1 day
Met hod: other: careful sampling of Rhine river water at Lobith and

24.5 hours later at Gorinchemas carried out by GC- M5 anal ysi s
of concentrates prepared by cl osed-1oop gas-stripping and XAD
adsorption techni ques.

Year : GLP: no
Test substance: other TS: N-ethylaniline; 97.5% purity
Remar k: The half life is much I onger in stagnant waters or

groundwaters due to limted volatilization, aerobic
bi odegradati on and phot ochemi cal deconposition

Test condition: Under field conditions, in running water, the half life of
N-ethylaniline is estimated to be 1.1. days.

21- AUG 2001 (10)

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

Type of
nmeasur enent : other: field study

Medi um surface water

Met hod: On July 16, 1979 a careful sanpling of Rhine river water at
Lobith and 24.5 hours later at Gorinchemas carried out by
GC- M5 anal ysis of concentrates prepared by cl osed-1oop
gas-strippi ng and XAD adsor ption techniques.

Concentration .3 - uo/l

Resul t: Rel evant concentration at Lobith was 0.3 ug/l and estmated
hal f-1ife was 1.1 days.

19- JUN- 2001 (10)

- 9/27 -



Dat e: 28- SEP-2001

3. Environnmental Fate and Pat hways ID: 103-69-5

3.3.1 Transport between Environnmental Conpartnents

Type: fugacity nodel level 111

Medi a: other: Air Water Soil Sedi nent

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.II/111):

Soil (L.1L/111):

Met hod: other: (calculation) EPIWN Level 1l Fugacity Mdel

Year : 1999
Resul t: Medi a Distribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Air 0. 88 4.98 1000 1. 46e-011
\Wat er 42.2 360 1000 2. 34e-010
Soi | 56. 8 360 1000 2. 03e- 009
Sedi ment 0. 149 1. 44e+003 0 1.7 e-010
Persi stence Tinme: 275 hr
Reacti on Ti ne: 320 hr
Advection Tine: 1. 96e+003 hr
Percent Reacted: 86
Percent Advected: 14

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt

21- AUG 2001 (9)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c

I nocul um

Degr adat i on: 0 %after 28 day

Met hod: CECD Guide-line 301 D "Ready Biodegradability: C osed Bottle
Test™

Year : 1977 G.P: no data

Test substance: other TS: N-ethylaniline; purity not noted

Reliability: (1) wvalid without restriction
Qui del i ne St udy

Fl ag: Critical study for SIDS endpoi nt

24- SEP- 2001 (11)

- 10/ 27 -



Dat e: 28- SEP-2001

3. Environnmental Fate and Pat hways ID: 103-69-5
Type: aer obi c
I nocul um
Concentrati on: 19.1 ng/l related to DOC (D ssolved O ganic Carbon)
23.7 mg/l related to Test substance
Degr adat i on: 97 % after 14 day
Met hod: | SO 7827 "Evaluation in an aqueous nmediumof the 'ultimte’

aerobi c bi odegradability of organic conmpounds - nethod by
anl aysi s of dissolved organic carbon (DOC )"

Year : G.P: no data
Test substance: other TS: N-ethylaniline; purity not noted
Remar k: BOD = 0.048 g/g
BOD5/ COD = 64. 3%
Reliability: (1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (12)

3.6 BOD5, COD or BOD5/COD Ratio
Met hod: other: Mddified CECD Screening Test, |SO 7827

Resul t: 19.1 ng DOC of N-ethylaniline (23.7 ng) elimnated in 14
days to an extent of 97% (BOD5/ COD = 64. 3%
BOD = 0.048 g/ g
Reliability: (2) wvalid with restrictions
Qui deline study with acceptable restrictions
21- AUG 2001 (13)

3.7 Bi oaccumnul ati on
Speci es:

Exposure period:
Concentrati on:

BCF: 9.19

El i m nati on:

Met hod: ot her: BCF Program (v2.13) no
Year : GaP:

Test subst ance: other TS: nol ecul ar structure

Remar k: Log Kow (estimated) : 2.11

Log Kow (experinental): 2.16
Log Kow used by BCF estimates: 2.16

Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 0.963 (BCF = 9.188)
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001 (9)

3.8 Additional Remarks
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4. Ecotoxicity

Dat e: 28- SEP-2001
I D: 103-69-5

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Renar k:

Resul t:
Reliability:

Fl ag:
21- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LCO:
Met hod:
Year :
Test subst ance:
19- JUN- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Oryzias latipes (Fish, fresh water)

48 hour ('s)

ng/ | Anal ytical nonitoring: no data
= 33

other: other: according to Japan Industrial Standards
1971 G.P: no data
other TS: N-ethylaniline; purity not noted

Subst ances which were difficult to dissolve in water were
dissolved in 1 nl. of ethanol then diluted with water.
LC50 (24 hr) =71 ng/l

(1) wvalid without restriction

Meets National standards nethod (AFNOR/ DI N)
Critical study for SIDS endpoi nt

ot her: cal cul ation

ot her: Fish

96 hour (s)

ng/ | Anal ytical nmonitoring: no
70. 802

ot her: ECCSAR vO0. 99e

1999 G.P: no
other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

Brachydanio rerio (Fish, fresh water)
96 hour (s)
ng/ | Anal ytical nonitoring: no data
= 50
other: No data
G.P: no data
no data
ot her: cal cul ation
other: Fish
14 day
ng/ | Anal yti cal nonitoring: no
130. 507
ot her: ECGOSAR vO0. 99e
1999 G.P: no
other TS: nol ecul ar structure
(2) wvalid with restrictions
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 103-69-5
Type:
Speci es: Leuci scus idus (Fish, fresh water)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no data
LC50: 10
Met hod: other: No data

Year: GLP: yes
Test substance:
24- APR- 2001 (16)
4.2 Acute Toxicity to Aquatic Invertebrates
Type: ot her: cal cul ation
Speci es: Daphnia sp. (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nmonitoring: no
EC50: 76. 444
Met hod: ot her: ECOCSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (9)
Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no data
ECO: 6.3
EC50: 18
EC100: 50
Met hod: other: no data

Year: GLP: yes
Test substance: no data
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (16)
Type:
Speci es: ot her: Tetrahynmena pyriforms
Exposure period: 24 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
EC50: 160
Met hod:

Year: GLP: yes
Test substance: no data

Met hod:

T. pyriforms was pre-cultured at 30 degree C for 24 hr
Concentration for stock solution was 1.8 in 10 Ml 2%

prot ease peptone. Slightly soluble chem cals were dissol ved
i n di nethyl sul foxide (DVBO). Stock solutions were
inoculated with 0.2 mM of T. pyriforms and cultivated at 30
degree C for 24 hr without agitation. Cells were then
counted by Coulter Counter and m croscope (correlation
coefficient was 0.998, n=32)
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4. Ecotoxicity

Dat e:

28- SEP- 2001
I D: 103-69-5

Reliability:

Fl ag:
28- SEP- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:
Year :
Test subst ance:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year :
Test subst ance:
Resul t:
09- AUG- 2000

(2) wvalid with restrictions
Meets generally accepted scientific standards,
and acceptable for assessnent

Critical study for SIDS endpoi nt
ot her: Chaet oganmar us nari nus
90 hour (s)
ng/ | Anal yti cal nonitoring:
44
other: no data
GLP:
no data
ot her: cal cul ation
Mysi dopsi s bahia (Crustacea)
96 hour (s)
ng/ | Anal yti cal nonitoring:
18. 877
ot her: ECCSAR vO0. 99e
1999 GLP:
other TS: nol ecul ar structure

valid with restrictions

(2)

other: cal cul ati on

Daphnia sp. (Crustacea)

16 day

ng/ | Anal yti cal nonitoring:
4. 114

ot her: ECOSAR vO0. 99e

1999 GP:
other TS: nol ecul ar structure

valid with restrictions

(2)

ot her: Tubitex species
48 hour (s)
ng/ | Anal yti cal nonitoring:
160
other: no data
GLP:
no data
LC50 (24 hr) = 470 no/l
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wel | document ed
(18)
no data
no data
(17)
no
no
(9)
no
no
(9)
no data
no data
(19)



4. Ecotoxicity

Dat e: 28- SEP-2001
I D: 103-69-5

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
ChvV :
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC10:
EC50:
Met hod:
Year :
Test subst ance:
Fl ag:
21- AUG 2001

Speci es:
Endpoi nt :

Exposure period:

Unit:
Met hod:
Year :
Test subst ance:
Met hod:

Resul t:

ot her al gae:
gromh rate
96 hour (s)
ng/ |
48. 094
5.125
ot her:
1999
other TS: nol ecul ar structure
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

green al gae

Anal ytical nonitoring: no

ECOSAR vO0. 99e
G.P: no

(9)

Scenedesnus subspicatus (Al gae)
96 hour (s)

ng/ |
17

98

ot her:

Anal ytical nonitoring: no data

no data

G.P: no data
no data
Critical study for SIDS endpoi nt

(20) (16)

Agrenel | um quadr upl i catum (Al gae)

other: algal |lawn assay (growth inhibition
7 day
Anal yti cal nonitoring: no
GLP:
other TS: N-ethylaniline; purity not noted

Algal lawns were initially seeded with 1.0 x 10e+5 cells/m in
1% agari zed (Difco 0140) medium The test chemi cal was
absorbed onto antibiotic sensitivity disks (12.7 nm
Schl ei cher and Schuell, No. 740-E) which were placed directly
onto the agar surface. The petri dish cultures were seal ed
with Scotch Tape and incubated in light froma tungsten |anp
for 3-7 days at 28-30 degree C. Zone of inhibition was
measured fromthe edge of the disk in mm The radius of
grow h inhibition around the disk was judged visually and
m croscopi cal | y.
Concentration (ug/disk)
0
1
10
100
500
1000 1

zone of inhibition (nm

ONOOOO

O indicates no inhibition,36 indicates conplete inhibition
No inhibittion was noted with ethanol controls.
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 103-69-5
LC50 >1000 ug/ di sk
Reliability: (3) invalid
Not a Cuidel i ne nethod
21- AUG 2001
4.4 Toxicity to Mcroorgani sns e.g. Bacteria
4.5 Chronic Toxicity to Aquatic Organi snms
4.5.1 Chronic Toxicity to Fish
Speci es: ot her
Endpoi nt : ot her
Exposure period: 30 day
Unit: ng/ | Anal ytical nonitoring: no
chv 9.284
Met hod: ot her: ECCSAR vO0. 99e
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001

4.5.2 Chroni ¢ Toxi

city to Aquatic Invertebrates
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Dat e: 28- SEP-2001
4. Ecotoxicity ID: 103-69-5

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

Type: ot her: cal cul ation

Speci es: Ei senia fetida (Wrm (Annelida), soil dwelling)

Endpoi nt : ot her

Exposure period: 14 day

Unit: ot her: ppm

LC50: 689. 546

Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no

Test substance: other TS: nol ecul ar structure

Remar k: Chemical may not be sol ubl e enough to neasure this predicted
effect.

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

21- AUG 2001 (9)

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year :

Test subst ance:

Renar k:
Resul t:
Reliability:

Fl ag:
21- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Resul t:

Reliability:

Fl ag:
21- AUG 2001

Toxicity

LD50

r at

Spr ague- Dawl ey
mal e/ f emal e

10

other: corn oi

= 478 ng/ kg bw

other: USEPA TSCA Health Effects Testing Cuidelines, 40 CFR
798.1175, "Acute Oral Toxicity"

1992 GLP: yes
other TS: N-Ethylaniline, purity 99.19%
Test material analysis not done under G.P
95% Cl = 308-741 ng/ kg bw

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(22)

LD50

r at

Spr ague- Dawl ey
mal e/ f emal e

10
ot her: undil uted
332.2 - 401.6 ng/ kg bw

other: CECD Acute Oral Toxicity Protocol - nodified
GLP: yes
other TS: Cormercial purity: 97.5%

Undiluted N-ethylaniline was adm nistered in a single dose
at 275.0 ng/ kg, 307.0 ng/kg, 342.0 ng/kg, 381.0 ng/kg, and
425.0 ng/ kg to groups of five female and five nale
Sprague-Dawl ey rats. Aninmals were fasted overnight. \Were
possi bl e, the volune of dosing solution did not exceed 5
m. per animal. Pale skin was noted at the 275.0 and 342.0

ng/ kg doses. Ataxia, pale skin, and deaths were noted at
the 307.0 and 381.0 doses. Ataxia and death were noted at
425.0 ng/ kg. Lungs which were dark in color were observed

at necropsy.
LD50 cal cul ated according to Finney DJ. "Statistical Methods

in Biological Assay. 2nd ed. London:Giffin Press. 1971
Mal e Feral e Conbi ned
LD50( mg/ kg) 323.2 402. 1 362.7

95% Cl (268. 8-360. 3) (362. 3-636. 4)
(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(332.2-401. 6)

(23)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

24- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

10- AUG 2000

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

24- APR- 2001

LD50

r at

no data
no data

no data
290 ny/ kg bw

G.P: no data
other TS: nonoethyl aniline; purity not noted
VWhen given at one-half its LD50, nonoethylaniline caused
nor mochrom ¢ anem a and i ncreased by 50-60%the bl ood
nmet henogl obin content in rats. After chronic admnistration
at 5% the LD50, a decrease in henogl obin and erythrocytes, and
an increase in nethenogl obin and | eukocytes was observed.
(24)

LD50
rat

300 ny/ kg bw
other: no data
G.P: no data
no data
(25)

LD50
nouse
no data
no data

no data
500 ny/ kg bw
other: no data
G.P: no data
other TS: nonoethyl aniline; purity not noted
(24)

- 19/ 27 -



5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :
Test subst ance:
Renar k:

Resul t:

10- AUG 2000

LD50
cat

25 - 200 ny/ kg bw
other: no data

G.P: no data
no data
Report outlines environnenta
literature and industry.
No deaths ocurred at 25 ng/kg bw. Al
ng/ kg bw.

heal th data from publi shed

animal s dies at 200

(16)

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :
Test subst ance:
Renar k:

Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

LC50
rat

mal e/ f enmal e

4 hour ()

1.13 - 1.48 ny/l

other: CECD Acute Inhalation Toxicity Protocol - Mdified
GLP: yes

G oups of 5 nmale and 5 femal e Sprague Dawl ey rats (70 tota
ani mal s) were exposed to chanber concentrations of
N-ethylaniline at 0.01, 0.026, 0.30, 1.13, 1.48, 1.38, and
1.42 ng/L. The average particle size (mass nedian dianeter)
ranged form 3.8 to 5.8 um (standard deviation of 2.5 to
6.0). Daily observations indicated that body wei ght |oss,
nasal di scharge, decreased activity, and possible slight
respiratory difficulty occurred subsequent to exposure. No
lesions definitely attributable to N-ethylaniline exposure
were noted during post nortem exam nation. The LC50 (based
on actual chanber concentration) was found to be greater
than 1.13 and |l ess than 1.48 ng/L.

Commercial purity: 97.5%

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(26)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

5.1.3 Acute Dernal

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:

Year :

Test subst ance:

Renar k:
Reliability:

Fl ag:
21- AUG 2001

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

Renar k:

Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

Toxicity

LD50

rabbit

New Zeal and white
mal e/ f enmal e

5
ot her: undiluted
> 2000 ny/ kg bw
other: USEPA TSCA Health Effects Testing Cuidelines, 40CFR
798. 1100, "Acute Dermal Toxicity"
1992 GLP: yes
other TS: N-ethylaniline, purity 99.19%
5 ani mal s/ sex/ dose group
Test material analysis not done under G.P
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(27)

LD50
rat

mal e

= 1915.1 ny/ kg bw
other: COECD Protocol - Mdified
GLP: yes

Six male and 6 fenale rats were assigned to each of the five
dosage groups (1200, 1483, 1833, 2265, and 2800 ng/kg). The
clipped test area constituted no |l ess than 10% of the entire
body surface and was abraded in 3 males and 3 fenal es per
group prior to application. dinical observations included
bl ack urine, | oss of appetite, decreased activity and deat h.
Commercial purity: 97.5%
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt

(28)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

LD50
rat

femal e

= 1347 ny/ kg bw
other: COECD Protocol - Mdified
GLP: yes

Six male and 6 fenale rats were assigned to each of the five
dosage groups (1200, 1483, 1833, 2265, and 2800 ng/kg). The
clipped test area constituted no |l ess than 10% of the entire
body surface and was abraded in 3 males and 3 fenal es per
group prior to application. dinical observations included
bl ack urine, | oss of appetite, decreased activity and deat h.
Commercial purity: 97.5%
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt

(28)

5.1.4 Acute Toxicity, other Routes

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

5.2.2 Eye Irritation

5.3 Sensitization

5.4 Repeated Dose Toxicity

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7;
91- 66-7.
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

5.5 Genetic Toxicity "in Vitro'

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Reliability:
Fl ag:
21- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:

Reliability:

Fl ag:
21- AUG 2001

Bacterial reverse nutation assay

S. typhimurium strains TA97, TA98, TA100, and TA1535
0, 10.0, 33.0, 100.0, 333.0, 1000.0, and 1666.0 ug/plate

with and wi t hout

negative

CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella

t hyphi nuri um Reverse Miutati on Assay"

1983 GLP: yes

other TS: N Ethylaniline (103-69-5), purity: 97% by | abel
Procedure: Preincubation protocol used.

Max. 0.05 ml DMSO sol vent used/pl ate.

Pl ates/test: 1.

Activation system 10 and 30% S-9 fraction of Arochlor
1254-i nduced mal e Sprague-Dawl ey rat and Syrian hamnster
livers.

Medi a: Histidi ne dependent (Vogel -Bonner).

Assay was done at SRl International.

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

Bacterial reverse nutation assay
Species/ Strain: S. typhinurium TA98, TA100, TA1535, TA1537

No Dat a

wi th and wi t hout

negative

other: simlar to CECD CGuide-line 471
GLP: yes

no data

Procedure: Pre-incubation.

Pl ates/test: No data.
Activation system
nmet hyl chol ant hrene i nduced rats.
Medi a:  histidi ne dependent.

No. of replicates: No data.

(1) wvalid without restriction
Conpar abl e to Cuideline study
Critical study for SIDS endpoi nt

5.6 Genetic Toxicity "in Vivo'
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Dat e: 28- SEP-2001
5. Toxicity I D: 103-69-5

5.7 Carcinogenicity

5.8 Toxicity to Reproduction

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7.

5.9 Devel oprmental Toxicity/ Teratogenicity

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 121-69-7; 91-66-7.

5.10 G her Rel evant Information

5.11 Experience with Human Exposure
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Dat e: 28- SEP-2001
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7. Risk Assessnent
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I D: 103-69-5

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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CAS No.

El NECS Nane

El NECS No.
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1. Ceneral

I nf or mati on

Dat e:
| D

21- JUN- 2001
62-53-3

1.0.1 CECD and Conpany I nfornmation

Narme:
Street:
Town:
Country:
Phone:
Tel ef ax:

Narme:
Street:
Town:
Country:
Phone:
Tel ef ax:
Tel ex:

Narme:
Street:
Town:
Country:

Nane:
Town:
Country:

Nane:
Town:
Country:

Nane:
Town:
Country:

Narme:
Street:
Town:
Country:

Narme:
Street:
Town:
Country:
Phone:
Tel ef ax:

ALM MVET

18 rue de | a M chodi ére
75002 PARI S

France

33147420633

33147421204

B. V. CONSOLCO

De Ruyterkade 44
1012 AA Anst er dam
Net her | ands

020- 6221444

020- 6254449

12458

BASF AG

Karl - Bosch- Str
67056 Ludwi gshafen
Cer many

BASF Antwerpen N V.
2040 Antwerpen 4
Bel gi um

BASF Schwar zhei de GhbH
01987 Schwar zhei de

Cer many

Bayer AG

51368 Leverkusen

Cer many

Bayer Shell Isocyanates N. V.

Haven 507 Schel del aan 420
2040 Antwer pen
Bel gi um

BRENNTAG (UK) LI M TED

45¢c H GH STREET, HAMPTON W CK
KT1 4DG KI NGSTON ON THAMES
United Ki ngdom

0181 977 3200

0181 943 4350
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Date: 21-JUN- 2001

1. General Information ID: 62-53-3
Nane: Eni chem S. p. A

Street: Via Taranelli, 26

Town: 20124 M1 an

Country: Italy

Nane: Eni chem Synt hesi s

Street: VI A MEDI CI VASCELLO 40

Town: 20138 Ml an

Country: Italy

Nane: Goodyear Chemi cal s Europe
Street: La, avenue des Tropiques - Z. A de Courtaboeut 2
Town: 91955 LES ULI S Cedex

Country: France

Narre: H ckson & Welch Ltd.

Street: \Wel don Road

Town: WF10 2JT Castleford

Country: United Ki ngdom

Nane: | mperial Chemical Industries PLC
Street: 9 M I I bank

Town: SWLP 3JF London

Country: United Ki ngdom

Phone: 0044/ 71/ 834- 4444

Tel ef ax: -2042

Nane: Mal | i nckrodt Specialty Chenmicals Ltd
Street: Hal | Lane

Town: S43 3RW St avely, Chesterfield
Country: United Ki ngdom

Phone: 0246 561200

Tel ef ax: 0246 280142

Name: Monsant o Europe N. V.

Street: Tervurenl aan, 270-272

Town: 1150 Bruxel | es

Country: Bel gi um

Nare: NEUBER GES. M B. H.

Street: BRUCKENGASSE 1

Town: 1060 WEN

Country: Austria

Phone: 0222/ 599950

Tel ef ax: 0222/ 5970200
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Date: 21-JUN- 2001
1. General Information ID: 62-53-3
Nane: OXON Italia SpA
Street: Senpi one 195
Town: 20016 Pero (M)
Country: Italy
Phone: 39 2 353781
Tel ef ax: 39 2 3390275
Tel ex: 332397
Nane: Raschi g GrbH
Town: 67063 Ludwi gshafen
Country: Cer many
Nane: Si geco GrbH
Street: Kommandant enstr. 13
Town: D- 47057 Dui sburg
Country: Cer many
Phone: +49/(0)203/3 78 05-0
Tel ef ax: +49/(0)203/3 78 05 5
Tel ex: 855713 sgcdu d
Nane: Uni r oyal Chemni cal Conpany
Street: Vialle delle Industrie, 40
Town: 13 Latina Scal o
Country: Italy
Phone: 39-773-6151
Tel ef ax: 39-773-615334
Tel ex: 680586
Cedex: 04013
Narme: VI OCHROM SA
Street: 3 EL. VENI ZELQU STR
Town: GR123-51 AGH A VARVARA ATHENS
Country: G eece
Phone: 301-5393120- 124
Tel ef ax: 5392634
Narme: VCOS B. V.
Street: Onder nem ngsweg 1A
Town: 2404 HM Al phen aan den Rijn
Country: Net her | ands
Phone: 31-172- 431601
Tel ef ax: 31-172- 432494

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients
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Date: 21-JUN- 2001
1. GCeneral Information ID: 62-53-3

1.1 General Substance |Information

Subst ance type: el emrent
Physi cal status: liquid
Subst ance type: el emrent

Physi cal status: solid

Subst ance type: organi c
Physi cal status: liquid

1.1.0 Details on Tenpl ate

1.1.1 Spectra

1.2 Synonyns

1- Ami nobenzol
Sour ce: BASF Antwerpen N V. Antwerpen 4
OXON Italia SpA Pero (M)

1- AM NOBENZCL
Sour ce: Bayer AG Leverkusen

Am nobenzeen

Sour ce: B. V. CONSOLCO Ansterdam
Bayer Shell Isocyanates N. V. Antwerpen
OXON Italia SpA Pero (M)

AM NOCBENZENE
Sour ce: VI OCHROM SA  AGHI A VARVARA ATHENS

Ami nobenzene

Sour ce: BASF AG Ludwi gshafen
BASF Antwerpen N. V. Antwerpen 4
Goodyear Chenicals Europe LES ULIS Cedex
OXON Italia SpA Pero (M)
I mperial Chemical Industries PLC London
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de

am nobenzene
Sour ce: Monsant o Europe N. V. Bruxelles

Am nobenzene, Phenyl am ne.
Sour ce: Hi ckson & Wl ch Ltd. Castleford

AM NOBENZENE; AM NOPHEN, ANILIN O L; PHENYLAM NE
Sour ce: Eni chem Synthesis M an
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1. GCeneral Information

Date: 21-JUN- 2001

ID: 62-53-3

Ani nobenzene;
Sour ce:

Ani nobenzol
Sour ce:

AM NOBENZOL
Sour ce:

Ani nobenzol ;
Sour ce:

Am nophen
Sour ce:

AM NOPHEN
Sour ce:

Am nophenol
Sour ce:

AMM NOBENZENE
Sour ce:

Anm nobenzene
Sour ce:
Anilin
Sour ce:

anilin
Sour ce:

ANl LI N
Sour ce:
anilin oil
Sour ce:
Ani | i ne
Sour ce:

aniline oil;

OXON Italia SpA Pero (M)

phenyl am ne;
Mal I'i nckrodt Specialty Chemicals Ltd Stavely,

Si geco GrbH Dui sburg

Bayer AG Leverkusen

Phenyl am n;
Raschi g GrbH Ludw gshafen

BASF Antwerpen N V.

Goodyear Chemi cal s Europe
OXON Italia SpA Pero (M)
| mperial Chemi cal

BASF AG Ludwi gshafen
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de
Si geco GrbH Dui sburg

Bayer AG Leverkusen

OXON Italia SpA Pero (M)

Eni chem S. p. A

OXON Italia SpA Pero (M)

OXON Italia SpA Pero (M)

M1 an

Si geco GrbH Dui sburg

| mperial Chemi cal

Bayer AG Leverkusen

OXON Italia SpA Pero (M)

VCS B. V.

Ant wer pen 4

LES ULI S Cedex

I ndustries PLC London

I ndustries PLC London

Al phen aan den Rijn
OXON Italia SpA Pero (M)

5/ 33 -
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Date: 21-JUN- 2001
1. GCeneral Information ID: 62-53-3

Aniline (8C)

Sour ce: BASF AG Ludwi gshafen
BASF Antwerpen N. V. Antwerpen 4
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de

Ani line oil

Sour ce: Goodyear Chenicals Europe LES ULIS Cedex
Aniline Aie

Sour ce: B. V. CONSOLCO Ansterdam

Aniline olie

Sour ce: OXON Italia SpA Pero (M)

Ani | i n6l, Am dobenzol

Sour ce: NEUBER GES. M B.H. WEN

Anyvi m

Sour ce: BASF AG Ludwi gshafen

BASF Antwerpen N. V. Antwerpen 4
OXON Italia SpA Pero (M)

BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

Benzeenani ne
Sour ce: Bayer Shell Isocyanates N. V. Antwerpen
OXON Italia SpA Pero (M)

benzenani ne
Sour ce: Monsant o Europe N. V. Bruxelles

Benzenani ne

Sour ce: Goodyear Chenicals Europe LES ULIS Cedex
OXON Italia SpA Pero (M)
Si geco GrbH Dui sburg

Benzenam ne (9C)

Sour ce: BASF AG Ludwi gshafen
BASF Antwerpen N V. Antwerpen 4
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de

Benzenam ne, Am nophenol
Sour ce: Uni r oyal Chem cal Company Latina Scal o

BENZENAMM NA
Sour ce: Eni chem S.p. A, Mlan

Benzenanm na
Sour ce: OXON Italia SpA Pero (M)
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1. Ceneral

I nf or mati on

Date: 21-JUN- 2001
ID: 62-53-3

Benzene, am no-

Sour ce:

Benzeneani ne
Sour ce:

BENZENEAM NE
Sour ce:

Benzol ani n
Sour ce:

BENZOLAM N
Sour ce:

Blue G|
Sour ce:

C. 1. 76000
Sour ce:

FENI LAMM NA
Sour ce:

Feni | amm na
Sour ce:

Fenyl am ne
Sour ce:

noir solvant 7

Sour ce:

BASF AG Ludwi gshafen

BASF Antwerpen N. V. Antwerpen 4
Goodyear Chenicals Europe LES ULIS Cedex
OXON Italia SpA Pero (M)

BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

OXON Italia SpA Pero (M)
| mperial Chemical Industries PLC London

Bayer AG Leverkusen

BASF Antwerpen N. V. Antwerpen 4
OXON Italia SpA Pero (M)
Si geco GrbH Dui sburg

Bayer AG Leverkusen

BASF AG Ludwi gshafen

BASF Antwerpen N V. Antwerpen 4

OXON Italia SpA Pero (M)

| mperial Chemical Industries PLC London
BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

BASF AG Ludwi gshafen

BASF Antwerpen N. V. Antwerpen 4
BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

Eni chem S.p. A, Mlan

OXON Italia SpA Pero (M)

Bayer Shell Isocyanates N. V. Antwerpen
OXON Italia SpA Pero (M)

ALM MET PARI S
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Date: 21-JUN- 2001

1. GCeneral Information ID: 62-53-3

Phenyl am n
Sour ce:

PHENYLAM N
Sour ce:

PHENYLAM NE
Sour ce:

Phenyl am ne
Sour ce:

phenyl am ne
Sour ce:

1.3 Inpurities

1.4 Additives

1.5 Quantity
Quantity

1.6.1 Labelling
Label | i ng:

Synbol s:

Specific limts:
R- Phr ases:

S- Phr ases:

BASF Antwerpen N V. Antwerpen 4

OXON Italia SpA Pero (M)

| mperial Chemical Industries PLC London
Si geco GrbH Dui sburg

Bayer AG Leverkusen
VI OCHROM SA AGH A VARVARA ATHENS

Bayer Shell Isocyanates N. V. Antwerpen
BASF AG Ludwi gshafen

BASF Antwerpen N. V. Antwerpen 4
Goodyear Chenicals Europe LES ULIS Cedex
BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

Monsant o Europe N. V. Bruxelles
OXON Italia SpA Pero (M)

nore than 1 000 000 tonnes

as in Directive 67/548/ EEC

T

N

other RM H

yes

(20/21/22) Harnful by inhalation, in contact with skin and if
swal | owed

(40) Possible risks of irreversible effects

(48/ 23/ 24/ 25) Toxic: danger of serious damage to health by
prol onged exposure through inhalation, in contact with skin
and if swall owed

(50) Very toxic to aquatic organi sms

(1/2) Keep |ocked up and out of reach of children

(28) After contact with skin, wash imediately with plenty of
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Date: 21-JUN- 2001
1. GCeneral Information ID: 62-53-3

(36/37) Wear suitable protective clothing and gl oves

(45) In case of accident or if you feel unwell, seek nedica
advice i Mmedi ately (show the | abel where possible)

(61) Avoid release to the environnent. Refer to speci al
instructions/Safety data sets

1.6.2 Cassification

Classification: as in Directive 67/548/ EEC
Ol ass of danger: carcinogenic, category 3
R- Phr ases: (40) Possible risks of irreversible effects

Cl assification: as in Directive 67/548/ EEC

Ol ass of danger: corrosive

R- Phr ases: (20/21/22) Harnful by inhalation, in contact with skin and if
swal | owed

Cl assification: as in Directive 67/548/ EEC
O ass of danger: dangerous for the environnent
R- Phr ases: (50) Very toxic to aquatic organi sms

Cl assification: as in Directive 67/548/ EEC

Ol ass of danger: toxic

R- Phr ases: (48/ 23/ 24/ 25) Toxic: danger of serious damage to health by
prol onged exposure through inhalation, in contact with skin
and if swall owed

1.7 Use Pattern

Type: type

Cat egory: Non di spersive use

Type: type

Cat egory: Use in closed system

Type: type

Cat egory: Use resulting in inclusion into or onto matrix
Type: i ndustri al

Cat egory: Agricul tural industry

Type: i ndustri al

Cat egory: Basi c industry: basic chemcals

Type: i ndustri al

Cat egory: Chemical industry: used in synthesis
Type: i ndustri al

Cat egory: Pai nts, | acquers and varni shes industry
Type: i ndustri al

Cat egory: Phot ogr aphi ¢ i ndustry
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Date: 21-JUN- 2001

1. General Information ID: 62-53-3
Type: i ndustri al

Cat egory: Pol ymers industry

Type: i ndustri al

Cat egory: Textile processing industry
Type: i ndustri al

Cat egory: other: industra farmaceutica
Type: i ndustri al

Cat egory:

Type: i ndustri al

Cat egory: ot her

Type: use

Cat egory: Col ouri ng agents

Type: use

Cat egory: I nt er nedi at es

Type: use

Cat egory: Oxi di zi ng agents

Type: use

Cat egory: Phar maceuti cal s

Type: use

Cat egory: Phot ocheni cal s

Type: use

Cat egory: other: agricultural internediates, ndi,dye stuffs,rubber

chemicals and internediate for pharnaceuticals.

Type: use
Cat egory:

Type: use
Cat egory: ot her

1.7.1 Technol ogy Production/ Use
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1. GCeneral Information

Date: 21-JUN- 2001
ID: 62-53-3

1.8 Cccupati onal

Type of limt:
Limt val ue:
Limt val ue:

Renar k:

Sour ce:

Type of limt:
Limt val ue:

Short term expos.

Limt val ue:

Schedul e:

Frequency:
Sour ce:

Type of limt:
Limt val ue:

Renar k:

Sour ce:

Type of limt:
Limt val ue:
Renar k:

Sour ce:

Exposure Limt Val ues

MAC (NL)

2 ot her

ot her

Ander e neet eenheid : PPM

G enswaarde voor blootstelling van korte duur:

a) Numeri eke waarde : onbekend

b) Meet eenhei d onbekend

c) Numeri eke waarde : onbekend

d) Tijdschema : onbekend

e) Frequentie onbekend
Ref erentie . Onbekend

B.V. CONSOLCO Ansterdam

MAK ( DE)

2 m/n8B

10 m /8

30 m nut e(s)

2 times

BASF AG Ludwi gshafen
BASF Antwerpen N V.

BASF AG Ludwi gshafen
BASF Schwar zhei de GrbH Schwar zhei de

Ant wer pen 4

(1)

MAK ( DE)

8 ng/ nB

hautresorptiv

BASF AG Ludwi gshafen
BASF Antwerpen N V.
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de

Ant wer pen 4

(1)
MAK ( DE)

krebser zeugend EG Kategorie 3
fortpfl anzungsgef aehrdend G uppe D
BASF AG Ludwi gshafen
BASF Antwerpen N V.
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de

Ant wer pen 4

(2)

- 11/33 -



Date: 21-JUN 2001
1. General Information ID: 62-53-3
Type of limt: MAK ( DE)
Limt val ue: 8 ng/ nB
Short term expos.
Limt val ue: 40 ng/ nB
Schedul e: 30 mi nut e(s)
Frequency: 8 tines
Remar k: [imt value: 2 ppm
Sour ce: Monsant o Europe N. V. Bruxelles
Type of limt: MAK ( DE)
Limt val ue: 8 ng/ nB
Sour ce: Eni chem Synthesis M an
Type of limt: MAK ( DE)
Limt val ue: 2 m/nB
Short term expos.
Limt val ue: 10 m/n8B
Schedul e: 30 mi nut e(s)
Fr equency: 2 tines
Sour ce: BASF AG Ludw gshaf en
OXON Italia SpA Pero (M)
Type of limt: MAK ( DE)
Limt val ue: 8 ng/ nB
Short term expos.
Limt val ue: 40 ng/ nB
Schedul e: 30 m nut e(s)
Fr equency: 8 tines
Remar k: valore limte: 2 ppm
Sour ce: Monsant o Europe N. V. Bruxelles
OXON Italia SpA Pero (M)
Type of limt: MAK ( DE)
Limt val ue: 8 ng/ nB
Sour ce: Eni chem Synt hesis M| an
OXON Italia SpA Pero (M)
Type of limt: MAK ( DE)
Limt val ue: 2 m/nB
Short term expos.
Limt val ue: 10 m/n8B
Schedul e: 30 m nut e(s)
Fr equency: 2 tines
Sour ce: BASF AG Ludw gshaf en
OXON Italia SpA Pero (M)
Type of limt: MAK ( DE)
Limt val ue: 2 m/nB
Short term expos.
Limt val ue: 10 m/n8B
Schedul e: 30 m nut e(s)
Fr equency: 2 tines
Sour ce: BASF AG Ludw gshaf en

OXON Italia SpA Pero (M)
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Date: 21-JUN- 2001
1. General Information ID: 62-53-3
Type of limt: MAK ( DE)
Limt val ue: 8 ng/ nB
Short term expos.
Limt val ue: 40 ng/ nB
Schedul e: 30 mi nut e(s)
Frequency: 2 tines
Sour ce: Si deco GrbH Dui sburg
OXON Italia SpA Pero (M)
Bayer AG Leverkusen
OXON Italia SpA Pero (M)
Si geco GrbH Dui sburg
Type of limt: MAK ( DE)
Limt val ue: 8 ng/ nB
Short term expos.
Limt val ue: 40 ng/ nB
Schedul e: 30 m nut e(s)
Frequency: 2 tines
Remar k: Genzwert: 2 ppm
Sour ce: Bayer AG Leverkusen
Type of limt: MAK ( DE)
Limt val ue: 8 ng/ nB
Short term expos.
Limt val ue: 32 ng/ n8
Schedul e: 15 m nute(s)
Fr equency: 4 times
Sour ce: Raschi g GrbH Ludw gshafen
Type of limt: CES (UK)
Limt val ue: 10 ng/ n8
Short term expos.
Limt val ue: 20 ng/ n8

Schedul e:
Sour ce

Type of limt:
Limt val ue:
Short term expos.
Limt val ue:

Schedul e:
Sour ce

Type of limt:
Limt val ue:
Short term expos.
Limt val ue:

Schedul e:
Remar k
Sour ce

10 m nute(s)

Eni chem Synthesis M an
Eni chem Synt hesis M| an
OXON Italia SpA Pero (M)

CES (UK)
10 ng/ n8

20 ng/ n8B

15 m nute(s)

| mperial Chemical Industries PLC London
OXON Italia SpA Pero (M)

CES (UK)
10 ng/ n8

20 ng/ n8B

15 m nute(s)

Skin Not ation

| mperial Chemi cal

I ndustries PLC London
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Date: 21-JUN- 2001

1. General Information ID: 62-53-3
Type of limt: TLV (US)
Limt val ue: 10 ng/ n8
Sour ce: VI OCHROM SA AGH A VARVARA ATHENS
Type of limt: TLV (US)
Limt val ue: 2 m/nB
Sour ce: Bayer Shell Isocyanates N. V. Antwerpen
Bayer Shell Isocyanates N V. Antwerpen
OXON Italia SpA Pero (M)
Type of limt: TLV (US)
Limt val ue: 7.6 ng/nB
Remar k: GIlt fuer Anilin und Honol oge.
Wert bezieht sich auf Haut.
Sour ce: BASF AG Ludwi gshafen
BASF Antwerpen N V. Antwerpen 4
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de
(3)
Type of limt: TLV (US)
Limt val ue:
Remar k: Limt value: 2 ppm
GIt fuer Anilin und Honol oge. Wert bezieht sich auf Haut.
Sour ce: BASF AG Ludwi gshafen
BASF Antwerpen N. V. Antwerpen 4
BASF AG Ludwi gshafen
BASF Schwar zhei de GibH Schwar zhei de
(3)
Type of limt: TLV (US)
Limt val ue: 7.6 ng/nB
Sour ce: Goodyear Chenicals Europe LES ULIS Cedex
Type of limt: TLV (US)
Limt val ue: 7.6 ng/nB
Remar k: TLV- TWA=2 ppm = 7.6 ng/ n8
Sour ce: Eni chem Synthesis M an
Type of limt: TLV (US)
Limt val ue: 7.6 ng/ nB
Sour ce: Eni chem S.p. A, Mlan
(4)
Type of limt: TLV (US)
Limt val ue: 7.6 nmg/g
Remar k: There is no STEL published for this chem cal.
Sour ce: Uni royal Cheni cal Conpany Latina Scal o
Type of limt: TLV (US)
Limt val ue: 7.6 ng/ nB
Remar k: TLV-TWA = 2 ppm = 7.6 ng/nB
Sour ce: Eni chem Synt hesis M| an

OXON Italia SpA Pero (M)
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Date: 21-JUN- 2001

1. GCeneral Information ID: 62-53-3

Type of limt:
Limt val ue:
Sour ce

Type of limt:
Limt val ue:

Remar k

Sour ce

Type of limt:
Limt val ue:
Short term expos.
Limt val ue:

Schedul e:
Sour ce

TLV (US)

7.6 ng/ nB

Eni chem S. p. A, M1 an

OXON Italia SpA Pero (M)

ot her

.1 ng/ nB

MAC (ex URSS), 1980-1987
Eni chem Synthesis M an

ot her
2 ng/ nB

6 ng/ nB
8 hour (s)
Hi ckson & Wl ch Ltd. Castleford

1.9 Source of Exposure

Met hod:

Sour ce

Remar k

Sour ce

Remar k

Sour ce

Aniline is shipped in 200 Its steel drums. Upon receipt,
the drunms are stored in the wharehouse on ground | evel.
racked whare

VI OCHROM SA AGH A VARVARA ATHENS

- Produktieproces: Door catal ytische reductie van
ni trobenzeen net stikstof of catal ytische reactie van
chl oor benzeen net amoni ak i n waterige opl ossi ng.

- Plaatsen van productie zover ons bekend:
- Dui tsl and
- Engel and
- Tsjechié
- Rusl and
- Japan
- USA
B.V. CONSOLCO Ansterdam

Artificial sources: Wastewater and emissions fromits
manuf acture, transport, storage and use in the manufacture
of pol yurethanes (MDl), rubber processing chemcals,
pesticides, fibers, dyes and pignments.. (re.1l)

Aniline.. has.. een found in industrial effluents fromoi
shal e recovery e oil refineries and fromchem cal e coa
conversion plants (re.2)

Many industrial precesses:

-Catal ytic |iquid-phase hydrogenati on of nitrobenzene
-Catal yti c vapor-phase hydrogenati on of nitrobenzene

- Reduction of nitrobenzene with iron and iron salts

- Am nation of pheno

Eni chem Synthesis M an

(5) (6)
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Date: 21-JUN- 2001

1. GCeneral Information ID: 62-53-3

Renar k:

Sour ce:

Renar k:

Sour ce:

LA SOSTANZA VI ENE | MPORTATA E UTI LI ZZATA NEL SI TO

| NDUSTRI ALE DI BRINDI SI PER LA SINTESI Dl

DI AMM NODI FENI LMETANO I N UN SI STEMA CHI USO.

LE EM SSI ONl SONO TRASCURABI LI E VENGONO ADEGUATAMENTE
ABBATTUTE | N MODO DA PREVENI RE QUALSI ASI FORVA DI
ESPCSI ZI ONE SI A ALL' | NTERNO CHE ALL' ESTERNO DEL SI TO
Eni chem S.p. A, Mlan

Aniline is used in the production of fluorescent whitening
agents.
H ckson & Welch Ltd. Castleford

1.10.1 Recommendati ons/ Precauti onary Measures

1.10. 2 Enmergency Measures

1. 11 Packagi ng

1.12 Possib. of Rendering Subst. Harn ess

1. 13 Statenents Concerning Waste

1.14.1 Water Pollution

O assified by:
Label | ed by:

O ass of danger:
Sour ce:

KBwS ( DE)

KBwS ( DE)

2 (water polluting)

Bayer Shell Isocyanates N. V. Antwerpen

BASF AG Ludwi gshafen

BASF Antwerpen N V. Antwerpen 4
Bayer AG Leverkusen

BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

1.14.2 Major Accident Hazards

Legi sl ati on:
Subst ance | i sted:
No. in Drective:
Sour ce:

Directive 82/502/ EEC

yes
Annex Il Part Il No. 2
Bayer Shell Isocyanates N. V. Antwerpen
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Date: 21-JUN- 2001

1. GCeneral Information ID: 62-53-3

Legi sl ati on:
Subst ance | i sted:
Sour ce:

Legi sl ati on:
Subst ance | i sted:
Renar k:

Sour ce:

1.14.3 Air Polluti

O assified by:
Label | ed by:
Nurber :

O ass of danger:

Sour ce:

O assified by:
Label | ed by:
Nunber :

O ass of danger:
Sour ce:

St oerfal |l verordnung ( DE)

no

BASF AG Ludwi gshafen

BASF Antwerpen N V. Antwerpen 4
BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

(7)

St oerfal |l verordnung ( DE)

Anlage 2 Nr. 4 ¢
Bayer AG Leverkusen

on
TA-Luft (DE)

3.1.7 (organi c substances)
I
Bayer Shell Isocyanates N. V. Antwerpen

TA-Luft (DE)

TA-Luft (DE)

3.1.7 (organi c substances)

I

BASF AG Ludwi gshafen

BASF Antwerpen N. V. Antwerpen 4
Bayer AG Leverkusen

BASF AG Ludwi gshafen

BASF Schwar zhei de GibH Schwar zhei de

1. 15 Additional RemarKks

Met hod:
Sour ce:

Renar k:

Sour ce:

Renar k:

Sour ce:

Renar k:

df df df
VI OCHROM SA  AGHI A VARVARA ATHENS

Transportinformatie: Volgens ADR/VLG 6.1 cijfer 11b -
UN no. 1547
B.V. CONSOLCO Ansterdam

COVBUSTI ONE DI QUESTA SOSTANZA | N | NCENERI TORE | DONEO ALLO
SMALTI MENTO DI RESIDUI CHI M CI PERI COLOSI .
Eni chem S.p. A, Mlan

Avoi d all personal contact with this chem cal .
Di sposal Information: In accordance with | ocal or national
environnental control regulations. Do Not Reuse Containers!
Product reacts vigorously wi th acids, oxidising agents and
hexachl or onel ami ne.
SPILL, LEAK and DI SPOSAL | NFORVATI ON: O eanup perosnnel
shoul d wear suitable protective equi pnent (SCBA).
Transportation Information: ADR' RID, |IMJ |CAQIATA
classification = 6.1, poison.
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Date: 21-JUN- 2001
1. GCeneral Information ID: 62-53-3

I D Nunber = UN1547

Sour ce: Uni r oyal Chem cal Company Latina Scal o

Remar k: Aniline is transported in road tankers and handled in bul k
storages and encl osed pi pewor K.

Sour ce: H ckson & Welch Ltd. Castleford

1.16 Last Literature Search

1.17 Revi ews

1.18 Listings e.g. Chemical Inventories
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2. Physico-chem cal Data

Date: 21-JUN- 2001
ID: 62-53-3

2.1 Melting Point

Val ue: = -6.2 degree C
Sour ce: BASF AG Ludwi gshafen

2.2 Boiling Point

Val ue: = 183.5 - 184 degree C
Sour ce: BASF AG Ludwi gshafen
2.3 Density

Type: density

Val ue: = 1. 0213 g/cnB

Sour ce: BASF AG Ludwi gshafen

2.3.1 Ganul onetry

2.4 Vapour Pressure

Val ue: = .5 hPa at 20 degree C

Sour ce: BASF AG Ludwi gshafen

2.5 Partition Coefficient

| og Pow. =.91
Met hod:
Year :
Sour ce: BASF AG Ludwi gshafen

2.6.1 Water Solubility

Val ue: 36 g/l at 20 degree C
pH: 8.8 at 36 g/| and 20 degree C
Sour ce: BASF AG Ludwi gshafen

2.6.2 Surface Tension

19/ 33 -
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(8)

(8)
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Date: 21-JUN 2001
2. Physico-chem cal Data ID: 62-53-3

2.7 Flash Poi nt

Val ue: = 76 degree C

Type:

Met hod: other: DIN 51 758
Year :

Sour ce: BASF AG Ludwi gshafen

(8)

2.8 Auto Flammability

Val ue: = 540 degree C
Met hod: other: DIN 51 794
Sour ce: BASF AG Ludwi gshafen

(8)

2.9 Flanmability
2.10 Expl osive Properties

Resul t: ot her: Expl osi onsgrenzen in Luft: 1.2-11.0 Vol.%
Sour ce: BASF AG Ludwi gshafen

(8)

2.11 Xidizing Properties

2.12 Additional Renarks

Renar k: CGef aehrli che Reaktionen: Exotherne Reaktion mit Saeuren
Vi skositaet: 4.4 nPa.s bei 20 Gad C
Sour ce: BASF AG Ludwi gshafen

(8)
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Date: 21-JUN 2001
3. Environnmental Fate and Pat hways ID: 62-53-3

3. 1.1 Phot odegradati on

3.1.2 Stability in Water

3.1.3 Stability in Soil

Type: Radi ol abel :
Concentration:
Cati on exch.

capac.
M cr obi al

bi onass:
Met hod:

Year : GaP:

Test subst ance:
Sour ce: BASF AG Ludwi gshafen

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnmental Conpartnents

Type: adsorption

Medi a: water - soil

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.1I/111):

Soil (L.1L/111):

Met hod: ot her: berechnet
Year: 1994

Remar k: |l og Koc = 1.65

Comput er Programm PCKOC, PC Software to Estimate Soil
Sorption Coefficients, Version 1.22, PH Howard, W Myl an
(Mai 1993), Syracuse Research Corporation, New York.

Sour ce: BASF AG Ludwi gshafen
Type: adsorption
Medi a: water - soil
Air (Level 1):
Water (Level 1):
Soil (Level 1):
Biota (L.II/111):
Soil (L.1L/111):
Met hod: ot her: genessen
Year :
Remar k: | og Koc = 2.07
Sour ce: BASF AG Ludwi gshafen
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Date: 21-JUN- 2001
3. Environnmental Fate and Pat hways ID: 62-53-3
(9) (10)
Type: adsorption
Medi a: water - soil
Air (Level 1):
Water (Level 1):
Soil (Level 1):
Biota (L.II/111):
Soil (L.1L/111):
Met hod: ot her: genessen
Year :
Remar k: log Koc = 2.14
Sour ce: BASF AG Ludwi gshafen
(9) (11)
3.3.2 Distribution
3.4 Mode of Degradation in Actual Use
3.5 Bi odegradation
Type: aer obi c
I nocul um ot her: BASF- Bel ebt schl amm
Concentrati on: 596 ng/l related to DOC (D ssolved O ganic Carbon)
Degr adat i on: = 97 %after 5 day
Met hod: ot her: Modified CECD Screeni ng Test
Year : 1981 GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen
(12)
Type: aer obi c
I nocul um ot her: BASF- Bel ebt schl amm
Concentrati on: 100 ng/l related to DOC (Dissolved O ganic Carbon)
Degr adat i on: = 92 %after 6 day
Test subst ance: 3 hour(s) =15 %
1 day =39 %
3 day =91 %
Met hod: ot her: Standversuch
Year : 1980 GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludw gshafen
(13)

3.6 BOD5, COD or

BOD5/ CCD Rati o
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Date: 21-JUN 2001
3. Environnmental Fate and Pat hways ID: 62-53-3

3.7 Bi oaccumnul ati on

3.8 Additional Remarks
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Date: 21-JUN- 2001

4. Ecotoxicity ID: 62-53-3
AQUATI C ORGANI SVB
4.1 Acute/Prolonged Toxicity to Fish
4.2 Acute Toxicity to Aquatic Invertebrates
4.3 Toxicity to Aquatic Plants e.g. Al gae
4.4 Toxicity to Mcroorgani sns e.g. Bacteria
Type: aquatic
Speci es: ot her bacteria: BASF-Bel ebt schl amm
Exposure period: 30 mnute(s)
Unit: ng/ | Anal ytical nonitoring: no
EC20 : = 2800
Met hod: ot her: Kurzzeitat nungst est

Year : 1979 GLP: no
Test substance: ot her TS: Substanz aus EG Test
Remar k: Kei ne At mungshenmung bis 1400 ng/|
Sour ce: BASF AG Ludwi gshafen

(14)

Type: aquatic
Speci es: ot her bacteria: BASF-Bel ebt schl amm
Exposure period: 30 mnute(s)
Unit: ng/ | Anal ytical nonitoring: no
EC20 : = 550
Met hod: ot her: Kurzzeitat nungst est

Year : 1980 GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen

(15)

- 24/ 33 -



Dat e:
4. Ecotoxicity | D

21- JUN- 2001
62-53-3

4.5 Chronic Toxicity to Aquatic Organi sms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling Organisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks
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Date: 21-JUN- 2001

5. Toxicity ID: 62-53-3
5.1 Acute Toxicity
5.1.1 Acute Oral Toxicity
Type: LD50
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Val ue: 200 - 2000 ng/ kg bw
Met hod: ot her
Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen
Reliability: (2) wvalid with restrictions
Beri cht und Ergebnis sind nachvol | zi ehbar und akzept abel
(16)
Type: LD50
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Val ue: ca. 572 ng/ kg bw
Met hod: ot her: BASF- Test
Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen
Reliability: (2) wvalid with restrictions
Beri cht und Ergebnis sind nachvol | zi ehbar und akzept abel
(17)
Type: ot her
Speci es: cat
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod: ot her
Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Remar k: Anilin fuehrte nach oral er Applikation zu starker
Met haenogl obi nbi | dung.
Ei nes der beiden Tiere die 100 ng/ kg erhielten starben, in
den ni ederen Dosierungen (1 - 50 ng/kg) trat keine
Mortal i aet auf, jedoch wurden in allen Dosierungen erhoehte
Met haenogl obi nwerte genessen.
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Unt er sucht wur den das BASF- Produkt Xl X/ 405 Anilin und
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5. Toxicity

Date: 21-JUN- 2001
ID: 62-53-3

Reliability:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce
Reliability:

Anilin p.a.
(2) wvalid with restrictions
Beri cht und Ergebnis sind nachvoll zi ehbar und akzept abe
(18) (19) (20)

ot her
cat

ot her
GLP: no
as prescribed by 1.1 - 1.4
Die einmalige orale Gabe von 50 ng/ kg fuehrte bei den beiden
i n den Versuch ei ngesetzten Katzen zu starker
Met haenogl obi nbi | dung und Cyanose. Ein Tier starb.
BASF AG Ludwi gshafen
(2) wvalid with restrictions
Beri cht und Ergebnis sind nachvoll zi ehbar und akzept abe

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce
Reliability:

5.1.3 Acute Dernal

(21)
other: IRT
r at
8 hour (s)
ot her: BASF- Test
GLP: no
as prescribed by 1.1 - 1.4
Di e 3-stuendi ge Exposition von 12 Ratten in einer bei 20
Grad Celsius mt der Substanz gesaettigten At nosphaere
wirkte bei keinemder Tiere letal. D e 8-stuendige
Exposition von 6 Ratten fuehrte zum Tod der Tiere.
BASF AG Ludwi gshafen
(2) wvalid with restrictions
Beri cht und Ergebnis sind nachvoll zi ehbar und akzept abe
(17)

Toxicity
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5. Toxicity

Dat e:

21- JUN- 2001
ID: 62-53-3

5.1.4 Acute Toxicity, other Routes
Type: LD50
Speci es: nouse
Strain:
Sex:
Nurber of

Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: ca. 368 ng/ kg bw
Met hod: ot her: BASF- Test

Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen
Reliability: (2) wvalid with restrictions

Beri cht und Ergebnis sind nachvol | zi ehbar und akzept abel
(17)

5.2 Corrosiveness and Irritation
5.2.1 Skin Irritation
Speci es: r abbi t
Concentrati on:
Exposur e:
Exposure Ti me:
Nurber of

Ani mal s:
PDI | :
Resul t: not irritating
EC classificat.:
Met hod: ot her: BASF- Test

Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen
Reliability: (2) wvalid with restrictions

Bericht und Ergebnis sind nachvol |l zi ehbar und akzept abel
(17)
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Date: 21-JUN- 2001

5. Toxicity ID: 62-53-3
5.2.2 Eye Irritation
Speci es: r abbi t
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of
Ani mal s:
Resul t: irritating
EC cl assificat.:
Met hod: ot her: BASF- Test
Year : G.P: no

Test subst ance:
Sour ce
Reliability:

5.3 Sensitization

5.4 Repeated Dose

5.5 Genetic Toxici

Type:

Syst em of
testing:
Concentrati on:
Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Sour ce
Reliability:

5.6 CGenetic Toxici

as prescribed by 1.1 - 1.4
BASF AG Ludwi gshafen
(2) wvalid with restrictions
Beri cht und Ergebnis sind nachvoll zi enbar und akzept abe
(17)

Toxicity

ty 'in Vitro'
Anmes test

Sal monel | a typhi muri um TA102
bi s 5000 ug/pl ate

with and wi t hout
negative
ot her: nach Maron und Ames: Miutat. Res., 113, 173-215, (1983)
G.P: no data
as prescribed by 1.1 - 1.4
BASF AG Ludwi gshafen
(1) wvalid without restriction
GQui del i nekonfornme Studie, valide Studie
(22)

ty 'in Vivo'

5.7 Carcinogenicity
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5. Toxicity

Date: 21-JUN- 2001
ID: 62-53-3

5.8 Toxicity to Reproduction

5.9 Devel opnent al

5.10 O her

Toxi city/ Teratogenicity

Rel evant [ nformation

5.11 Experience with Human Exposure

Renar k:

Sour ce:

Renar k:

Sour ce:

Von 1967-1992 wurden 13 Faelle von Zyanose und
At enbeschwer den nach Ei nwi rkung von Anilin beobachtet, die
zur weiteren Behandl ung in die Klinik ei ngewi esen wurden.
BASF AG Ludwi gshafen
(23)

A cluster of ten cases of Hodgkin s disease was identified
within the active workforce of a |arge chem cal
manuf acturing firmover a 23-year period. In the total
wor kf orce of 62000 person-years, an expected nunber of 2.01
cases was cal cul ated, giving a standardi zed incidence ratio
of 497 (95 % Cl 238-915). A nested case-control study was
undertaken with 200 controls. For 11 selected chemi cals
(incl. aniline) exposure odds ratios were calcul ated. No
subst ance energed as a likely candidate for explaining the
observed Hodgki n"s di sease cl uster.
BASF AG Ludwi gshafen

(24)
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Date: 21-JUN- 2001

6. References ID: 62-53-3

(1)
(2)
(3)
(4)

(5)

(6)

(7)
(8)
(9)
(10)

(11)

(12)

(13)

(14)

(15)

(16)

TRGS 900 (1993)
TRGS 500 (1993)
ACG H (1991- 1992)

ACE H (1993 - 1994) - DOCUMENTAZI ONE DI VALORI LIMTE DI
SOG.I A E DEGLI INDI CI DI ESPGCSI ZI ONE Bl OLOG CA.

(re.1) Chemcal marketing Reporter, Chenical profile, 7
sept. (1985)

(re.2) I ARC, Monographs on the evaluation of the
carcinogenic risk of chemical to man. Geneva, Wrld Health
Organi zation, Int. Ag. for research on cancer, 1972-present.
(Multivolunme work), p. V27 45 (1982).

Re: U I mann, Encycl opedia of Industrial Chemstry, 1985 Vol.
A2, pag. 303-312, VCH

Stoerfall-Verordnung vom 20. 09. 1991

BASF AG Sicherheitsdatenblatt Anilin (04.01.1994)

BASF AG Umnel tanal ytik, Notiz vom 27.09. 94

Van Cepen, B. et al., Chenpsphere 22, 285, (1991)
Gerstel,Z., Personal conmunication, The Vol cani Center
Institute of Soils, Israel, zitiert nach: Koerdel, W:
Report: Validation of the HPLC Screening Method for the
determ nati on of the adsorption coefficient Koc in soil
(August 1993), Fraunhofer Institut fuer Umneltchem e und
Cekot oxi kol ogi e, Schmal | enber g

BASF AG Labor Cekol ogi e, unveroeffentlichte Untersuchung:
Bi oti c Degradation: Mdified OECD Screeni ng Test vom
05. 06. 1981

BASF AG Labor Cekol ogi e, unveroeffentlichte Untersuchung:
St andver such vom 06. 05. 1980

BASF AG Labor Cekol ogi e, unveroeffentlichte Untersuchung:
Kur zzei t at nungst est vom 10. 01. 1979

BASF AG Labor Cekol ogi e, unveroeffentlichte Untersuchung:
Kur zzei t at nungst est vom 24. 01. 1980

BASF AG Abt. Toxi kol ogi e, unveroeffentlichte Untersuchung
Proj ect No. 10A257/891044, 06.07.1989
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Date: 21-JUN- 2001

6. References ID: 62-53-3

(17) BASF AG Abt. Toxi kol ogi e, unveroeffentlichte Untersuchung,
(XXI/214), 14.03.1972

(18) BASF AG Abt. Toxi kol ogi e, unveroeffentlichte Untersuchung,
(XI X/ 405), 17.04.1970

(19) BASF AG Abt. Toxi kol ogi e, unveroeffentlichte Untersuchung,
(XI X/ 405), 23.04.1970

(20) BASF AG Abt. Toxi kol ogi e, unveroeffentlichte Untersuchung,
16. 04. 1970

(21) BASF AG Abt. Toxi kol ogi e, unveroeffentlichte Untersuchung,
(XXI/46), 11.03.1971

(22) Jung R et al.: Mutat. Res., 278, 265-270, (1992)

(23) unveroeffentlichte Mtteilung, BASF Werksaerztlicher D enst
(1992)

(24) Swaen, G, M, H, Slangen, J., M, M, Ot, M, G,

Kusters, E., Van Den Langenbergh, G, Arends, J., W, Zober,
A.; Int. Arch Qccup. Environ. Health 68, 224-228, (1996)
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7. Risk Assessnent

Date: 21-JUN- 2001
ID: 62-53-3

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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Exi sting Chem cal
CAS No.

El NECS Nane

El NECS No.

TSCA Name

Mol ecul ar For nul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L | D

ID: 121-69-7

121-69-7

N, N- di et hyl ani | i ne

204- 493-5

Benzenam ne, N, N-di net hyl -
C8H11N

EUROPEAN COWMM SSI ON - Eur opean Chemi cal s Bureau
11- FEB- 2000

EUROPEAN COWMM SSI ON - Eur opean Chemi cal s Bureau

11- FEB- 2000

25- SEP- 2001
11- FEB- 2000
11- FEB- 2000

126

Chapter: 1, 2, 3, 4, 5, 7
Reliability: without reliability, 1, 2, 3, 4

Flags: without flag, confidential, non confidential,

(DE), TA-Luft (DE), Material Safety Dataset, R sk
Assessnent, Directive 67/548/ EEC, SIDS

WK



Dat e:
1. GCeneral Information I D

25- SEP- 2001
121-69-7

1.0.1 CECD and Conpany I nfornmation

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients
1.1 Ceneral Substance Information
Subst ance type: organi c

Physi cal status: liquid

1.1.0 Details on Tenpl ate

1.1.1 Spectra
1.2 Synonyns

(Di met hyl am no) benzene
Sour ce: BASF AG Ludwi gshafen

Aniline, N Ndinmethyl- (8C)
Sour ce: BASF AG Ludwi gshafen

BENZENAM NE, N, N- DI METHYL-
Sour ce: VI OCHROM SA  AGHI A VARVARA ATHENS

Benzenam ne, N, N-dinethyl- (9Cl)
Sour ce: BASF AG Ludwi gshafen

Di net hyl anilin
Sour ce: BASF AG Ludwi gshafen

Di net hyl ani | i ne
Sour ce: ZENECA Specialties Manchester
BASF AG Ludwi gshafen

Di net hyl phenyl am ne

Sour ce: BASF AG Ludwi gshafen
DVA
Sour ce: ZENECA Specialties Manchester

- 1/126 -



1. Ceneral

I nf or mati on I D

Dat e: 25- SEP-2001

121-69-7

N, N- Di et hyl anmi nobenzene

Sour ce:

BASF AG Ludwi gshafen

N, N- di et hyl ani | i ne

Sour ce:

ZENECA Speci alties Manchester

N, N- Di et hyl ani | i ne

Sour ce:

BASF AG Ludwi gshafen

N, N- Di et hyl benzenam ne

Sour ce:

BASF AG Ludwi gshafen

N, N- Di et hyl phenyl am ne

Sour ce: BASF AG Ludwi gshafen
Versnel ler NL 63/10
Sour ce: BASF AG Ludwi gshafen

1.3 Inpurities

1.4 Additives

1.5 Quantity
1.6.1 Labelling

Label I i ng:
Synbol s:

Specific limts:

R- Phr ases:

S- Phr ases:

as in Directive 67/548/ EEC
T

N

other RM H
no data
(23/ 24/ 25)
swal | owed
(40) Possible risks of irreversible effects

(51/53) Toxic to aquatic organisns, may cause |long-term
adverse effects in the aquatic environnent

Toxi ¢ by inhalation, in contact with skin and if

(1/2) Keep |ocked up and out of reach of children

(28) After contact with skin, wash imediately with plenty of
(36/37) Wear suitable protective clothing and gl oves

(45) In case of accident or if you feel unwell, seek nedical

advice i Mmedi ately (show the | abel where possible)
(61) Avoid release to the environnent. Refer to speci al
instructions/Safety data sets
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1. Ceneral

I nf or mati on

Dat e: 25- SEP-2001
D 121-69-7

1.6.2 Cassification

Cl assification:
O ass of danger:
R- Phr ases:

Cl assification:
O ass of danger:
R- Phr ases:

Cl assification:
O ass of danger:
R- Phr ases:

1.7 Use Pattern

as in Directive 67/548/ EEC
car ci nogeni c, category 3
(40) Possible risks of irreversible effects

as in Directive 67/548/ EEC

dangerous for the environnent

(51) Toxic to aquatic organisms

(53) May cause long-term adverse effects in the aquatic
envi ronnent

as in Directive 67/548/ EEC
t oxi c

(23/ 24/ 25)
swal | oned

Toxi ¢ by inhalation, in contact with skin and if

1.7.1 Technol ogy Production/Use

1.8 Cccupati onal

Type of limt:
Limt val ue:

Short term expos.

Limt val ue:

Schedul e:

Frequency:
Sour ce:

Type of limt:
Limt val ue:

Renar k:

Sour ce:

Type of limt:
Limt val ue:

Renar k:

Sour ce:

Exposure Limt Val ues

MAK ( DE)
5 m/nB

10 m /8

30 mi nut e(s)

4 tinmes

BASF AG Ludwi gshafen

(1)

MAK ( DE)

25 g/ nB
hautresorptiv

BASF AG Ludwi gshafen

(1)
MAK ( DE)

kr ebser zeugend G uppe 111 B.
BASF AG Ludwi gshafen

(2)
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Dat e: 25- SEP-2001

1. Ceneral Information D 121-69-7
Type of limt: CES (UK)

Limt val ue: 25 ng/ n8
Short term expos.

Limt val ue: 50 ng/ n8

Schedul e: 10 m nute(s)
Remar k: CES carries skin notation.
Sour ce: ZENECA Speci alties Manchester
Type of limt: TLV (US)

Limt val ue: 25 ng/ n8
Sour ce: VI OCHROM SA AGH A VARVARA ATHENS
Type of limt: TLV (US)

Limt val ue: 25 ng/ n8
Remar k: Wert bezieht sich auf Haut.
Sour ce: BASF AG Ludwi gshafen
Type of limt: TLV (US)

Limt val ue:
Remar k: Wert bezieht sich auf Haut.
Sour ce: BASF AG Ludwi gshafen
Type of limt: TLV (US)

Limt val ue: 25 ng/ n8
Remar k: Wert bezieht sich auf Haut.
Sour ce: BASF AG Ludwi gshafen

1.9 Source of Exposure

Remar k

Sour ce

(3)

(4)

(4)

(4)

N, N-di met hyl aniline is manufactured in an encl osed system at

one manufacturing site. Exposures are | ow and

wel | -control |l ed. The substance is solely used as a fine
chemi cal internediate and hence subsequent exposures are
l[imted. The material is rapidly consunmed wi thin contained
systens and the potential for exposure is |ow.

ZENECA Speci alties Manchester

1.10.1 Recommendati ons/ Precauti onary Measures

1.10.2 Enmergency Measures

1. 11 Packagi ng
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Dat e: 25- SEP-2001
1. GCeneral Information ID: 121-69-7

1.12 Possib. of Rendering Subst. Harn ess

1. 13 Statenents Concerning Waste

1.14.1 Water Pollution

O assified by: KBwWS ( DE)

Label | ed by:

O ass of danger: 2 (water polluting)
Sour ce: BASF AG Ludwi gshafen
O assified by: ot her: BASF

Label | ed by: ot her: BASF

O ass of danger: 2 (water polluting)
Sour ce: BASF AG Ludwi gshafen

1.14.2 Major Accident Hazards

Legi sl ati on: St oerfal |l verordnung ( DE)
Substance |isted: no
Sour ce: BASF AG Ludwi gshafen

(5)

1.14.3 Air Pollution

O assified by:

Label | ed by:

Nunber : 3.1.7 (organic substances)

O ass of danger: |

Remar k: Vor | aeufi ge Zuordnung (durch andere Firnen)
Sour ce: BASF AG Ludwi gshafen

1. 15 Additional Remarks

1.16 Last Literature Search

1.17 Revi ews

1.18 Listings e.g. Chemical Inventories
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Dat e: 25- SEP-2001
2. Physico-chem cal Data D 121-69-7

2.1 Melting Point

Val ue: ca. 2 degree C
Sour ce: BASF AG Ludwi gshafen

(6)

2.2 Boiling Point

Val ue: = 194 - 195 degree C
Sour ce: BASF AG Ludwi gshafen
(6)
2.3 Density
Type: density
Val ue: = .96 g/cnB at 20 degree C
Sour ce: BASF AG Ludwi gshafen

(6)

2.3.1 Ganul onetry
2.4 Vapour Pressure

Val ue: = .53 hPa at 20 degree C
Sour ce: BASF AG Ludwi gshafen

(6)

2.5 Partition Coefficient

| og Pow. = 2.278
Met hod: ot her (cal cul ated): Inkrenentenmnmet hode von Rekker mt
Conput er progranm der Firma ConpuDrug Ltd.
Year :
Sour ce: BASF AG Ludwi gshafen
(7)
| og Pow. =231
Met hod: ot her (cal cul ated): genmaess Rekker, R F., The hydrophobic
fragmental constant, Elsevier, Ansterdam 1988
Year :
Sour ce: BASF AG Ludwi gshafen
(8)
| og Pow. = 2.62
Met hod:
Year :
Sour ce: BASF AG Ludwi gshafen

(9)
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2. Physico-chem cal Data

Dat e: 25- SEP-2001
D 121-69-7

2.6.1 Water Solubility

Val ue: = 1.2 g/l at 20 degree C
pH: 7.4 at 1.2 g/l and 20 degree

Sour ce: BASF AG Ludwi gshafen
(10)
2.6.2 Surface Tension
2.7 Flash Point
Val ue: = 75 degree C
Type: cl osed cup
Met hod: other: DIN 51 758
Year :
Sour ce: BASF AG Ludwi gshafen
(10)
Val ue: = 83 degree C
Type: open cup
Met hod: other: DI N | SO 2592
Year :
Remar k: Nach dem Entfl anmen brannte die Probe weiter. Fl ammpunkt
und Brennpunkt |iegen bei der gleichen Tenperatur
Sour ce: BASF AG Ludwi gshafen
(11)
2.8 Auto Flammability
Val ue: 370 degree C
Met hod: other: DIN 51 794
Sour ce: BASF AG Ludwi gshafen
(10)
2.9 Flanmability
2.10 Expl osive Properties
Resul t:
Sour ce: BASF AG Ludwi gshafen
(10)

2.11 Xidizing Properties
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Dat e: 25- SEP-2001
2. Physico-chem cal Data D 121-69-7

2.12 Additional Renarks
Renar k: Cef aehrli che Reaktionen: exotherne Reaktion mit Saeuren

Sour ce: BASF AG Ludwi gshafen
(10)
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Dat e: 25- SEP-2001
3. Environnmental Fate and Pat hways D 121-69-7

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: a3
Degr adat i on: = 50 %after 1.2 day
Met hod: ot her (cal cul at ed)
Year : GLP:
Test substance: other TS: Reinheitsgrad 99%
Remar k: Concentration of Sensitizer: 7.2*10"-11 nol ecul es/cnt3
Rate Constant: 9.1*107-18 cnf*3/ nol ecul e*sec
Sour ce: BASF AG Ludwi gshafen
Test condition: Reakt i onskammer; Tenperatur 296 K; Reaktionsprodukte:

Wasser st of f per oxi d, Anei sensaeure, Formal dehyd,
N- Met hyl formani | i d

(12)
Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: H
Conc. of sens.: 500000 nol ecul e/ cnB
Degr adat i on: = 50 %after 2.6 hour(s)
Met hod:
Year : GLP:
Test substance: other TS: Reinheitsgrad 99%
Remar k: Rate Constant: 1.48*107-10 cnt3/nol ecul e*sec
Sour ce: BASF AG Ludwi gshafen
Test condition: Blitzlichtphotol yse; Resonanzfl uoreszenz; Tenperaturbereich
278-464 K
(12)
Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: H
Conc. of sens.: 3000000 nol ecul e/ cnB
Met hod:
Year : GLP:
Test substance:
Remar k: At mospheric transformation: lifetine [ ess than 1 day
Sour ce: BASF AG Ludwi gshafen
(13)
Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: ot her: HNO3 (Gasphase)
Degr adat i on: = 50 %after 1.6 day
Met hod:
Year : GLP:
Test substance: other TS: Reinheitsgrad 99%
Remar k: Concentration of Sensitizer: 2.6 ug/nm3
Rate Constant: >/= 2*10"-16 cm3/nol ecul e*sec
Sour ce: BASF AG Ludwi gshafen
Test condition: Reakt i onskanmer
(14)
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Dat e: 25- SEP-2001

3. Environnmental Fate and Pat hways D 121-69-7
Type: air
| NDI RECT PHOTOLYSI S

Sensitizer: ot her: HNO3 (Gasphase)

Degr adat i on: = 50 %after 1.6 day
Met hod:

Year: GLP:
Test substance: other TS: Reinheitsgrad 99%
Remar k: Concentration of Sensitizer: 2.6 ug/nm3

Rate Constant: >/= 2*10"-16 cm3/ nol ecul e*sec
Sour ce: BASF AG Ludwi gshafen
Test condition: Reakt i onskammer
(12)

Type: wat er
| NDI RECT PHOTOLYSI S

Sensitizer: H

Degr adat i on: = 50 %after 15 day
Met hod:

Year: GLP:
Test substance:
Remar k: Concentration of Sensitizer: 107-16 nol /|

Rate Constant: 5.3*107"9 cm3/ nol ecul e*sec
Sour ce: BASF AG Ludwi gshafen
Test condition: 25 Gad C pH?9
(15)

Type: wat er
| NDI RECT PHOTOLYSI S

Sensitizer: ot her: Carbonatradi kal e

Degr adat i on: = 50 %after 3 hour(s)
Met hod:

Year: GLP:
Test substance:
Remar k: Concentration of Sensitizer: 3*10"-14 nol/l; Rate Constant:

1.8*1079 |/ nol *sec.
In ei nem Vergl ei ch des Abbaus von N,N-Di nethylanilin in
Wasser zwi schen den konkurrierenden Abbauwegen durch die
Reaktion mit Carbonatradi kal en, Hydrogencar bonat r adi kal en
und der direkten Photol yse bei 313 nmwar der \Wg ueber den
Abbau durch Carbonatradi kal e am schnel |l sten. Di e nachge-
wi esenen Geschwi ndi gkei t skonst anten unter den gewaehlten
Labor bedi ngungen (20 Grad C) betrugen fuer den Abbau durch
Car bonat r adi kal e 0. 072 m n~-1, fuer Hydrogencarbonat
0.1 mn?-1 und fuer die direkte Photol yse 0.0011 m n~-1
aus denen sich Hal bwertszeiten von 10, 7, 63 M nuten ab-
leiten | assen.

Sour ce: BASF AG Ludwi gshafen

(16)
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Dat e: 25- SEP-2001

3. Environnmental Fate and Pat hways D 121-69-7
Type: wat er
| NDI RECT PHOTOLYSI S
Sensitizer: other: Singulett Sauerstoff
Degr adat i on: = 50 %after 9.6 hour(s)
Met hod:
Year : GLP:
Test substance:
Remar k: Concentration of Sensitizer: 2*107-13 nol /|
Rate Constant: 1*1078 |/ nol *sec
Sour ce: BASF AG Ludwi gshafen
(17)
3.1.2 Stability in Water
Type:
Met hod: ot her
Year : GLP:
Test substance:
Remar k: Unt er Umnel t bedi ngungen kann N, N-Di et hyl anilin als hydro-
| ysebest aendi g angesehen wer den.
Sour ce: BASF AG Ludwi gshafen
(18)
Type:
Met hod: ot her
Year : GLP:
Test substance:
Remar k: Bei Lobith in den Niederlanden betrug di e Konzentration von
N, N-Di net hyl anilin i m Rhei n waehrend ei ner einnaligen
Messkanpagne 1979 0.3 ug/l. Nach einer Fliesszeit von 24.5 h
wur de di e Konzentration von DVA bei Gori nchem er neut
besti mmt (kei ne Konzentrationsangabe in der Oiginal -
literatur). Bei Annahne ei ner Reduktion der Konzentration
nach dem Geschw ndi gkei t sgesetz 1. Ordnung berechneten die
Aut oren fuer DMA eine Hal bwertszeit fuer di e Abnahnme der
DVA- Konzentration von 2.3 Tagen. Ueber den Verbleib des
Stoffes (z.B. Bindung an Schwebstoffe, Volatilisierung,
abi oti sche und biotische Transformation) macht die Unter-
suchung kei ne Aussage.
Sour ce: BASF AG Ludwi gshafen

(19)
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Dat e: 25- SEP-2001

3. Environnmental Fate and Pat hways D 121-69-7
Type:
Met hod: ot her

Year: GLP:

Test subst ance:
Renar k:

Sour ce:

Bei Lobith in den Niederlanden betrug di e Konzentration von
N, N-Di nret hyl anil i n i m Rhei n waehrend ei ner einnaligen
Messkanpagne 1979 0.3 ug/l. Nach einer Fliesszeit von 24.5 h
wur de di e Konzentration von DVA bei Gori nchem erneut
besti mmt (kei ne Konzentrationsangabe in der Oiginal -
l[iteratur). Bei Annahnme ei ner Reduktion der Konzentration
nach dem Geschw ndi gkei t sgesetz 1. Ordnung berechneten die
Aut oren fuer DMA eine Hal bwertszeit fuer die Abnahnme der
DVA- Konzentration von 2.3 Tagen. Ueber den Verbleib des
Stoffes (z.B. Bindung an Schwebstoffe, Volatilisierung,
abi oti sche und biotische Transformation) macht die Unter-
suchung kei ne Aussage.
BASF AG Ludwi gshafen

(19)

3.1.3 Stability in Soil

Type:
Concentration:
Content of clay:
silt:
sand:
Organ. carbon:
pH:
Cati on exch.
capac.
M cr obi al
bi onass:
Met hod:

Year :

Test subst ance:
Renar k:

Sour ce:

| abor at ory Radi ol abel :

15.9 %
14.4 %
69.7 %
1.3 %
6.7

12.3 other: nmval /100 g

ot her: Adsorptions-/Desorptionstest genaess OECD Richtlinie
106
GLP:

Koc=97; aufgrund der Koc-Werte ist mt einer insgesant
mttleren aber pH Wert-gesteuerten Bodensorption zu rechnen.
Par abr auner de
BASF AG Ludwi gshafen

(20)
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Dat e: 25- SEP-2001

3. Environnmental Fate and Pat hways ID: 121-69-7
Type: | abor at ory Radi ol abel :
Concentrati on:
Content of clay: =2.6 %
silt: =8.2%
sand: = 89.2 %
Organ. carbon: =49 %
pH: =2.8
Cation exch.
capac. = 15.1 other: nmval /100 g
M cr obi al
bi onass:
Met hod: ot her: Adsorptions-/Desorptionstest genmaess OECD Richtlinie
106
Year : GLP:

Test subst ance:
Renar k:

Sour ce:

Type:
Concentration:
Content of clay:
silt:
sand:
Organ. carbon:
pH:
Cati on exch.
capac.
M cr obi al
bi onass:
Met hod:

Year :

Test subst ance:
Renar k:

Sour ce:

Koc=337; aufgrund der Koc-Werte ist mt einer insgesant
mttleren aber pH Wert-gesteuerten Bodensorption zu rechnen.
Wl dpodsol
BASF AG Ludwi gshafen

(21)

| abor at ory Radi ol abel :

35.7 %
58.8 %
55 %
1.6 %
7.1

13.4 other: nval /100 g

ot her: Adsorptions-/Desorptionstest genmaess OECD Richtlinie
106
GLP:

Koc=116; aufgrund der Koc-Werte ist mt einer insgesant
mttleren aber pH Wert-gesteuerten Bodensorption zu rechnen.
Sedi ment
BASF AG Ludwi gshafen

(21)
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Dat e: 25- SEP-2001

3. Environnmental Fate and Pat hways ID: 121-69-7
Type: | abor at ory Radi ol abel :
Concentrati on:
Content of clay: =2.6 %
silt: =8.2%
sand: = 89.2 %
Organ. carbon: =49 %
pH: =2.8
Cation exch.
capac. = 15.1 other: nmval /100 g
M cr obi al
bi onass:
Met hod: ot her: Adsorptions-/Desorptionstest genmaess OECD Richtlinie
106
Year : GLP:

Test subst ance:
Renar k:

Sour ce:

Type:
Concentration:
Content of clay:
silt:
sand:
Organ. carbon:
pH:
Cati on exch.
capac.
M cr obi al
bi onass:
Met hod:

Year :

Test subst ance:
Renar k:

Sour ce:

Koc=337; aufgrund der Koc-Werte ist mt einer insgesant
mttleren aber pH Wert-gesteuerten Bodensorption zu rechnen.
Wl dpodsol
BASF AG Ludwi gshafen

(20)

| abor at ory Radi ol abel :

35.7 %
58.8 %
55 %
1.6 %
7.1

13.4 other: nval /100 g

ot her: Adsorptions-/Desorptionstest genmaess OECD Richtlinie
106
GLP:

Koc=116; aufgrund der Koc-Werte ist mt einer insgesant
mttleren aber pH Wert-gesteuerten Bodensorption zu rechnen.
Sedi ment
BASF AG Ludwi gshafen

(20)



3.  Environnental
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Dat e: 25- SEP-2001
Fat e and Pat hways ID: 121-69-7

Type:
Concentration:
Cati on exch.

capac.
M cr obi al

bi onass:
Met hod:

Year :

Test subst ance:
Renar k:

Sour ce:

Radi ol abel :

ot her
GaP:

Di e Autoren beschrei ben di e Aufbringung von komunal em
Bel ebt schl amm der Restgehal te verschi edener organi scher
Ver bi ndungen enthielt, auf Sandboden (Rubicon Sand) in
Muskegon (M chi gan, USA) und die Elimnation dieser Ver-
bi ndungen i m Boden. Di e Konzentration an N, N-Di et hylanilin
i m Schl amm betrug 223 ug/kg. Nach der Aufbringung des
Schl amres auf den Boden in ueberhoehten Mengen von 448 bzw.
224 t/ha (entsprechend 44.8 bzw. 22.4 kg/nm2) wurden nach
5 Tagen in der oberen Bodenschicht (0-15.2 cm Tiefe) 24
bzw. 25 ug/kg N, N-Di nethyl anilin, nach 122 Tagen 19 bzw.
4 ug/ kg und nach 241 Tagen 30 ug/ kg bzw. unterhal b der
Nachwei sgrenze (kei ne Angabe der Nachwei sgrenze) gefunden.
Di ese w derspruechlichen Ergebnisse fuehren di e Autoren auf
di e schon imKl aerschlammrelativ geringe N, N D nethyl -
ani l i n-Konzentration zurueck. Eine Verlagerung in tiefere
Bodenschi chten (22.9-38.1 cm Tiefe) konnte fuer N,N-Di -
met hyl ani lin ni cht gefunden werden.
BASF AG Ludwi gshafen

(22)

3.2 Monitoring Data (Environnent)

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

background concentration
soi |

I n ei nem sandi gen Boden aus Miskegon (M chi gan, USA) wur de
kei n DMA nachgew esen. Di e Bodenproben wurden aus ei ner
Tiefe von 0-15.2 cmund 22.9-38.1 cm entnonmen. Ei ne Nach-
wei sgrenze wurde ni cht angegeben.
BASF AG Ludwi gshafen
(22)

concentration at contam nated site
ot her: Kl aerschl amm

I m Kl aer schl anm ei ner staedti schen Kl aeranl age mt hohem
Anteil an industriellen Abwaessern in Miskegon (M chigan,
USA) wurden 223 ug/ kg (vernutlich Trockengew cht) N, N Di-
met hyl ani | i n gef unden.
BASF AG Ludwi gshafen
(22)



3.  Environnental
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Dat e: 25- SEP-2001
Fat e and Pat hways ID: 121-69-7

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

concentration at contam nated site
soi |

1978 ent nonmene Bodenproben i m Uf erbereich des Fl usses
Buf fal o (New York, USA) ergaben N, N-Di et hyl ani | i n- Kon-
zentrationen von 10 und 40 ppm (entsprechend 10 und 40
nmg/ kg, vernutlich Trockengew cht). Ei ne Nachwei sgrenze
i st nicht angegeben. Der Uferbereich wirde auch als

Deponi e der farbstoffproduzi erenden |Industrie genutzt.
BASF AG Ludwi gshafen

(23)

concentration at contam nated site
sedi nent

Di e Autoren nahnen im Juni 1979 Sedi nent proben aus dem Fl uss
Buf fal o (New York, USA), der stark mit Industrieabwaessern
aus der Farbstof fproduktion bel astet ist. DVA konnte in den
an 3 Stell en genonmenen Proben nicht nachgew esen werden
(Nachwei sgrenze ni cht angegeben). Der Fluss wird jedoch
jaehrlich ausgebaggert, wodurch sich N, ND nmethylanilin
nur ueber den Zeitraum von 7-8 Mnaten anreichern konnte.
BASF AG Ludwi gshafen

(23)

other: Konzentration i mFl usswasser
surface water

Konzentrationen i m Unt ersuchungszei traum 1989:
arithmeti scher Mttel wert/Maxi malwert (nmg/ m3) ->
RHEI N:  Cehni ngen -0.05/<0.05; Vill age-Neuf 0.06/0.27;
Seltz <0.05/0.10; Karl sruhe <0.05/0.11; Wdrns 0.14/0.53;
Mai nz 0.09/0. 32; Kobl enz <0.05/0. 26; Duessel dorf <0.05/0. 11;
Lobith <0.05/0.22; Bi men <0.05/0. 25.
MAI N Bi schof shei m <0. 05/ 0. 27.
Bei den neisten Stationen handelt es sich um 24-h-M sch-
proben, die zur Analyse zu 14- Tagessammel pr oben ver ei ni gt
wur den.
BASF AG Ludwi gshafen
(24)



3.  Environnental
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Dat e: 25- SEP-2001
Fat e and Pat hways ID: 121-69-7

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

Type of

nmeasur enent :
Medi um
Met hod:
Concentrati on
Renar k:

Sour ce:

other: Konzentration i mFl usswasser
surface water

Hoechste i m Rahnen der Gewaesserueberwachungsstufe 1 (1988)
und der Trendueberwachung (1989) genessene Konzentrati onen
an N,NDinethylanilin in ug/l (n=13, 24-h-M schproben):
1988 -> Bad Honnef, Rhein Sued; Duessel dorf,Rhein Mtte;
Kl eve- Bi mren, Rhei n Nord; Miendung Wipper, Sieg, Erft, Ruhr,
Li ppe: <=0.1 ug/l; Miendung Enmscher: 0.7 ug/l.
1989 -> saentliche obengenannte Messstellen: <=0.1 ug/l.
BASF AG Ludwi gshafen
(25) (26)

other: Konzentration i mFl usswasser
surface water

Hoechste i m Rahnen der Gewaesserueberwachungsstufe 1 (1988)
und der Trendueberwachung (1989) genessene Konzentrati onen
an N,NDinethylanilin in ug/l (n=13, 24-h-M schproben):
1988 -> Bad Honnef, Rhein Sued; Duessel dorf,Rhein Mtte;
Kl eve- Bi mren, Rhei n Nord; Miendung Wipper, Sieg, Erft, Ruhr,
Li ppe: <=0.1 ug/l; Miendung Enmscher: 0.7 ug/l.
1989 -> saentliche obengenannte Messstellen: <=0.1 ug/l.
BASF AG Ludwi gshafen
(25) (26)

other: Konzentration im Tri nkwasser
dri nki ng wat er

Bei Unt ersuchungen des Pruefungs- und Forschungsinstituts
der Ni ederl aendi schen Wasserwerke (KIWA) im Zeitraum
1979- 1982 wurde i m Tri nkwasser (Rheinuferfiltrat) eine
maxi mal e Rhei nwasser konzentration von >1 ug/l bestimt
(Nachwei sgrenze ni cht angegeben).
BASF AG Ludwi gshafen
(27)
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3.3.1 Transport between Environnmental Conpartnents

Type: volatility
Medi a: water - air
Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.1I/111):

Soil (L.1L/111):

Met hod:

Year :

Remar k: Auf grund der chem sch/ physi kal i schen Ei genschaften i st
sowohl ein Uebertritt aus der Hydrosphaere in die Atnos-
phaere al s auch ei ne Deposition aus der Atnobsphaere
nmoegl i ch. Nach den Kriterien von Thomas (1982) ist N N
Dinethylanilin als ein aus waessriger Loesung naessig
fluechtiger Stoff anzusehen.

Henry- Konst ante (berechnet): 5.4 Pa*nt3/nol (20 Grad Q).

Sour ce: BASF AG Ludwi gshafen
(28)
Type: volatility
Medi a: water - air
Air (Level 1):
Water (Level 1):
Soil (Level 1):
Biota (L.1I/111):
Soil (L.1L/111):
Met hod:
Year :
Remar k: Auf grund der chem sch/ physi kal i schen Ei genschaften i st
sowohl ein Uebertritt aus der Hydrosphaere in die Atnos-
phaere al s auch ei ne Deposition aus der Atnobsphaere
nmoegl i ch. Nach den Kriterien von Thomas (1982) ist N N
Dinethylanilin als ein aus waessriger Loesung naessig
fluechtiger Stoff anzusehen.
Henry- Konst ante (berechnet): 5.4 Pa*nt3/nmol (20 Grad Q).
Sour ce: BASF AG Ludwi gshafen
(18)

3.3.2 Distribution

Medi a: water - air

Met hod: Cal cul ati on accordi ng Mackay, Level |
Year:

Remar k: Luft: 64.6% Wasser: 34.3%

Sour ce: BASF AG Ludwi gshafen

(18)
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3.4 Mode of Degradation in Actual Use

Remar k: N, N-Di et hyl ani | i n kann unt er Umnel t bedi ngungen al s hydr o-
| ysebest aendi g angesehen werden. In der Atnosphaere kann
der Stoff durch Reaktion mit Hydroxyl radi kal en bei Hal b-
wertszeiten von weni gen Stunden und bei Reaktion mt Qzon
oder Sal petersaeure innerhalb von weni gen Tagen rasch trans-
formert werden.

Sour ce: BASF AG Ludwi gshafen

(28)

Remar k: N, N-Di et hyl ani | i n kann unt er Umnel t bedi ngungen al s hydr o-
| ysebest aendi g angesehen werden. In der Atnosphaere kann
der Stoff durch Reaktion mit Hydroxyl radi kal en bei Hal b-
wertszeiten von weni gen Stunden und bei Reaktion mt Qzon
oder Sal petersaeure innerhalb von weni gen Tagen rasch trans-
formert werden.

Sour ce: BASF AG Ludwi gshafen
(18)
3.5 Bi odegradation
Type: aer obi c
| nocul um ot her bacteria: BASF-Bel ebtschl amm adaptiert
Concentrati on: 95.5 ng/l related to Test substance
Degr adat i on: = 75 % after 28 day
Met hod: Directive 84/449/EEC, C.7 "Biotic degradation - nodified MTI
test"”
Year : GLP:
Test substance:
Remar k: Abbaugrad bezogen auf BSB/ THSB- Ver hael tni s.
Bi ol ogi sche Abbauvor gaenge sind noegli ch.
Potentiell biologisch abbaubar.
Sour ce: BASF AG Ludwi gshafen
(29)
Type: aer obi c
| nocul um ot her bacteria: Bel ebtschlamm nicht adaptiert/konmunal
Degr adat i on: < 10 % after 28 day
Met hod: Directive 84/449/EEC, C.7 "Biotic degradation - nodified MTI
test"”
Year : GLP:
Test substance:
Remar k: Anf angskonzentration: 50/100/200 ng/l (Testsubstanz)
BSB des CSB
Sour ce: BASF AG Ludwi gshafen

(30)
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Fat e and Pat hways ID: 121-69-7

Type:

I nocul um
Degr adat i on:
Resul t:

Met hod:

Year :

Test subst ance:

Sour ce

Type:

| nocul um
Concentration:
Degr adat i on:
Met hod:

Year :

Test subst ance:

Renar k:
Sour ce

Type:

| nocul um
Concentration:
Degr adat i on:
Met hod:

Year :

Test subst ance:

Renar k:

Sour ce

Type:

| nocul um
Degr adat i on:
Met hod:

Year :

Test subst ance:

Renar k:

Sour ce

aerobi c

activated sl udge

ca. 65 %after 28 day

readi | y bi odegradabl e

CECD Guide-line 301 C "Ready Bi odegradability: Mdified MTI
Test (1)"

1983 GLP: yes

BASF AG Ludwi gshafen
(31)

aerobi c

activated sl udge

100 ng/l related to Test substance

= 95 % after 28 day

CECD @uide-line 301 C "Ready Bi odegradability: Mdified MTI
Test (1)"

1983 GLP: yes

95% bi oel i m nati on (DOC renoval)
BASF AG Ludwi gshafen
(31)

aerobi c

ot her bacteria: BASF-Bel ebtschl amm adaptiert
95.5 ng/l related to Test substance

= 75 %after 28 day
OECD Cuide-line 301 F
Respironetry Test"

"Ready Bi odegradability: Manonetric
GLP:

Abbaugrad bezogen auf BSB/ THSB- Ver hael tni s.
Bi ol ogi sch abbaubar
BASF AG Ludwi gshafen
(29)

aerobi c

ot her bacteria: Bel ebtschlamm nicht adaptiert/konmunal
< 10 % after 28 day
OECD Cuide-line 301 F
Respironetry Test"

"Ready Bi odegradability: Manonetric
GLP:

Anf angskonzentration: 50/100/200 ng/l (Testsubstanz)
BSB des CSB
BASF AG Ludwi gshafen
(30)
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3. Environnmental Fate and Pat hways ID: 121-69-7
Type: aer obi c
| nocul um ot her bacteria: Bel ebtschlamm adaptiert/industriel
Concentrati on: 400 ng/ |
Degr adat i on: = 100 % after 6 day
Met hod: CECD Guide-line 302 B "lInherent biodegradability: Mdified
Zahn-\Wel | ens Test"
Year : GLP:

Test subst ance:
Renar k:

Sour ce

Type:

| nocul um
Concentration:
Degr adat i on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

Type:
| nocul um
Degr adat i on:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce

Ei nsat zkonzentrati on bezogen auf TOC
Ergebni s verwei st auf Strippen und Adsorption als
El i m nati onsnechani snus.
H nwei se auf bi ol ogi sche Abbauprozesse sind ni cht gegeben
Konzentration liegt imBereich der Hermung der At nungsakti -
vitaet des Bel ebtschl amrs.
BASF AG Ludwi gshafen
(32)

aerobic
ot her bacteria: Bel ebtschlamm adaptiert/industriel
400 ng/ |
= 100 % after 6 day
CECD Guide-line 302 B "lInherent biodegradability: Mdified
Zahn-\Wel | ens Test"
GLP:

Ei nsat zkonzentrati on bezogen auf TOC
Ergebni s verwei st auf Strippen und Adsorption als
El i m nati onsnechani snus.
Konzentration liegt imBereich der Hermung der At nungsakti -
vitaet des Bel ebtschl amrs.
BASF AG Ludwi gshafen
(32)

aerobi c
ot her bacteria: adaptiertes |nokul um
= 22 %after 5 day
ot her: BSB-Test (BSB des THSB)
GLP:

Ausserdem BSB5 des THSB = 0% kei ne Angaben zum | nokul um
BASF AG Ludwi gshafen
(33)
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Type:

| nocul um
Degr adat i on:
Met hod:

Year :

Test subst ance:

Renar k:
Sour ce

Type:

| nocul um
Degr adat i on:
Met hod:

Year :

Test subst ance:

Renar k:
Sour ce

Type:

| nocul um

Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Type:
| nocul um
Concentration:
Degr adat i on:
Met hod:

Year :

Test subst ance:

Sour ce

Test condition:

aerobi c
ot her bacteria: adaptiertes |nokul um
= 43 % after 5 day
ot her: BSBx-Bestinmung, DEV H5 DI N 38409, Teil 51, Deutsche
Ei nhei t sverfahren zur Wasser-, Abwasser- und
Schl ammunt er suchung, Besti mmung des bi ochemni schen
Sauer st of f bedar f s
GLP:

BSB des THSB; berechnet aus THSB- und BSB5- Angaben
BASF AG Ludwi gshafen
(34)

aerobi c
ot her bacteria: nicht adaptiertes |nokul um
<5 %after 5 day
ot her: BSBx-Bestinmung, DEV H5 DI N 38409, Teil 51, Deutsche
Ei nhei t sverfahren zur Wasser-, Abwasser- und
Schl ammunt er suchung, Besti mmung des bi ochemni schen
Sauer st of f bedar f s
GLP:

BSB des CSB
BASF AG Ludwi gshafen
(30)

aerobi c

domesti ¢ sewage

ot her: ETAD 103 (effect on treatnent)
1983 GLP: yes

Result: 1C50 >100 ny/l
BASF AG Ludwi gshafen
(31)

aerobi c
activated sl udge
100 ng/l related to Test substance
= 1.9 %after 14 day
other: MTI-Test (BOD of THOD)
GLP:

BASF AG Ludwi gshafen
Concentration of sludge: 30 ng/l
(35)
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Type: aer obi c

| nocul um other: mcroorganisnms fromthe secondary aeration basins of an
i ndustrial wastewater treatnment plant

Met hod: other: two different acclimation procedures (enrichnent
procedure and single-flask procedure) foll owed by assessing
bi odegradati on by neasuring CO2 evol ution

Year : GLP:

Test subst ance:
Remar k

Sour ce
Test condition:

Type:
| nocul um

Concentration:
Degr adat i on:
Met hod:

Year :
Test subst ance:
Sour ce
Test condition:

Type:
| nocul um
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce

Percentage | oss of DOC during the single-flask acclinmation
procedure: not detected/ nd/ nd/42/60/80/- after 1/2/3/4/5/6/7
days.

Primary and ulti mate bi odegradati on:

Enri chment procedure: 28 (+-16) max. % CO2 evol ved after

7 days; 72 (+-49)% chem cal renaining.

Singl e-flask procedure: 78 (+-0.5) max. % CO2 evol ved after
7 days; 0.15 (+-0.05)% chem cal renaining.

BASF AG Ludwi gshafen

Singl e-flask procedure: mcroorgani sns were acclimted for
2to 7 din asingle acclimation flask at constant or in-
creasing concentrations of the test chem cal without
transfer of m croorganisns.

Enri chment procedure: mcroorgani sns were acclimated in a
series of flasks over a 21-d period by maki ng adaptive
transfers to increasing concentrations of the test chem cal

(36)
aer obi ¢
ot her bacteria: Bel ebtschl anm konmunal er u. industrieller
Abwaesser
20 ng/l related to Test substance
<=3 %
GaP:
BASF AG Ludwi gshafen
Testergebni s bezogen auf Testzeit von 6 h
(37)

anaer obi c

domesti ¢ sewage

other: ETAD 103 (effect on treatnment NOEL)
1983 GLP: yes

Result: 1.0% w w vss
BASF AG Ludwi gshafen
(31)
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3.6 BOD5, COD or

Met hod:

Year :

Concentration:

cCOoD

Met hod:

Year :
CQOD:

RATI O

BOD5/ COD:

Remar k

Sour ce

Met hod:

cCOoD

Met hod:
CQOD:

RATI O

BOD5/ COD:

Resul t:
Sour ce

B OD

B OD

BOD5/ CCD Rati o

Directive 84/449/ EEC, C. 8 Bi ochem ca
Denand"

1983
4 g/l

" Bi odegr adat i on: Oxygen
GLP: yes
related to Test substance

Directive 84/449/EEC, C.9 Cheni ca
Denand"
1983

= 2040 ny/ g substance

" Bi odegr adati on: Oxygen

GP:

5/ COD
< .05

BOD5 <100 ngy/g
BASF AG Ludwi gshafen

(31)
BSB- Test

ot her: nach DI N 38409/51

ot her: CSB-Test nach DI N 38409/ 41
= 1880 ny/ g substance

5/ COD

ca. .001

BSB5 kleiner 2 ng/g
BASF AG Ludwi gshafen
(30)

3.7 Bi oaccumnul ati on

Speci es:

Exposure period:
Concentrati on:

BCF:

El i m nati on:

Met hod:
Year :

Test subst ance:

Remar k

Sour ce

Car assi us aur at us
48 hour ('s)

808 ny/ |

= 6.8

(Fish, fresh water)

GP:

Di e getesteten Konzentrati onen von 80/90/ 100/ 200/ 300 ng/ |

| agen ueber dem LC50-Wert der Fischart.

Die DVA-CGehalte imFisch stiegen nicht proportional mt der
Konzentration i m Wasser an, sondern blieben, sobald die

Ti ere betaeubt waren, konstant. Erst nach dem Tod stieg die
Konzentration in den Fi schkoerpern w eder an

BASF AG Ludwi gshafen
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Speci es:
Exposure period:
Concentrati on:
BCF:

El i m nati on:

Met hod:

Year :
Test subst ance:
Sour ce

Speci es:
Exposure period:
Concentrati on:
BCF:

El i m nati on:

Met hod:

Year :
Test subst ance:
Sour ce

Speci es:
Exposure period:
Concentration:
BCF:
El i m nati on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

Speci es:
Exposure period:
Concentrati on:
BCF:

El i m nati on:

Met hod:

Year :
Test subst ance:
Sour ce

(38)

Cyprinus carpio (Fish, fresh water)
42 day at 25 degree C

.05 nmg/ |

ca. 4.7 - 10.1

CECD Guide-line 305 C "Bioaccumul ation: Test for the Degree
of Bioconcentration in Fish"
GLP:

BASF AG Ludwi gshafen
(35)

Cyprinus carpio (Fish, fresh water)
42 day at 25 degree C

.5 ng/l
ca. 5.4 - 13.6

CECD Guide-line 305 C "Bioaccumul ation: Test for the Degree
of Bioconcentration in Fish"

GLP:
BASF AG Ludwi gshafen
(35)
Cyprinus carpio (Fish, fresh water)
48 hour (s)
80 ng/ |
= 8.7

GaP:

Di e getesteten Konzentrati onen von 80/90/ 100/ 200/ 300 ng/|
| agen ueber dem LC50-Wert der Fischart.
Die DVA-CGehalte imFisch stiegen nicht proportional mt der
Konzentration i mWasser an, sondern blieben, sobald die
Ti ere betaeubt waren, konstant. Erst nach dem Tod stieg die
Konzentration in den Fi schkoerpern w eder an
BASF AG Ludwi gshafen
(38)

Oryzias latipes (Fish, fresh water)
42 day at 25 degree C

.05 nmg/ |

ca. 4.7 - 10.1

CECD Guide-line 305 C "Bioaccumul ation: Test for the Degree
of Bioconcentration in Fish"
GLP:

BASF AG Ludwi gshafen
(35)
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Speci es:
Exposure period:
Concentrati on:
BCF:

El i m nati on:

Met hod:

Year :
Test subst ance:
Sour ce

Speci es:
Exposure period:
Concentration:
BCF:
El i m nati on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

Speci es:
Exposure period:
Concentration:
BCF:
El i m nati on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

Oryzias latipes (Fish, fresh water)
42 day at 25 degree C

.5 ng/l
ca. 5.4 - 13.6

CECD Guide-line 305 C "Bioaccumul ation: Test for the Degree
of Bioconcentration in Fish"

GLP:
BASF AG Ludwi gshafen
(35)
Oyzias latipes (Fish, fresh water)
48 hour ('s)
80 ny/ |
=7.3

GaP:

Di e getesteten Konzentrati onen von 80/90/ 100/ 200/ 300 ng/|

| agen zum Tei |l ueber den LC50-Werten der Fischart.

Die DVA-CGehalte imFisch stiegen nicht proportional mt der
Konzentration i mWasser an, sondern blieben, sobald die

Ti ere betaeubt waren, konstant. Erst nach dem Tod stieg die
Konzentration in den Fi schkoerpern w eder an

BASF AG Ludwi gshafen

(38)
ot her: 3 verschi edene Fischarten
GLP:
Fi sche 3 verschi edener Arten wurden Stoffkonzentrationen
ausgeset zt, di e einen narkotischen Effekt bew rkten. An-
schli essend reduzierte sich die Konzentration an N,N-Di -
met hyl ani | i n bei m Rei skaerpfling nach ca.30 M nuten, beim
ol df i sch nach ca. 60 M nuten und bei m Kar pfen nach ca. 90
M nut en um 50% ( Zahl enwerte aus G aphi k abgel esen).
BASF AG Ludwi gshafen
(39)

3.8 Additional Remarks
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AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure peri od:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
SC50 :
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

flow t hrough

Carassius auratus (Fish, fresh water)

48 hour (s)

ng/ | Anal yti cal nonitoring:
69

other: 25 Grad Cel sius

GP:

BASF AG Ludwi gshafen
(40)

flow t hrough

Carassi us auratus (Fish, fresh water)
48 hour (s)
ng/ | Anal ytical nonitoring: no
= 69
= 56
other: no data
GLP: no
other TS

SC50 is a concentration causing 50% of the test fish to turn
si deways in 48 hours.
BASF AG Ludwi gshafen
NN- di et hyl ani line; no further data

(41)

flow t hrough
Cyprinus carpio
48 hour ('s)

ng/ |
69

ot her:

(Fish, fresh water)

Anal yti cal nonitoring:

25 G ad Cel sius
GP:

BASF AG Ludwi gshafen
(40)
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Type:
Speci es:

Exposure period:

Unit:
LC50:
SC50 :
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
LC50:
SC50 :
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce
Test subst ance:

flow t hrough

Cyprinus sp.
48 hour ('s)
ng/ |
= 69
= 56.6
ot her:

(Fish, fresh water)

Anal ytical nonitoring: no

no data
GLP: no
other TS
SC50 is a concentration causing 50% of the test fish to turn
si deways in 48 hours.
BASF AG Ludwi gshafen
NN- di et hyl ani line; no further data

(41)

fl ow t hrough
Oryzias |latipes
48 hour ('s)

ng/ |
78

ot her:

(Fish, fresh water)

Anal yti cal nonitoring:
25 Grad Cel sius
GLP:

BASF AG Ludwi gshafen
(42)

fl ow t hrough
Oyzias |latipes
48 hour ('s)

ng/ |

= 102
ot her:
1986
other TS

BASF AG Ludwi gshafen

NN- di net hyl ani i ne; no further

(Fish, fresh water)

Anal ytical nonitoring: no data

Japanese Industrial Standard (JI'S K 0102-1986-71)
GLP: no

dat a
(43)

fl ow t hrough
Oryzias |latipes
48 hour (s)

ng/ |
=78
= 64
ot her:
1983
other TS

The concentration of the test solution causing 50% of the

(Fish, fresh water)

Anal ytical nonitoring: no

no data
G.P: no

test fish to turn sideways (still alive) in 48 hours (SC50)
was est abl i shed.

BASF AG Ludwi gshafen

NN- di et hyl ani line; no further data

(41)
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Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce
Test subst ance:

flow t hrough

Pi nephal es pronelas (Fish, fresh water)
96 hour (s)
ng/ | Anal yti cal nonitoring:
78.2
other: 23.4 Grad Cel sius
GaP:

BASF AG Ludwi gshafen

(44)
flow t hrough
Pi nephal es pronelas (Fish, fresh water)
96 hour (s)
ng/ | Anal yti cal nonitoring:
52.6
other: 25.3 Grad Cel sius

GaP:

BASF AG Ludwi gshafen

(44)
flow t hrough
Pi nephal es pronelas (Fish, fresh water)
96 hour (s)
ng/ | Anal ytical nonitoring: yes
= 65.6
other: Benoit D.A et al. Water Res. 16:457-464
1982 GP: no
other TS
BASF AG Ludwi gshafen
NN- di et hyl ani li ne of high purity.

(45)

flow t hrough

Pi nephal es pronelas (Fish, fresh water)

96 hour (s)

ng/ | Anal ytical nonitoring: no

=78

other: data collected fromthe multi-volunme series "Acute

toxicities of organic chemcals to fathead m nnow. " Centre for

Lake Superior Env. Studies, U of Wsconsin-Superior, Vol.
1-5, 1984 - 1986, 1988, 1990

G.P: no data
other TS
LC50 val ue was cal cul ated fromthe original value (0.65

mol /1) given as a log of inverse the 96 h 50% nortality
concentration in nol/l (log LC50 -1).
BASF AG Ludwi gshafen
NN- di et hyl ani line of purity >95%
(46)
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Dat e: 25- SEP-2001
D 121-69-7

Type:
Speci es:

Exposure period:

Unit:
Met hod:

Year :
Test subst ance:
Met hod:

Renar k:
Sour ce

Type:
Speci es:

Exposure period:

Uni t:
LC50:
Met hod:

Year :
Test subst ance:
Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

bi oaccumul ati on
(Fi sh,

ot her:

Cyprinus carpio fresh water)

Anal ytical nonitoring: no data
ot her: Bi oaccunul ation test of chem cal substance in fish and
shel I fish
1974 G.P: no
other TS
Test method is stipulated in the Japani se Order Prescribing

the Items of the Test Relating to the New Chem ca

Subst ances (1974). This guideline corresponds to OECD

Qui deline for Testing Chemicals No 305C (May 12, 1981).
Two nom nal concentrations of the conpound were used for 6
weeks: 0.5 and 0.05 ng/l. Bioconcentration factors
established were 5.4 - 13.6 and 4.7 - 10.1, respectively.
NN- di et hyl ani line; no further data

BASF AG Ludwi gshafen

sem static
Brachydanio rerio
96 hour (s)

ng/ |

= 51.1

ot her: EEC Methods for determi nation of ecotoxicity Cl1 Acute
toxicity for fish.

1989

other TS

BASF AG Ludwi gshafen

NN- di net hyl ani i ne from Fl uka;

(Fish, fresh water)

Anal ytical nonitoring: no

G.P: no

> 99.5% purity
(47)

static
Oryzias |latipes
48 hour ('s)

ng/ |
33

ot her:

(Fish, fresh water)

Anal yti cal nonitoring:
25 Grad Cel sisus
GLP:

BASF AG Ludwi gshafen
(48)

static
Oryzias |latipes
48 hour ('s)

ng/ |
98

ot her:

(Fish, fresh water)

Anal ytical nonitoring:

25 Grad Cel si sus
GaP:

BASF AG Ludwi gshafen
(42)
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D 121-69-7

Type:
Speci es:

Exposure period:

Unit:
TLm :
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Met hod:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

static

Oryzias |latipes
48 hour ('s)

ng/ |

= 33
ot her:
154
1971
other TS

TLm val ue of 56 ny/l
BASF AG Ludwi gshafen

(Fish, fresh water)

Anal ytical nonitoring: no
Japanese Industrial Standards Conmittee (JI'S K0O102) p
GLP: no

was established for 24 hours.

NN- di et hyl ani line; no further data

(49)
static
Oryzias latipes (Fish, fresh water)
48 hour (s)
ng/ | Anal yti cal nmonitoring: no
= 98
other: no data

GLP: no

no data
no data
BASF AG Ludwi gshafen

(41)
Oyzias latipes (Fish, fresh water)
48 hour ('s)
ng/ | Anal ytical nonitoring:
76

GLP:

BASF AG Ludwi gshafen

(50)
Pi nephal es pronelas (Fish, fresh water)
96 hour (s)
ng/ | Anal ytical nonitoring:
= 65.6

GP:

BASF AG Ludwi gshafen
(51)
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D 121-69-7

Type:
Speci es:

Exposure period:

Unit:
NCEC.:
LC50:
LC100:
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce
Test subst ance:

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
Test subst ance:

ot her

Brachydanio rerio
96 hour (s)

ng/ |

. 039

.183 - .186

. 242
ot her:
1984
other TS

Fertilized zebrafish eggs were treated continuously with up
to seven concentrations of NN-dinethylaniline fromthe
8-cell stage until hatching. The original data were
expressed in unol/l and were: 0.33, 1.51 and 2 for
LC50 and LC100, respectively.
BASF AG Ludwi gshafen

NN- di net hyl ani i ne from Mer ck;

(Fish, fresh water)

Anal ytical nonitoring: no

Baumann M and Sander K. J. Exp. Zool.230: 363-374

G.P: no

NCEC,

no futher data

(52)

ot her
Cyprinus carpio
72 hour (s)

(Fish, fresh water)

Anal ytical nonitoring: no

other: Loeb H A and Kelly WH. New York Fish and Ganme J.
7:(2) 160
1960
other TS
NN-di net hyl aniline in 3 different doses was placed in one
ortwo No 5 gelatin capsules and force-fed to at least 3
fish. No effects were observed at doses of 80, 97 and 136
ng/ kg within the 72 hour observation peri od.

BASF AG Ludwi gshafen

G.P: no

NN- di et hyl ani line; no further data
(53)
ot her
Cyprinus sp. (Fish, fresh water)
24 hour (s)
pg/ | Anal ytical nonitoring: no data
ca. 10
ot her: EPA, 1989 and RI ZA/ BKH AQUATOX
1989 G.P: no data
other TS

BASF AG Ludwi gshafen
NN- di et hyl ani line; no further data

(54)
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4. Ecotoxicity ID: 121-69-7

4.2 Acute Toxicity to Aquatic Invertebrates

Type:

Speci es: Daphni a magna (Crustacea)

Exposure period: 24 hour(s)

Unit: ng/ | Anal yti cal nonitoring:

ECO: =8

EC50: = 13

EC100: = 40

Met hod: Directive 84/449/EEC, C.2 "Acute toxicity for Daphnia”
Year : GLP:

Test substance:

Sour ce: BASF AG Ludwi gshafen

Test condition:

Type:
Speci es:
Exposure period:
Unit:
ECO:
EC50:
EC100:
Met hod:
Year :
Test subst ance:
Sour ce
Test condition:

Type:
Speci es:
Exposure period:
Unit:
LC50 :
Met hod:

Year :
Test subst ance:
Remar k:

Sour ce

Ceprueft mt 100 ng/l Tween 80 als Loesungsvernittler.

(55)
Daphni a magna (Crustacea)
48 hour ('s)
ng/ | Anal ytical nonitoring:
= .8
=5
= 20
Directive 84/449/EEC, C.2 "Acute toxicity for Daphnia”

GLP:

BASF AG Ludwi gshafen
Ceprueft mt 100 ng/l Tween 80 als Loesungsvernmittler.

(55)

ot her aquatic arthropod: Chaetoganmarus marinus
24 hour (s)

ng/ | Anal yti cal nonitoring:

= 85

GP:

LC50(24h) = 85(73-99) ng/l; LC50(48h)= 61(53-71) no/l;
LC50(96h) = 38(33-44) ng/l; NOEC(96h)= 10 np/l
BASF AG Ludwi gshafen

(56)
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Type:
Speci es:

Exposure period:

Unit:
ECO:
EC50:
EC100:
Met hod:
Year :
Test subst ance:
Sour ce
Test condition:

Type:
Speci es:

Exposure period:

Unit:
ECO:
EC50:
EC100:
Met hod:
Year :
Test subst ance:
Sour ce
Test condition:

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce
Test condition:

ot her aquatic arthropod: Daphnia magna Straus

24 hour (s)

ng/ | Anal yti cal nonitoring:

= 13

= 40

Directive 84/449/EEC, C.2 "Acute toxicity for Daphnia”

GaP:

BASF AG Ludwi gshafen

Ceprueft mt 100 ng/l Tween 80 als Loesungsvernittler.

(55)
ot her aquatic arthropod: Daphnia magna Straus
48 hour (s)
ng/ Anal ytical nonitoring:
= .8
=5
= 20
Directive 84/449/EEC, C.2 "Acute toxicity for Daphnia”

GLP:

BASF AG Ludwi gshafen
Ceprueft mt 100 ng/l Tween 80 als Loesungsvernittler.

(55)

ot her aquatic worm Tubifex sp.

24 hour (s)
ng/ | Anal ytical nonitoring:
= 640 - 1100
GP:
Ent weder Mortalitaet der Kontrolltiere >10% oder Anzahl der

toten Tiere stieg nicht kontinuierlich mt der Konzentra-
tion, sondern zeigte Unregel maessi gkeiten
LC50(48h) =200- 360 no/ | .

BASF AG Ludwi gshafen

Tenperatur 20 Grad C, Laenge der Versuchstiere 3-5 cm

(57)
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4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure peri od:

Unit:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC10:
EC50:
Met hod:

Year :
Test subst ance:
Sour ce
Test condition:

Speci es:
Endpoi nt :

Exposure period:

Unit:
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce

Agrenel | um quadr upl i catum (Al gae)

Anal yti cal
Wachst unshemt est

noni t ori ng:
ot her:
GLP:

Kei ne toxi sche Wrkung be
BASF AG Ludwi gshafen

1000 ug/ di sk.

(58)
Scenedesnus subspicatus (Al gae)
96 hour (s)
ng/ | Anal yti cal nonitoring:
= 210
= 340
ot her: Scenedesnus-Zel | ver mehrungs- Hermt est, DI N 38412 Teil 9,

Besti nmung der
G uenal gen

Henmmni r kung von Wasseri nhal t sst of f en auf
GLP:

BASF AG Ludwi gshafen
Ceprueft mt 100 ng/l Tween 80 als Loesungsvernittler.
(55)

ot her al gae: Cyclotella neneghiniana (marine Al gen)

ng/ | Anal yti cal nonitoring:

GaP:

Bei Zugabe von 5 nmg N,N-Di nethylanilin/l erhoehte sich die
Initial geschwi ndi gkeit der Phosphodi esterase i m Rohext rakt
um 7.8-12. 1% Ein Ei nfluss auf die al kalische Phosphat ase-
Aktivitaet war bei stark streuenden Messwerten nicht zu
er kennen.
BASF AG Ludwi gshafen

(59)
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Dat e: 25- SEP-2001

4. Ecotoxicity ID: 121-69-7
4.4 Toxicity to Mcroorgani sns e.g. Bacteria
Type:
Speci es: activated sludge, donestic
Exposure period: 3 hour(s)
Unit: ng/ | Anal yti cal nonitoring:
EC50: = 100
Met hod: other: OECD-Richtlinie (01.08.83, Nr.210)

Year : GLP:
Test substance:
Remar k: Bel ebt schl amm ei ner komunal en Kl aer anl age (Japan)
Sour ce: BASF AG Ludwi gshafen

(60)
Type:
Speci es: Pseudononas putida (Bacteria)
Exposure period: 16 hour(s)
Unit: ng/ | Anal ytical nonitoring:
TXK : > 1050
Met hod: ot her: Pseudononas- Zel | ver mehrungs- Hermt est, DI N 38412 Teil 8
zum Cel bdruck verabschi edet, Besti mung der Henmwi r kung von
Wasserinhal t sstof fen auf Bakterien
Year : GLP:

Test subst ance:
Renar k:

Sour ce

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:
Year :
Test subst ance:
Sour ce
Test condition:

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:
Year :
Test subst ance:
Sour ce
Test condition:

Kei ne Hemmwi r kung bei einer Konzentration von 1050 ng/l.
(1050 ng/ | entspricht einer gesaettigten Loesung,
hergestellt aus 25 g/l mt anschliessender Filtration.)
BASF AG Ludwi gshafen

(61)
Tetrahynmena pyriforms (Protozoa)
24 hour (s)
ng/ | Anal ytical nonitoring:
= 110
ot her: Wachst unshemmt est
GLP:
BASF AG Ludwi gshafen
30 Gad C
(62)
Tetrahynmena pyriforms (Protozoa)
24 hour (s)
ng/ | Anal ytical nonitoring:
= 110
ot her: Zel |l vermehrungshemt est
GLP:
BASF AG Ludwi gshafen
Tenmperatur 30 Grad C, Anzucht der Organi smen bei 30 Grad C

unter sterilen Bedingungen in 2% ger Peptonl oesung

(62)
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Dat e: 25- SEP-2001

4. Ecotoxicity ID: 121-69-7
Type:
Speci es: Vibrio fisheri (Bacteria)
Exposure period:
Unit: ng/ | Anal yti cal nonitoring:
EC50: ca. 61
Met hod:

Year : GLP:

Test subst ance:
Renar k:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce

Type:
Speci es:

Exposure period:

Unit:
EC50:
EC20 :
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce

Henmmung der Bi ol um neszenz;
BASF AG Ludwi gshafen

Zahl enwert aus G aphi k berechnet

(63)

ot her bacteria: Agmenel | um quadruplicatum (Stanm PR 6)
Anal yti cal nonitoring:
GLP:

Nach ei ner Expositionsdauer von 3-7 Tagen konnten bei einer
maxi mal en Konzentration von 1000 ug je Petrischal e kei ne
Hemmhoef e i m Bakt eri enrasen beobachtet werden.
BASF AG Ludwi gshafen

(58)
ot her bacteria: BASF-Bel ebtschl amm
30 mi nut e(s)
ng/ | Anal yti cal nonitoring:
ca. 650
ca. 140
ot her: Kurzzeitat nungst est

GP:

At mungshemmung
EC80(30 mn.) ca.2000 ng/l.
BASF AG Ludwi gshafen
(64)
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Dat e: 25- SEP-2001

4. Ecotoxicity ID: 121-69-7
4.5 Chronic Toxicity to Aquatic Organi sms
4.5.1 Chronic Toxicity to Fish
4.5.2 Chronic Toxicity to Aquatic Invertebrates
Speci es: ot her
Endpoi nt :
Exposure period:
Unit: Anal yti cal nonitoring:
Met hod:
Year : GLP:
Test substance:
Remar k: no data are avail able
Sour ce: BASF AG Ludwi gshafen

TERRESTRI AL ORGANI SM5
4.6.1 Toxicity to Soil Dwelling O ganismnms

Type: ot her
Speci es:
Endpoi nt :
Exposure period:
Unit:
Met hod:
Year:
Test substance:
Remar k: no data are avail able
Sour ce: BASF AG Ludwi gshafen

4.6.2 Toxicity to Terrestrial Plants

Speci es:
Endpoi nt :
Expos. period:
Unit:
Met hod: ot her
Year :
Test subst ance:
Renar k: no data are avail abl e
Sour ce: BASF AG Ludwi gshafen

GaP:

GP:
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Dat e: 25- SEP-2001
4. Ecotoxicity ID: 121-69-7

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

Speci es: ot her
Endpoi nt :
Expos. period:
Unit:
Met hod:
Year: GLP:
Test substance:
Remar k: no data are avail able
Sour ce: BASF AG Ludwi gshafen

4.7 Biological Effects Mnitoring

Remar k: no data are avail able

Sour ce: BASF AG Ludwi gshafen

4.8 Biotransformation and Kinetics

Type: ani mal

Remar k: Ei ne i m Cytosol | okalisierte NADPH abhaengi ge Monooxygenase

aus Trypanosoma cruzi oxidiert N,NDinethylanilin zum ent-
sprechenden N Oxi d.

Sour ce: BASF AG Ludwi gshafen
(65)
Type: pl ant
Remar k: Aus Pol yporus versicolor isolierte Laccase konnte
N, N- Di et hyl ani | i n oxi di eren.
Sour ce: BASF AG Ludwi gshafen
(66)
Type: pl ant
Remar k: Chl or oper oxi dase des Pil zes Cal dari onmyces fumago denet hy-
liert N,N-D nmethylanilin zum N Met hyl anilin.
Sour ce: BASF AG Ludwi gshafen
(67)
Type: pl ant
Remar k: Chl or oper oxi dase des Pil zes Cal dari onmyces fumago denet hy-
liert N,N-D nmethylanilin zum N Met hyl anilin.
Sour ce: BASF AG Ludwi gshafen
(67)

4.9 Additional Renarks

Renar k: Weitere Informati onen sind dem BUA-Beri cht
N, N- DI METHYLANI LI N zu ent nehnen.
Sour ce: BASF AG Ludwi gshafen
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7
5.1 Acute Toxicity
5.1.1 Acute Oral Toxicity
Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 1120 ng/ kg bw
Met hod: ot her: BASF- Test
Year: GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen
(68)
Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 1300 ng/ kg bw
Met hod:
Year: GLP:
Test substance:
Sour ce: BASF AG Ludwi gshafen
(69)
Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 1410 ng/ kg bw
Met hod: ot her: Thonmpson WR. Use of npving averages and interpolation
to estimate nmedi an effective dose. Bacteriol. Rev. 11:115
using the tables of Weil (Wil C S. Bionetrics 8:249, 1952)
Year: 1947 GLP: no
Test substance: other TS

Sour ce:

Test subst ance:

BASF AG Ludwi gshafen
NN- di et hyl ani line; no further data
(70) (71) (72) (73)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7
Type: LD50
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Val ue: 700 - 1400 ng/ kg bw
Met hod: other: no data
Year: GLP: yes
Test substance: other TS
Remar k: 1300 ngy/ kg was calculated for male rats, for femal es LD50
could not be cal cul ated because 100% nortality occured over
a very narrow dose range
NTP st udy
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

NN- di et hyl ani line, purity >98%
(74) (75)

LD50
rat

= 1348 ny/ kg bw
other: no data
GLP: no
other TS
BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.
(75) (73)

LD50
rat

ca. 1170 ny/ kg bw
ot her: BASF test
GLP: no
as prescribed by 1.1 - 1.4
BASF AG Ludwi gshafen
(76)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7
Type: LD50
Speci es: nouse
Strain:
Sex:
Nurber of

Ani mal s:
Vehi cl e:
Val ue: = 1440 ny/ kg bw
Met hod:

Year : GLP:
Test substance:
Sour ce: BASF AG Ludwi gshafen

(69)

Type: LD50
Speci es: nouse
Strain:
Sex:
Nurber of

Ani mal s:
Vehi cl e:
Val ue: = 1500 ny/ kg bw
Met hod: other: no data

Year: GLP: yes
Test substance: other TS
Remar k: LD50s of 1500 ng/ kg and 1375 ng/ kg were established for

mal es and fenal es, respectively.
NTP st udy
Sour ce: BASF AG Ludwi gshafen
Test substance: NN-di met hyl ani li ne, purity >98%
(77) (75)

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Test subst ance:

LDLo
nouse

= 350 ng/ kg bw
other: no data

GP:

other TS

NTP st udy

BASF AG Ludwi gshafen

NN- di et hyl ani line, purity >98%

yes

(77) (71)
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5. Toxicity ID: 121-69-7
Type: other: MetHb formation
Speci es: cat
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: 50 ng/ kg bw
Met hod: ot her: BASF test
Year: GLP: no
Test substance: as prescribed by 1.1 - 1.4
Resul t: Met h- Ho- 1 evel was 77.3% after 4 hours and 72.2% after 6
hours. Reversible after 24-30 hours.
Sour ce: BASF AG Ludwi gshafen
(78)
Type:
Speci es: cat
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod: ot her: BASF- Test
Year: GLP: no
Test substance: as prescribed by 1.1 - 1.4
Remar k: 50 mB/ kg (50 ng/kg) p.o.: Met-Hb-Spiegel = 77%
Sour ce: BASF AG Ludwi gshafen
(79)
Type: other: MetHbo formation
Speci es: dog
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 50 ng/ kg bw
Met hod: ot her
Year: 1942 GLP: no
Test substance: no data
Remar k: Dogs (no other details given) were given 50 ng/ kg
NN- di et hyl ani | i ne by gavage. After 4 hours 20% of the
tot al bl ood henogl obi n was nmet Hb. The hi ghest netHb | evel of
40% was attained after 8 hours; in the 10th hour, it had
decreased to 30%
Sour ce: BASF AG Ludwi gshafen

(80)
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Dat e:
| D

25- SEP- 2001
121-69-7

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

dog

GLP:
50 ng/ kg per Schl undsonde: erhoehter
Spi egel (maxi mal
BASF AG Ludwi gshafen

other: nortality
gui nea pig

= 2000 ny/ kg bw
other: no data

G.P: no
other TS
Trenors, tonic and clonic convul sions,
respiratory paral ysis were observed.
BASF AG Ludwi gshafen

NN- di et hyl ani i ne; no further data.

gui nea pig

GaP:

Zuf uhrweg: p.o. und s.c.
BASF AG Ludwi gshafen

2000 ng/ kg |

Met haenogl obi naemni e-
40% gemessen 8 h nach Applikation)

(81)

deat hs due to the

(82)

et al

(83)
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5. Toxicity ID: 121-69-7
Type: LDLo
Speci es: human
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Val ue: = 50 ng/ kg bw
Met hod:

Year: GLP:
Test substance:
Sour ce: BASF AG Ludwi gshafen

(84)

Type: LDLo
Speci es: human
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Val ue: = 50 ng/ kg bw
Met hod: ot her

Year: GLP: no
Test substance: other TS
Remar k: No data on synptons observed
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

NN- di et hyl ani line; no further data
(85) (71) (72)

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Met hod:
Remar k

Resul t:

LC50
rat

4 hour (s)
> 5.1 ng/l
other: OECD Acute Inhalation Toxicity Protocol

1981 GLP: yes

other TS

Liquid - Aerosol

At a NN-di nethyl aniline concentration of 4900 ng/n8 no
nortality was observed; however, 2/5 males died 3 days after
exposure and 1/5 females died 3 days and 1/5 females died 4
days after exposure, when rats were exposed to the conmpound
concentration of 4600 ng/nB. Two/five nale rats exposed to a
concentration of 5100 ng/nB died on day 3; no nortality was
observed anmpong fenal es.
Geonetric Nomi nal
Mean Particl. Concentr.

Ti me- wei ght ed
Measur ed

Mortality
in 14 days
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5. Toxicity ID: 121-69-7
+ SDin um ng/ | ng/ | Mal es Fenmal es
4.8+5.1 5.1 1.9 2/'5 0/5
5.2+3. 4 4.6 2.0 2/'5 2/'5
5.8+3.3 4.9 1.0 0/5 0/5

Sour ce

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

Test subst ance:

BASF AG Ludwi gshafen
NN- di et hyl ani line: no further data.
(75) (86) (87) (88)

LCLo
r at

4 hour (s)
= .25 ng/l
other: no data
1972 G.P: no
other TS
BASF AG Ludwi gshafen
NN- di et hyl ani line: no further data.
(71) (72) (89)

LCLo
r at

30 mi nut e(s)
= .98 - 4.8 nu/l
ot her
1978 G.P: no
other TS
Test was performed with the nmethod of the Utah Bionedica
Test Laboratory to establish "I mediately dangerous to life
or health" values. The aimwas to determ ne test conpound
concentrations which will produce "no effect”, a "mninal
effect” and a "frank effect” in exposed ani nal s.
BASF AG Ludwi gshafen
NN- di net hyl ani li ne of "comercial technical grade”

(75) (90)
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5. Toxicity ID: 121-69-7
Type: other: IRT
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Exposure time: 8 hour (s)
Val ue:
Met hod: ot her: BASF- Test
Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Remar k: Keine Letalitaet nach 8 h Exposition in einer bei 20 Gad C
anger ei cherten At nosphaere (Danpf).
Sour ce: BASF AG Ludwi gshafen
(68)
Type: other: IRT
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Exposure time: 8 hour (s)
Val ue:
Met hod: ot her: BASF- Test
Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Remar k: Keine Letalitaet nach 3 h Exposition in einer bei 100 G ad
C angerei cherten Atnosphaere (Danpf); Letalitaet nach
| aenger er
Exposi tion
Sour ce: BASF AG Ludwi gshafen
(68)
Type: other: IRT
Speci es: r at
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Exposure time: 8 hour (s)
Val ue:
Met hod: ot her
Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Remar k: No nortality was observed when 12 rats were exposed for 8
hours to an at nosphere that has been saturated at 20 degrees
centigrade with the volatile part of the conpound.
Sour ce: BASF AG Ludwi gshafen

(76)
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Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

other: LDLo

r at

4 hour ()
= .25 ng/l

GaP:

BASF AG Ludwi gshafen

r at

4 hour (s)

Parti kel -
groesse (um
4,8
5,2
5,8

(91) (92)

GaP:

Kanmer (Nomi nal -) Letalitaet

(mo/ 1)

geness. Konz.
Konz. (mg/l)

5,1 1,9

4,6 2,0

4,9 1,0

2/ 10
4/ 10
0/ 10

BASF AG Ludwi gshafen

r at

30 m nut e(s)

0,98; 4,8 ng/l:

(93) (94) (95)

GaP:

kei ne irreversi bl en Schaeden

BASF AG Ludwi gshafen

(96)
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Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

r at

4 hour ()

GLP:
Schwel | enwert fuer Met-Hb-Bildung bei 0,25 ny/l
BASF AG Ludwi gshafen
(97)

LCLo
gui nea pig

30 mi nut e(s)

= .98 - 4.8 ng/l

other: no data

1978 GP: no
other TS

Test was performed with the method of the Utah Bionedica
Test Laboratory to establish "I mediately dangerous to life
or health" values. The aimwas to determ ne test conpound
concentrations which will produce "no effect”, a "mninal
effect” and a "frank effect” in exposed ani nal s.
BASF AG Ludwi gshafen
NN- di net hyl ani li ne of "comercial technical grade”
(75) (90)

gui nea pig

30 m nut e(s)

GaP:

0,98; 4,8 ng/l: keine irreversiblen Schaeden
BASF AG Ludwi gshafen
(96)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7
5.1.3 Acute Dermal Toxicity
Type: LD50
Speci es: r abbi t
Strain:
Sex:
Nurber of

Ani mal s:
Vehi cl e:
Val ue: = 1770 ng/ kg bw
Met hod: other: Draize J.H et al. J. Pharnmacol. Exp. Therap. 82: 377

Year : 1944 GLP: no
Test substance: no data
Sour ce: BASF AG Ludwi gshafen

(98) (71) (72) (73)

5.1.4 Acute Toxicity, other Routes
Type: LD50
Speci es: nouse
Strain:
Sex:
Nurber of

Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 960 ng/ kg bw
Met hod: ot her: BASF- Test

Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen

(68)

Type: LD50
Speci es: nouse
Strain:
Sex:
Nurber of

Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: ca. 1000 ng/ kg bw
Met hod: ot her: BASF test

Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4

Sour ce:

BASF AG Ludwi gshafen
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Dat e: 25- SEP-2001
5. Toxicity ID: 121-69-7
Type: other: MetHb formation
Speci es: nouse
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 60 ng/ kg bw
Met hod: other: no data
Year : GLP: no
Test substance: other TS
Remar k: The highest nmetHb level in blood (22.9% was neasured 30
m nut es post-exposure; after 90 mnutes it had dropped to
10.1 % and after 150 mnutes to 2.7% Sul f henogl obin coul d
not be detected.
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

Test subst ance:

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

NN- di net hyl ani i ne, no further data.

other: MetHb fornmation
nouse
i.p.
other: no data
G.P: no
other TS

VWhen mce were injected (i.p.) with 65 ng/kg

NN- di net hyl aniline for 3 days, 1.8 % nmetHb and 2.0 %
sul f henobl obin were found 48 hours after the |ast dose.
BASF AG Ludwi gshafen

NN- di net hyl ani i ne, no further data.

other: nmetHb fornmation
r at
i.p.
other: no data
G.P: no
other TS

VWhen a single dose (39 ng/kg) of NN-dinetylaniline was
adm ni stered to Sprague-Dawl ey rats the maxi mum | evel of
nmet Hb i nduced was 2. 9%

BASF AG Ludwi gshafen

(99)

(99)
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Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of admn.:

Val ue:
Met hod:
Year :

Test subst ance:

Sour ce:

NN- di et hyl ani i ne, no further data.
(100)

nouse

GaP:

60 ng/ kg: erhoehter Methaenogl obi naem e- Spi egel
(maxi mal 23% genmessen 30 nmin nach Applikation)
BASF AG Ludwi gshafen
(101)

LD100
gui nea pig

S. C.
= 2000 ng/ kg bw
other: no data

GLP: no
other TS
Trenors, tonic and clonic convul sions, deaths due to the
respiratory paralysis were observed.
BASF AG Ludwi gshafen
NN- di et hyl ani i ne, no further data.

(82)

LDLo
r at

.C
100 ng/ kg bw

(1]

GP:

BASF AG Ludwi gshafen
(102)
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5. Toxicity ID: 121-69-7
Type: LDLo
Speci es: r at
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: s.c.
Val ue: = 100 ng/ kg bw
Met hod: other: no data
Year: GLP: no
Test substance: other TS
Remar k: Russi an study, no further informations given.
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

Test subst ance:

NN- di net hyl ani li ne, no further data.
(103) (70)

other: MetHb fornmation
dog

S. C.

other: no data

GLP: no
other TS
A dog weighing 15 kg was injected s.c. on days 1 and 3 with
1.5 g NNNdinmethylaniline in 15 mM of water. After the first
dose, anorexia and | ethargy devel oped; after the second
dose, extensive vomting, salivation and severe general
weakness were observed. The cyanosis and marked mnet Hb
formati on observed 3 hours after each injection had
regressed 24 hours later. In addition, the nunber of
erythrocytes increased during the study from5.1 nmllion to
9.6 mllion.
BASF AG Ludwi gshafen
Hydrochl oride salt of NN-dinethylaniline.

(104)
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5. Toxicity ID: 121-69-7
Type: other: skin irritation
Speci es: r abbi t
Strain:
Sex:
Nurber of
Ani mal s:
Vehi cl e:
Route of admin.: s.c.
Val ue:
Met hod: other: no data
Year : GLP: no
Test substance: other TS
Remar k: A depot of 0.2, 0.4 or 1.0 M of a 3% NN-dinmethylaniline in
olive oil was injected under the ear skin of 8 rabbits.
After a few days the only finding was slight redness w thout
mar ked i nfl ammati on. M croscopi c exam nation reveal ed only
i nsignificant thickening of the epithelium
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

NN- di et hyl ani i ne; no further data.

(105)
r abbi t
S.C

GLP:

(Ghr), 0,2-1,0 M einer 3%gen Loesung in
Aivenoel: nach weni gen Tagen | ei chte Roetung.
BASF AG Ludwi gshafen

(106)
cat
i.Vv.

GaP:

24 ng/ kg: Ueber einen Zeitraum von 2 Stunden
er hoeht er Met haenogl obi naem e- Spi egel von 30% Maxi mal wert
nach 3 Stunden
BASF AG Ludwi gshafen
(107)
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5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

rabbit

irritating

ot her: BASF- Test
GLP: no
as prescribed by 1.1 - 1.4
BASF AG Ludwi gshafen
(68)

rabbit

irritating

other: Snyth Carpenter
GLP:

BASF AG Ludwi gshafen
(91) (108)

rabbit

irritating
other: Methode: 500 ng/ 24 h
GLP:

Sekundaer zi t at ohne weitere Angaben; der Effekt wird als
"mld" bezeichnet
BASF AG Ludwi gshafen

(109)
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5. Toxicity ID: 121-69-7

Speci es: r abbi t

Concentrati on:

Exposur e:

Exposure Ti me:

Nurber of

Ani mal s:

PDI I :

Resul t: irritating

EC classificat.:

Met hod: ot her

Year : GLP: no

Test substance: other TS

Remar k: Primary skin irritation on rabbits was recorded on a
10-grade ordi nal series and was based upon the severest
reaction that devel oped on the clipped skin of belly of each
of five albino rabbits within 24 hours of the uncovered
application of 0.01 m wundiluted sanple. Gade 1 indicates
no irritation, grade 6 indicates necrosis when undil uted.
Skin irritation properties of NN-dinethylaniline was
estimated as grade 3.

Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Test subst ance:

NN- di et hyl ani i ne; no further data.
(71) (73)

rabbit

slightly irritating

other: no data
GLP: no
other TS
RTECS dat a
BASF AG Ludwi gshafen
NN- di et hyl ani line; no further information given.
(110)
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5. Toxicity ID: 121-69-7
Speci es: r abbi t
Concentrati on:
Exposur e:
Exposure Ti me:
Nurber of

Ani mal s:
PDI I :
Resul t: irritating
EC classificat.: irritating
Met hod: ot her: BASF test

Year : GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Ludwi gshafen

(76)

Speci es: gui nea pig
Concentrati on:
Exposur e:
Exposure Ti me:
Nurber of

Ani mal s:
PDI | :
Resul t: irritating
EC classificat.:
Met hod: Dr ai ze Test

Year : GLP: no
Test substance: other TS
Sour ce: BASF AG Ludwi gshafen
Test substance: NN- di et hyl ani i ne; no further data.

(111)

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Met hod:

Sour ce

Test subst ance:

hunman

not irritating

other: no data

GLP: no
other TS
Approximately 0.1 g of petrol atum containing 0.6%
NN- di net hyl aniline was applied to a 1.5 square inch
"Band- Ai d" Sheer patch and applied to the backs of 5 male
human subjects for 24 hours. At 24 hours the patches were
renoved, the area wiped with a paper towel and reactions
observed. Cbservations were also made at 48 and 72 hours.
BASF AG Ludwi gshafen
NN- di net hyl ani i ne; no further data.

(112)
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5.2.2 Eye Irritation

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce

rabbit

irritating

other: Snyth Carpenter
GLP:

BASF AG Ludwi gshafen
(108)

rabbit

irritating
other: Methode: 20 ng/ 24 h
GLP:

Sekundaer zi tat ohne weitere Angaben; der Effekt wird als
"nmoder at e" bezei chnet
BASF AG Ludwi gshafen

(109)

rabbit

not irritating

ot her: BASF- Test
GLP: no
as prescribed by 1.1 - 1.4
BASF AG Ludwi gshafen
(68)
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Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:

Year :

Test subst ance:

Met hod:

Sour ce

Test subst ance:

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Test subst ance:

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

rabbit

irritating

other: Carpenter C.P. and Snyth Jr H. F.
29: 1363

1946 G.P: no
other TS

Eye irritation in rabbits was recorded in a 10-grade ordi nal
series and was based upon the degree of corneal necrosis
that results frominstillation of various volunes and
concentrations of chemcal. Gade 1 indicated at nost a very
smal |l area of necrosis resulting fromO0.5 m of undiluted
chemical in the eye. G-ade 5 indicated a severe burn from
0.005 nl.

Corneal injury caused by NN-dinethylaniline in rabbits was
estimated as grade 5.

BASF AG Ludwi gshafen

NN- di net hyl ani i ne; no further data.

Am J. Ophtal.

(73)

rabbit

nmoderately irritating

other: no data
GLP: no
other TS
RTECS dat a
BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.
(110)

rabbit

irritating
irritating
ot her: BASF test
GLP: no
as prescribed by 1.1 - 1.4
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Sour ce: BASF AG Ludwi gshafen
(76)

5.3 Sensitization

5.4 Repeated Dose Toxicity

Speci es: r at Sex: mal e
Strain: no data
Route of admin.: inhalation

Exposure period: 4 Mnate
Frequency of

treat ment: 5 Std./ Tag; 6 Tage/ Wche
Post. obs.

peri od: kei ne Angaben
Doses: 0,011; 0,001 ng/l
Control G oup: no data specified
Met hod:

Year : GLP:

Test substance:
Resul t: I m Vor der grund st anden haenat ot oxi sche Effekte: Anaem e

sow e Met haenogl obi nansti eg gegen Versuchsende auf 12%in
der oberen, bzw. auf 5,5%in der unteren Dosisgruppe. D e
beobacht et e Beei nfl ussung der Katal ase und Per oxi dase der
roten Blutzellen in der 0,011 ng/l-Guppe wird nethodi sch
ni cht praezi se beschrieben und erscheint in ihrem
Aussagegehal t nicht eindeutig. Auch die Interpretation der
Er gebni sse der zu Ende der Studie durchgefuehrten
Unt er suchungen (u.a. Thynol truebungstest bzw. Hyper-
ganma- gl obul i naem e) al s Nachwei s ei ner
Leber f unkti onsst oerung erscheint fraglich. Klinische
Paranmeter, w e Synptomatik, Koerpergew cht, Futterverzehr
si nd ebensoweni g beschri eben, w e eine pathol ogi sche
Begut acht ung.

Sour ce: BASF AG Ludwi gshafen

(92)
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5. Toxicity ID: 121-69-7
Speci es: r at Sex: mal e
Strain: no data
Route of admin.: inhalation
Exposure period: 100 Tage
Frequency of

treatnent: kontinuierlich
Post. obs.

peri od: kei ne Angaben zur Zeit dauer

Doses: 0, 0000055; 0, 0004; 0, 0003 ny/l
Control G oup: other: Luft
NOAEL: . 000006 no/l
Met hod:

Year : GLP:
Test substance:
Resul t: Bei einer Dosierung von 0,0003 ng/l wurde ein erhoehter

Sour ce

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Contr ol
NQAEL
LOAEL
Met hod:

Year :
Test subst ance:
Met hod:

G oup:

Remar k

Met haenogl obi n- Spi egel beobachtet (max. 22%. In der
zwei ten Versuchshael fte wurden verei nzelt Hei nzkoer perchen
gefunden, daneben Reti kul ozytose und Leukopeni e. Aus einem
pat hol ogi schen Bronsul pht hal ei n- Test, einer Abnahne des
Cesant ei wei sses mt Veraenderungen i m Verhael tnis der
ei nzel nen Ei wei ssfrakti onen sowi e der Senkung des
SH Gruppen- Spi egel s i m Serum schl i essen di e Autoren auf eine
Leber f unkti onsst oerung. Bei der histochem Untersuchung der
M1z fand sich eine Zunahnme des Haenosiderins. Histol ogische
Ver aenderungen fanden sich in Gehirn, Leber und Lunge.
Zur klin. Synmptomati k finden sich keine Angaben. Die in
ei ner Nachbeobacht ungsphase (Zeitdauer nicht angegeben)
dur chgef uehrten Unt er suchungen ergaben ei ne "Normali si erung
bei der Mehrzahl der Werte" (keine naehren Angaben).
Die Interpretation der geschilderten Befunde ist aufgrund
fehl ender I nformationen zur Untersuchungsnet hodi k sow e
aufgrund rein qualitativer Angaben nicht nopeglich
BASF AG Ludwi gshafen

(113)
r at Sex: male
no data
i nhal ation
100 days

daily, for 24 hours

not stated
0. 000005 or 0.0003 ny/l
no data specified
= . 000005 no/l
= . 0003 no/l
ot her
GLP: no
other TS
Mal e white rats (strain not specified) were exposed to
NN- di et hyl aniline for 24 hours for 100 days (12 weeks?),
t hen observed for the recovery for unspecified period (2
weeks?) .
No adverse effects were found in rats exposed to
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Dat e: 25- SEP-2001
D 121-69-7

Sour ce
Test subst ance:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Met hod:

Remar k

NN- di net hyl ani line at a concentration of 0.005 ng/nB8. At a
hi gher concentration of 0.3 ng/nB the foll owi ng synptons
wer e observed: increased nmetHb concentration (maxi mum of
22% , reduced erythrocyte nunber and Hb concentration
reticul ocytosis, |eukopenia, hypoproteinaemnm a, reduced
concentration of SH groups in bl ood serum accumnul ati on of
pyruvic acid in the liver, chromatolysis in brain cells,
i ncreased excretion of coproporphyrin in urine and reduced
| evel of ascorbic acid in the adrenals. There were changes
in the chronaxial ratios of the antagonistic mnuscle
observed.
Russi an publication. Protocol differs fromthe internationa
standards; nethods are not sufficiently described, no
i nformation on clinical observations. In the author's
opi nion, nost of the adverse effects observed were
reversible during recovery period.
BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.

(114)
r at Sex: male
no data
i nhal ati on
4 nont hs

5 hours daily, 6 days per week

not stated

1.1 or 10.7 ng/nB (0.0011 or 0.0107 ny/l)
yes
ot her

G.P: no
other TS

Fifteen white male rats (strain not specified) in each
group, including controls, were used. There is no data on
clinical observation and description of nethods used. No
information is given, if aninmals were observed for the
reversibility of changes.

Russi an publication. Quality of data is poor
i nportant informations are |acking.

Towards the end of the exposure period, the nmetHb |l evel in
animal s of the high dose group increased to 11.6% the tota
Hb | evel decreased by 8.8% and t he nunber of erythrocytes
decreased to 5 415 000/mB (in controls = 6000000/ MmB). The
bl ood catal ase activity was reduced by al nost one half while
per oxi dase activity increased by about 25% At the end of

t he exposure period, liver function disorders (higher thynol
score, dysproteinaemia and |ower level of vit. C. In the
first nonth of exposure only, the coproporphyrin level in
urine was increased slightly. In addition, hyperplasia of

| ynphatic tissue in the spleen were found.

In ani mal s exposed to NN-di methylaniline in concentration

of 1.1 ng/nB, simlar changes were observed but of much | ower
intensity. The netHb level in the blood increased to 5.6%
by the end of the exposure period; however, the total Hb

because many
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Dat e: 25- SEP-2001
5. Toxicity ID: 121-69-7
| evel decreased by 13.1%
Sour ce: BASF AG Ludwi gshafen
Test substance: NN- di et hyl ani i ne; no further data.
(89)
Speci es: r at Sex: mal e/fenmal e
Strain: Fi scher 344
Route of admin.: gavage
Exposure period: 2 Wchen

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

Sour ce

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Control G oup:
NQAEL
Met hod:

Year :

Test subst ance:
Resul t:

5 Tage/ Woche

kei ne Angaben
94; 188; 375; 750; 1500 mg/ kg in Maisoe
yes, concurrent vehicle

GP:

Es handelt sich um Range-fi ndi ng-Versuche fuer eine
anschl i essende Kanzeri si erungsstudi e. Pro Dosi sgruppe
wurden 10 Ti ere ei ngesetzt.
In der obersten Dosisgruppe starben alle Tiere innerhalb von
3 Tagen; die zweithoechste Dosierung ueberlebte nur ein
maennliches Tier. In den 3 unteren Dosisgruppen kames zu
kei nen Todesfael | en. Dosi sabhaengi g zei gten diese Tiere
Spl enonegal i en; ab einer Dosis von 375 ng/ kg wurde eine
ver m ndert e Koer pergew cht sentw ckl ung beobachtet. Bei 6
von 10 Tieren, die einer Dosis von 375 ng/ kg ausgeset zt
waren, fand sich eine extramedul | aere Bl utbil dung und
Haenosi derose der M1 z. Klinisch waren Zyanose, Lethargie
und Trenor auffaellig.
BASF AG Ludwi gshafen
(69)
r at Sex: nale/femal e
Fi scher 344
gavage
13 Wochen

5 Tage/ Woche

kei ne Angaben

32; 63; 125; 250; 500 ng/ kg jw. gel oest
Mai skei noe

yes, concurrent vehicle

< 32 ng/ kg

in 10 m/kg

GP:

Es handelt sich um Range-fi ndi ng-Versuche fuer eine
anschl i essende Kanzeri si erungsstudi e. Pro Dosi sgruppe
wurden 10 Tiere eingesetzt. Keine substanzbedingte
Mortalitaet. Das Koerpergew cht der maennl. Tiere der

bei den obersten Dosi sgruppen war gegenueber den Kontrollen
um 15 bzw. 27%erniedrigt. Bei allen Tieren war ab einer
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Sour ce

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Control G oup:
NOAEL
Met hod:
Year:

Test subst ance:

Met hod:
Remar k

Sour ce

Test subst ance:

Dosi s von 125 ng/ kg ei ne Abnahme der notorisschen
Aktivitaet zu beobachten. Tiere der bei den hoechsten
Dosi sgruppen zei gten Zyanose; Spl enonegal i en fanden sich
dosi sabhaengi g bei Tieren aller Guppen. Histol ogisch
zei gten beinahe alle Tiere Haenosi derose und Haemat opoese in
der M1z sowi e - dosisabhaengi g - Haenosi deri nabl agerungen
in Leber (ab 63 ng/kg), N ere und Hoden. Witerhin fand sich
- ab einer Dosierung von 63 ng/kg - eine
Knochenmar kshyper pl asi e. Nach Ansicht der Autoren sind
Spl enonegal i e und di e genannt en hi st opat hol ogi schen Bef unde
ei ne Sekundaerfol ge der toxi schen Wrkung von N, N-Di net hyl -
ani lin auf Erythrozyten mt intravaskul aerer Haenol yse und
gestei gertem Eryt hr ozyt enabbau
BASF AG Ludwi gshafen
(115) (116) (69)
r at Sex: male/femal e
Fi scher 344
gavage
14 days

dai |y

no data
93.75, 187.5, 375, 750 or 1500 ng/kg/day in corn oil.
yes, concurrent vehicle
< 93.75 ny/ kg
ot her

GLP: yes
other TS
NTP study conparable to guideline study.
Five males and 5 fenmal es were used in each group. Al
ani mal s survived doses of 93.75 to 375 ng/kg; all animals,
apart fromone male, died 6 days after a dose of 750 ng/kg
and all animals died at the highest dose after 3 days.
Synpt onms observed were: cyanosis, |ethargy, slight trenor,
di arrhea, discharge fromnose and eyes. Splenonegaly was
observed in 2 males and 1 femal e dosed with 93.75 ng/kg, in
all animals apart from1l female in the 187.5 ng/ kg dose
group, and in all animals in group given 375 ng/kg. One
surviving nmale rat in the group given 750 ng/ kg al so showed
spl enonegal y. Extranedul | ary haenmat opoi esi s and
henosi derosi s were observed in the spleen of 3 males and 3
femal es given the dose of 375 ng/kg.
BASF AG Ludwi gshafen
NN- di et hyl ani line of purity >98%

(117)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7

Speci es: r at Sex: mal e/fenmal e

Strain: Fi scher 344

Route of admin.: gavage

Exposure period: 13 weeks

Frequency of

treat ment: 5 days/ week
Post. obs.
peri od: no data

Doses: 31.25, 62.5, 125, 250 or 500 ng/kg dissolved in 5 m corn
oi I / kg

Control G oup: yes, concurrent vehicle

NOAEL: < 31.25 ng/ kg

Met hod: ot her

Year: GLP: yes

Test substance: other TS

Met hod: NTP study, conparable to guideline study.

Remar k: Ten mal es and 10 fenal es were used in each group. No
conmpound-rel ated nortality was noted. A significant decrease
in body weight gain was observed in nmale rats at 250 and 500
ng/ kg. Cyanosis was seen in rats of these two groups.
Animal s with splenonegaly were found in all dose groups.
Bone marrow hyperpl asia and i ncreased hemat opoi esis in the
spl een occured. The severity of these |esions was
dose-rel ated

Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

Sour ce

NN- di et hyl ani line of purity >98%

(118) (117)
r at Sex: no data
no data
der nmal
10 Tage

kei ne Angabe

ni cht angegeben
ni cht angegeben
no data specified

GaP:

I m Resor pti onsversuch an der Schwanzhaut der Ratte wurde
ei ne ausgepraegte Resorption von Dinethylanilin durch die
Haut hi ndurch beobachtet. Es traten Todesfaelle auf. D e
toedl i che Dosis | aesst sich jedoch in di esem Versuchsnodel
ni cht quantifizieren; Methodik bzw. Details der
Ver suchsdur chfuehrung - z.B. Pinselung oder Tauchversuch -
wer den ni cht beschrieben. Anaeme nmt
Met haenogl obi naem e-Bi | dung (bis 30% waren die
her ausr agenden Effekte.
BASF AG Ludwi gshafen

(92)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7
Speci es: r at Sex: no data
Strain: no data
Route of admin.: dermal
Exposure period: 10 days
Frequency of

treat ment: daily
Post. obs.

peri od: no data
Doses: undi | uted conpound, anmpunt not given
Control G oup: no data specified
Met hod: ot her

Year : GLP: no

Test substance: other TS

Renar k:

Sour ce:
Test subst ance:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

Sour ce:

It was found that during application of undiluted
NN-di net hyl aniline to the rat tail for 10 days, 62.5 % (5/8)
of exposed rats died between day 2 and 10. In surviving
ani mal s, body weight was significantly | ower than that of
control s; methenogl obinema (29.6 %, reduced Ho (47.8 %,
erythropenia and reticul osis were al so observed.
Russi an publication; data of poor quality.
BASF AG Ludwi gshafen
NN- di net hyl ani li ne, no further data.

(89)
r at Sex: no data
no data
S. C.
10 Tage

taeglich

ni cht angegeben
100 ng/ kg/d
no data specified

GaP:

Met haenogl obi naem e- Bi | dung, Erni edri gung des Haenogl obi n-
Cehal tes sowi e der Erythrozyten-Zahl, Hei nzkoer per-Bil dung
sow e andere Effekte auf Serum und Harnparaneter (z.B.
Urobilinurie). Aus Dysprotei naem e und positivem
Thynol t ruebungst est schliessen die Autoren auf eine
Leber schaedi gung. Nebenni eren und M|z waren hypertrophisch,
die M| zgew chte erhoeht.
BASF AG Ludwi gshafen

(92)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7
Speci es: r at Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 10 days
Frequency of

treat ment: daily
Post. obs.

peri od: no data
Doses: 0.1 g/ kg/ day
Control G oup: no data specified
Met hod: ot her

Year : GLP: no
Test substance: other TS

Remar k

Sour ce
Test subst ance:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Control G oup:
NQAEL
Met hod:

Year :

Test subst ance:
Resul t:

Sour ce

Met henogl obi naem a, a decrease in total Hb, a decrease in
t he nunber of erythrocytes, and reticul ocytosis

were found. Blood catal ase activity was reduced while
per oxi dase activity increased. Liver function disorders

expressed by increased thynol score, dysproteinem a and a
[ower vit. C level.
BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.
(89)
nouse Sex: nale/femal e
B6C3F1
gavage
2 Wochen

5 Tage/ Woche

kei ne Angaben

94; 188; 375; 750; 1500 mg/ kg in Maisoe
yes, concurrent vehicle

94 ng/ kg

GaP:

Es handelt sich um Range-fi ndi ng-Versuche fuer eine
anschl i essende Kanzeri si erungsstudi e. Pro Dosi sgruppe
wurden 10 Ti ere ei ngesetzt.
In den bei den obersten Dosi sgruppen starben alle Tiere
i nnerhal b von 3 bzw. 12 Tagen, in den anderen Dosi sgruppen
kam es zu keinen Todesfaellen. 1 Tier in der 188
ng/ kg- G uppe sowie 5 Tiere unter einer Dosierung von 375
ng/ kg zei gten Spl enonegalie. Ferner fand sich bei 3
wei bl i chen Tieren der |etztgenannten G uppe extra-
medul | aere Bl ut bi |l dung und Haenosi derose in der M1 z.
Klini sch waren Lethargie und Trenor auffaellig.
BASF AG Ludwi gshafen

(69)
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Dat e: 25- SEP-2001
5. Toxicity ID: 121-69-7
Speci es: nouse Sex: mal e/fenmal e
Strain: B6C3F1
Route of admin.: gavage
Exposure period: 13 Wchen

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Control G oup:
NQOAEL
Met hod:

Year :

Test subst ance:
Resul t :

Sour ce

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Control G oup:
NQAEL
Met hod:

Year :

Test subst ance:
Resul t:

5 Tage/ Woche

kei ne Angaben

32; 63; 125; 250; 500 ny/ kg jw. gel oest
yes, concurrent vehicle

32 ng/ kg

GaP:

Es handelt sich um Range-fi ndi ng-Versuche fuer eine
anschl i essende Kanzeri si erungsstudi e. Pro Dosi sgruppe
wurden 10 maennl i che und wei bliche Tiere eingesetzt.

Kei ne substanzbedi ngte Mrtalitaet. Das Koer pergew cht
al I er behandel ten maennlichen Tiere war gegenueber den
Kontrollen verm ndert. Bei allen Tieren - mt Ausnahne der
wei blichen Tiere in den beiden niedrigen Dosierungen - war
ei ne Abnahne der notorischen Aktivitaet zu beobachten

Spl enonegal i en fanden sich - dosi sabhaengig - bei Tieren
al I er Dosi sgruppen. Histol ogisch zeigte sich - ebenfalls
dosi sabhaengi g ab 63 ng/ kg - Haenosi der- ose und

Haemat opoese in M|z und Leber sowie - ab einer Dosis von
250 ny/ kg - Haenosi deri nabl agerungen in der N ere. Nach
Ansi cht der Autoren sind Splenonegalie und di e genannten
hi st opat hol og- i schen Befunde ei ne Sekundaerfol ge der tox.
Wrkung von N,N-Di nethyl anilin auf Erythrozyten mt

i ntravaskul aerer Haenol yse und gesteigertem

Eryt hr ozyt enabbau

BASF AG Ludwi gshafen

(119) (120) (121)

nouse Sex: fenunl e
Ch-1
gavage

8 Tage
taeglich

8 Tage

365; 725; 1455; 2910; 5815 ny/kg; jw
yes, concurrent vehicle

< 365 ng/ kg

in5 nm/kg Misoel

GaP:

Es handelt sich um eine Range-finding Studie fuer einen an-
schl i essenden Screeni ng-Versuch zur Reprodukti onstoxi zitaet.
Di e Versuchsgruppen unfassten jeweils 10 Tiere.

Di e 3 hoechsten Dosierungen waren fuer alle Tiere nach 1
(5815 nmg/ kg), 2 (2910 ng/kg) bzw 4 Tagen (1455 ng/kg)
letal. In der 725 ny/ kg- G uppe ueberlebten 3/10 Tiere, in

in 10 m/kg Maiskei noel
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Sour ce

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Control G oup:
NOAEL
LOAEL
Met hod:
Year:

Test subst ance:

Met hod:
Remar k

Sour ce

Test subst ance:

der untersten Dosisgruppe 6/10 Tiere. In allen Dosisgruppen
zeigte ein Gossteil der Tiere ab dem 2. Behandl ungst ag
Er schoepfung, Lethargie und Trenor. In der
Nachbeobacht ungsphase waren die Tiere klinisch
unauffael lig. D e Koerpergew chtsentw cklung war mt der-
jenigen der Kontrolltiere vergleichbar. Ei ne Sektion der
Ti ere wurde ni cht durchgefuehrt.
BASF AG Ludwi gshafen

(122) (123) (124) (125)
nouse Sex: nale/femal e
B6C3F1
gavage
15 days

dai |y

no data
93.75, 187.5, 375, 750 and 1500 ng/kg/day in corn oil.
yes, concurrent vehicle
= 93.75 ng/ kg bw
= 187.5 ng/ kg bw
ot her

GLP: yes
other TS
NTP study, conparable to OECD gui deline 407
Five males and 5 femal es were used in each group, except
that the dose of 187.5 ng/kg/day was given to 4 nales.
The doses of 93.75, 187.5 and 375 ng/kg were survived by al
animal s. In groups given higher doses (750 and 1500 ngy/ kg),
all animals died after 12 days and 3 days, respectively.
Synpt ons observed were: |ethargy, marked salivation and
trenor. Splenonegaly was observed in 1 nale dosed with
187.5 ng/ kg and in 2 males and 3 femal es given the dose of
375 ny/ kg. Haemat oma and extranedul | ary haenat opoi esi s or
haenosi derosis were observed in 3 males and 3 females in
t he group gi ven 375 ng/ kg.
BASF AG Ludwi gshafen
NN- di et hyl ani line of purity >98%

(117)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7

Speci es: nouse Sex: mal e/fenmal e

Strain: B6C3F1

Route of admin.: gavage

Exposure period: 13 weeks

Frequency of

treat ment: 5 days/ week
Post. obs.
peri od: no data

Doses: 31.25, 62.5, 125, 250 or 500 ng/kg in 10 mM corn oil/Kkg;

Control G oup: yes, concurrent vehicle

NOAEL: = 31.25 noy/ kg

LOAEL: = 62.5 ny/ kg

Met hod: ot her

Year: GLP: yes

Test substance: other TS

Met hod: NTP study, conparable to guideline study.

Remar k: Ten mal es and 10 fenal es were used in each group. No
substance-rel ated nortality was denonstrated. The final nean
body wei ght of nale and female mice were within 12% of those
of vehicle controls. Compound-related clinical signs
i ncluded | ethargy and salivation. Splenonegaly was observed
in all dose groups; the severity was dose rel ated, although
reported to be mnimal in 4/10 mce at the 31.25 ng/ kg/ day
dose |l evel. Extranedull ary hemat opoi esi s and henosi derosi s
occured in the spleen of dosed mice. The severity of these
| esi ons was dose-rel ated, although reported to be mld in
1/10 mce at the 31.25 ng/ kg/day dose |evel.

Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Remar k

Sour ce
Test subst ance:

NN- di et hyl ani line of purity >98%
(118) (126) (117)

nouse Sex: femal e

Ch1

gavage

8 days

dai |y

8 days
365, 725, 1455, 2910 or 5815 ng/kg in corn oi
yes, concurrent vehicle
other: no data

G.P: no data
other TS
Ten animal s were used in each group. The 365 ny/ kg dose was
survived by 7/9 animals (1 animal died due to dosing error),
725 ng/ kg by 3/10. In groups given higher doses, all aninals
di ed on exposure days 4, 2 or 1, respectively. The synptons
of intoxication which appeared with increasing dose in al
ani mal s during the exposure period included | ethargy,
exhaustion, trenor and ataxi a. The body wei ghts of survivors
were only minimally reduced at the end of the observation
peri od.
BASF AG Ludwi gshafen
NN- di net hyl ani i ne, no further data.
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Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

Sour ce:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

Sour ce:

The undi |l uted NN-di net hyl aniline was used for the group
gi ven 5815 ng/ kg.

(75) (127)
nouse Sex: no data
no data
i.p.

3 Tage

taeglich

48 Stunden
60 ng/ kg
no data specified

GP:

48 Stunden nach der letzten Applikation wiurde ein
Met haenogl obi naem e- Spi egel von 1,8% sowi e 2, 0%
Sul f haenogl obin i m Bl ut gemessen (Kontrollen: 0,9% Met - Hb;
0, 1% S- Hb)
BASF AG Ludwi gshafen

(101)
dog Sex: no data
no data
S. C.
3 Tage
am1. und am 3. Tag
kei ne Angaben
1500 ng (100 ng/kg) als sal zsaures Salz in 15 m Wasser
no data specified

GP:

Nach der ersten Gabe zeigte das Tier Fressunlust und
Let hargi e, nach der zweiten Applikation starkes Erbrechen,
Spei chel fl uss und Erschoepfung. Jeweils 3 Stunden post
i nj ecti onem war ei ne Zyanose der Schl ei mhaeute und ei ne
st ar ke Met haenogl obi naem e-Bi | dung auffaellig, die nach 24
St unden abgekl ungen war .
BASF AG Ludwi gshafen
(128)
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Dat e: 25- SEP-2001

5. Toxicity ID: 121-69-7
Speci es: gui nea pig Sex: mal e
Strain: no data
Route of admin.: s.c.
Exposure period: 12 Monate
Frequency of

treat ment: 6 Tage/ Woche
Post. obs.

peri od: kei ne Angaben
Doses: 0,2 mM einer 2% gen Loesg. von DVA in

A ivenoel (ca. 10ng/ kg/ Appl .)

Control G oup: yes, concurrent vehicle
Met hod:

Year : GLP:

Test subst ance:
Resul t :

Sour ce

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Remar k

Sour ce
Test subst ance:

Der Versuch wurde mit 6 Tieren durchgefuehrt. 4 Tiere
verendeten nach 36, 63, 84 bzw. 389 Tagen. D e
Koer per gewi cht szunahne war verzoegert. Ab dem 50. Tag zeigte
sich eine Abnahnme der Erythrozytenzahl; die
Reti kul ozyt enzahl stieg bis zum 140. Tag an, um danach
wi eder abzufallen. Ferner fand sich eine Hyperaem e und
truebe Schwel | ung parenchymat oeser Organe, sow e eine
hyper aem sche und verdi ckte Harnbl asenwand. Ein Tier zeigte
bronchi al e Met apl asi e.
BASF AG Ludwi gshafen

(129)
gui nea pig Sex: mal e
no data
S.C.
over a year

(> 389 days, exact duration not given)

once a day, 6 days a week
no data
1.3 to 5.3 ng/ kg
yes, concurrent vehicle
ot her

GLP: no
other TS
To six animals 0.1 to 0.2 m of NN-dinethylaniline were
given s.c. as al1to 2 %olive-oil solutions.
Four out of 6 animals died after 36 to 389 days. At the
early stage of the experinent, a weight gain was hanpered
and foll owed by a gradual increase. The nunber of
erythrocytes showed a trend of gradual decrease after the
50t h day. The nunber of reticul ocytes showed an increasing
trend whi ch peaked between the 110th and the 140t h day and
gradual | y decreased to the | evel observed at the begi nning
of the experiment. Hyperem a and cl oudy swelling of
par enchmat ous organs, as well as hyperenia and slight
t hi ckening of the wall of the urinary bl adder were observed.
Met apl asia in the epitheliumof bronchi was found in one
ani mal adm ni stered NN-di net hyl aniline for 389 days.
BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.
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(130)

5.5 Genetic Toxicity "in Vitro'

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Test subst ance:

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Test subst ance:

Anmes test

Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537
up to 333 ug/plate (in DVSO0)

with and wi t hout
negative
ot her

GLP: yes
other TS
NTP st udy.
BASF AG Ludwi gshafen
NN- di et hyl ani line of purity >98%

(131) (132) (133) (117) (134)

Ames test

Sal nonel | a typhi murium TA 98
up to 0.05 ng/plate

with

negative

other: Ares B.N. et al. Mutat. Res. 31:347-364
1975 G.P: no data
other TS

BASF AG Ludwi gshafen
NN- di net hyl ani i ne; no further data.
(135)

Ames test

Sal nonel I a typhi murium TA 98, TA 100, TA 1538
up to 5000 ug/plate

no data

negative

other: Ares B.N. et al. Mutat. Res. 31:347-364
1975 GP: no

other TS

Positive in TA 98 w th norharman
BASF AG Ludwi gshafen
NN- di net hyl ani i ne; no further data.
(136)
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Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Test subst ance:

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

Anmes test

Sal monel | a typhi murium TA 98, TA 100
0.121 ug/ m

with and wi t hout

negative

other: Ares B.N. et al. Mutat.Res. 31:347-364
1975 GP: no

other TS

BASF AG Ludwi gshafen
NN- di et hyl ani li ne od reagent grade.

(137)
Ames test
Sal monel I a typhi murium TA 97, TA 98, TA 100
up to 70 ug/plate
wi th and wi t hout
negative
other: Maron D.M and Ares B.N. Mutat. Res. 113:173-215
1983 G.P: no data
other TS
Prei ncubation test, S9 of male rats and nal e hansters.
BASF AG Ludwi gshafen
Purity of 99%
(138)
Anmes test
Sal monel | a typhi muri um
no data
no data
negative

other: no data
G.P: no data
other TS
BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.
(139)
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Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Renar k:

Sour ce

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Sour ce

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Sour ce

Anmes test

Sal monel | a t hyphi nuri uny TA98

with
negative
GLP:
Sekundaerzitat; in der zitierten Oiginalliteratur finden

sich kei ne Angaben zum N,N-Di nethylanilin
BASF AG Ludwi gshafen

(140)
Ames test
Sal monel | a typhi muri um
no data
negative

GLP:

BASF AG Ludwi gshafen

(141)

Anmes test

Sal nonel | a typhi murium TA98 TA100

with
negative

GaP:

BASF AG Ludwi gshafen
(142)
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Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

Anmes test

Sal monel I a typhi murium TA98 TA100 TA1535 TA1537

with and wi t hout
negative

GP:

BASF AG Ludwi gshafen
(143) (144)

Anmes test

Sal nonel I a typhi murium TA98 TA100 TA1535 TA1537 TA1538

with and wi t hout
negative

GaP:

BASF AG Ludwi gshafen
(145)

Anmes test

Sal nonel | a typhi muri um TA98 TA100 TA1535 TA1537 TA1538, TA97,
TA2637

no data
positive

GP:

Testverfahren: nodifizierter Anmes-Test
Ergebnis: positiv (nur nach Zusatz von Norhanman bei TA98,
sonst negati v)
BASF AG Ludwi gshafen
(146) (147)
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5. Toxicity ID: 121-69-7
Type: Bacterial reverse nutation assay
Syst em of

testing: E. coli; WP2uvrA and WP2uvr A/ pKM
Concentrati on: up to 5000 ug/plate
Cyt ot oxi ¢ Conc. :
Met abol i c

activation: with and wi t hout
Resul t: negative
Met hod: other: no data

Year : GLP: no

Test subst ance:

Sour ce:

Test subst ance:

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

Test subst ance:

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce:

other TS
BASF AG Ludwi gshafen
N, N- di et hyl aniline
(136)

Mouse | ynmphoma assay

L5178Y nouse | ynphoma cells
192-576 ug/m (without S9-M x), 9.6-57.6 ug/m (with S9-M x)

wi th and wi t hout

positive

other: according to Clive et al., 1979 and Myhr, 1985
GLP: yes

other TS

NTP study. Oiginal values 200-600 nl/m and 10-60 nl/m,
repectively. Positiv at concentrations higher 384 ug/m
wi thout S9 and 19.2 ug/m with S9.
BASF AG Ludwi gshafen
NN- di et hyl ani line, purity >98%
(148) (117) (75)

Mouse | ynphoma assay

L5178Y

wi th and w t hout
positive

GaP:

BASF AG Ludwi gshafen
(149)
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5. Toxicity ID: 121-69-7
Type: Sister chromatid exchange assay
Syst em of

testing: Chi nese hanmster ovary cells
Concentrati on: up to 1010 ug/m
Cyt ot oxi ¢ Conc.
Met abol i c

activation: with and wi t hout
Resul t: positive
Met hod: other: no data

Year: GLP: yes

Test substance: other TS
Remar k: NTP st udy.
Resul t: Negative wi thout S9; positive with S9.
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

NN- di et hyl aniline of purity >98%
(150) (151) (117) (152)

Sister chromatid exchange assay

CHO- Zel | en

wi th and w t hout
positive

GLP:
Ergebnis: positiv (ohne mnetabolische Aktivierung: negativ)
BASF AG Ludwi gshafen
(153) (154)
Unschedul ed DNA synt hesi s

primary cultured rat hepatocytes
up to 0.12 mg/m

with

negative

other: Wlliane GM Cancer Res. 37:1845-1851
1977 GP: no

other TS

BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.
(155)
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5. Toxicity ID: 121-69-7
Type: Unschedul ed DNA synt hesi s
Syst em of
testing: Rat t en- Hepat ozyt en
Concentrati on:
Cyt ot oxi ¢ Conc.
Met abol i c
activation:
Resul t: negative
Met hod:
Year : GLP:
Test substance:
Sour ce: BASF AG Ludwi gshafen
(156)
Type: ot her: Chronobsonenanal yse
Syst em of
testing: CHO Zel I en
Concentrati on:
Cyt ot oxi ¢ Conc.
Met abol i c
activation: with and wi t hout
Resul t: positive
Met hod:
Year : GLP:
Test substance:
Sour ce: BASF AG Ludwi gshafen
(153) (154)
Type: ot her: Chronosonal abberations
Syst em of
testing: Chi nese hanmster ovary cells
Concentrati on: up to 1010 ug/m
Cyt ot oxi ¢ Conc.
Met abol i c
activation: with and wi t hout
Resul t: positive
Met hod: other: no data
Year: GLP: yes
Test substance: other TS
Remar k: NTP st udy.
Resul t: Wthout S9 m x: positive in the highest dose only.
Sour ce: BASF AG Ludwi gshafen

Test subst ance:

NN- di et hyl ani line of purity >98%
(150) (151) (117) (75) (152)
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5. Toxicity ID: 121-69-7
Type: other: mcronuclei induction
Syst em of

testing: Chi nese hamster V79 cells
Concentrati on: up to 0.14 nmg/m
Cyt ot oxi ¢ Conc.
Met abol i c

activation: wi t hout
Resul t: positive
Met hod: other: Bonatti S. et al. Miutagen. 7:111-114

Year : 1992 G.P: no data

Test substance: other TS

Met hod:

Resul t:

Sour ce
Test subst ance:

5.6 CGenetic Toxici

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Resul t:
Sour ce
Test subst ance:

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Resul t:
Sour ce
Test subst ance:

M cronuclei formation was matched with an i nmunof| uor escent
staining for kinetochore protein (CREST-antibodies).
Aneugenic effect: slight positive (2.5 times higher than in
t he negative control).
BASF AG Ludwi gshafen
Purity of 99%
(138)

ty "in Vivo'

other: al kaline DNA elution test

r at Sex:
Spr ague- Dawl ey

i.p.

2 hours

484 or 969 ny/ kg

mal e

S. et al. Mutat. Res. 54: 39-46

G.P: no data

ot her: Par odi
1978

other TS

The conpound produced a weakly positive result
BASF AG Ludwi gshafen

N, N- di et hyl aniline;

inrat |iver.
purity of 99%
(138)

other: al kaline DNA elution test

r at Sex:
Spr ague- Dawl ey

i.p.
24 hours
484 nyl/ kg

mal e

S. et al. Mutat. Res. 54: 39-46

G.P: no data

ot her: Par odi
1978

other TS

The conpound produced a negative result
BASF AG Ludwi gshafen

N, N- di et hyl aniline;

inrat |iver.

purity of 99%
(138)
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5. Toxicity ID: 121-69-7
Type: other: al kaline DNA elution test
Speci es: nouse Sex: mal e
Strain: Bal b/ c
Route of admin.: i.p.
Exposure period: 2 hours
Doses: 242 or 484 ngl/ kg
Resul t:
Met hod: other: Parodi S. et al. Miutat. Res. 54:39-46

Year : 1978 GLP: no
Test substance: other TS
Resul t: The conpound produced a weakly positive result in nouse

liver
Sour ce: BASF AG Ludwi gshafen
Test substance: N, N-di met hyl aniline; purity of 99%
(138)

Type: other: al kaline DNA elution test
Speci es: nouse Sex: male
Strain: Bal b/ c
Route of admin.: i.p.
Exposure period: 24 hours
Doses: 242 nyl/ kg
Resul t:
Met hod: other: Parodi S. et al. Miutat. Res. 54:39-46

Year : 1978 G.P: no data
Test substance: other TS
Resul t: The conpound produced a weakly positive result in nouse

liver.
Sour ce: BASF AG Ludwi gshafen
Test substance: N, N-di met hyl aniline; purity of 99%
(138)

Type: other: al kaline DNA elution test
Speci es: r at Sex: male
Strain: Spr ague- Dawl ey
Route of admin.: gavage
Exposure period: 6 and 24 hours
Doses: 969 ny/ kg
Resul t:
Met hod: other: Parodi S. et al. Miutat. Res. 54:39-46

Year : 1978 G.P: no data
Test substance: other TS

Resul t:

Sour ce:
Test subst ance:

The conpound was negative in rat liver when tested at 6
hours and 24 hours after adm nistration.
BASF AG Ludwi gshafen
N, N-di met hyl aniline; purity of 99%

(138)
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5.7 Carcinogenicity

Speci es: r at Sex: mal e/fenmal e
Strain: ot her: F-344/N
Route of admin.: gavage

Exposure period: 103 Wchen
Frequency of

treat ment: 5 Tage/ Woche
Post . obs.

peri od: kei ne Angabe
Doses: 3; 30 ng/kg in Misoel
Resul t:
Control G oup: yes, concurrent vehicle
Met hod:

Year : GLP:
Test substance:
Resul t: (Di e Versuchsgruppen unfassten jeweils 50 maennliche und 50

wei bl i che Tiere)
Koer per gewi cht sentwi ckl ung und Ueber| ebensrate blieben durch
di e Substanzzufuhr unbeei nflusst. Zi el organ der
Subst anzwi r kung war die M1z; bei den nmaennlichten Tieren
der oberen Dosi sgruppe war die Inzidenz fettiger Umwandl ung
(10/50) und Fi brose (22/50) signifikant erhoeht. \Weibliche
Ti ere der hohen Dosi sgruppe w esen vernehrt chroni sch fokal e
Ent zuendungen der Leber auf. In allen G uppen - auch den
Kontroll en - fanden sich Haenosi derose und Eryt hropoese in
dern MIz; jedoch waren die Befunde bei den mt
D net hyl ani | i n behandel ten Tiere ausgepraegter. In der
oeberen Dosi sgruppe wurde bei den maennlichen Tieren eine
erhoehte Anzahl von Sarkonen (n=3) und Osteosar komen (n=1)
der M1z beobachtet (4/50=8% hist. Kontrollen
3/2081=0, 1%, die der Substanzzufuhr zugeschrieben wird. En
maennl i ches Tier der oberen Dosisgruppe zeigte ein
Thynus- Sar kom Bei bei den Geschl echtern fand sich eine
gegenueber den Kontrollen erniedrigte Anzahl von
nonozyt aeren Leukaem en, noeglicherwei se al s Ausdruck
di rekter Substanzw rkung auf die M1z, dem U sprungsort
di eser Leukaemi en bei F344-Ratten

Sour ce: BASF AG Ludwi gshafen

(157) (158) (69)
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5. Toxicity ID: 121-69-7
Speci es: r at Sex: mal e/fenmal e
Strain: Fi scher 344

Route of admin.: gavage

Exposure period: 2 years
Frequency of

treat ment: 5 days/week for 103 weeks
Post. obs.
peri od: no data
Doses: 3 or 30 ng/kg/day in corn oil
Resul t:
Control G oup: yes, concurrent vehicle
Met hod: ot her
Year : G.P: no data
Test substance: other TS
Remar k: G oups of 50 rats of each sex were used. Mean body wei ghts

of vehicle control and dosed rats were conparabl e throughout
the studies. The survival of rats anong all respective
groups was simlar, except for the |ower survival of vehicle
control female rats (vehicle control, 21/50; |ow dose,
32/ 50; high dose, 36/50). Final survival for nmale rats were:
29/ 50; 32/50; 28/50, respectively.
Fatty met anorphosis and fibrosis in the spleen of high dose
mal e rats were increased: 0/49; 1/49; 10/50, and 5/49; 2/49
and 22/50, respectively. SPLEN C HEMOSI DERCSI S and
HEMATOPO ESI S were present at an incidence greater than 85%
in all groups; however, the severity of |esions was greater
in dosed groups than in controls. SACROVAS OF THE SPLEEN
were seen in 3/50 high dose male rats, and an OSTECSARCOVA
was seen in another high dose nmale rat. One additional high
dose male rat had a sarcoma of the thynus. Splenic sarconas
are uncomon in corn oil vehicle control male Fisher 344/ N
rats (0.1%; thus, these neopl asnms were considered to be
chem cally rel ated.
LOVER | NCl DENCES OF MONONUCLEAR CELL LEUKEM A (whi ch
apparently originates in the spleen) were seen in
experinmental male and female rats than in vehicle controls
(rmal e: 13/50; 4/50; 3/50, respectively; female: 11/50; 7/50;
0/ 50, respectively).
NTP st udy.

Sour ce: BASF AG Ludwi gshafen

Test substance: NN-di met hyl ani line of purity >98%

(159) (117)
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5. Toxicity ID: 121-69-7
Speci es: nouse Sex: mal e/fenmal e
Strain: B6C3F1
Route of admin.: gavage
Exposure period: 103 Wchen
Frequency of

treat ment: 5 Tage/ Woche
Post. obs.

peri od:

Doses: 15; 30 ng/ kg in Maisoe
Resul t:
Control G oup: yes, concurrent vehicle
Met hod:

Year : GLP:

Test subst ance:
Resul t :

Sour ce

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Resul t:
Control G oup:
Met hod:
Year :

Test subst ance:
Remar k

Sour ce
Test subst ance:

(Di e Versuchsgruppen unfassten jeweils 50 maennliche und 50
wei bliche Tiere).
Waehrend der Expositionszeit wurden kei ne Zei chen der In-
t oxi kati on beobachtet. Bei 2 weiblichen Tieren der
ni edri gen und bei 8 weiblichen Tieren der oberen Dosisgruppe
fanden sich Vormagen-Papillome (Kontrollgruppe: 2 Tiere)
BASF AG Ludwi gshafen

(158) (69)
nouse Sex: nale/femal e
B6C3F1
gavage
2 years
5 days/week for 103 weeks
no data
15 and 30 nyg/kg/day in corn oi
yes, concurrent vehicle
ot her

G.P: no data
other TS
G oups of 50 mice of each sex were used. Mean body wei ghts
of vehicle control and experinmental nmice were simlar
t hroughout the study. Final survival was as follows: nmale
mce - vehicle control: 34/50; |ow dose: 30/50; high dose
34/50; fermale mce - 35/50; 39/50; 33/50.
The inci dence of squanmous cell papillomas of the forestonach
in high dose fenale mce was marginally greater than in
vehicle controls (2/50; 2/50; 8/50).
NO ot her EFFECTS were seen
NTP st udy.
BASF AG Ludwi gshafen
NN- di et hyl ani line of purity >98%
(117)
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5. Toxicity ID: 121-69-7
Speci es: r at Sex: mal e/fenmal e
Strain: W st ar
Route of admin.: s.c.

Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:

Resul t :

Sour ce:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:

Sour ce:
Test subst ance:

249 Tage (i m NTP TR 360(1990) mt 21 Whchen angegeben)

in den ersten 13 Wichen: 2 Tage/ Wche; anschliessend taeglich
19 Wochen
100 ng/ kg in Arachis-Qel (imNTP TR 360(1990) mt 500 ng/ kg

ang.)
no data specified
GLP:

In der Originalarbeit finden sich keinerlei H nweise zur
Ver suchsdur chf uehrung; ei ne Bewertung der Substanz kann aus
den Ergebni ssen dieser Studie nicht erfol gen.
Di e Substanz zeigte unter den gewaehlten
Ver suchsbedi ngungen kei ne kanzer ogene Wrkung.
BASF AG Ludwi gshafen
(160) (69) (161)
r at Sex: male
W st ar
S.C.
21 weeks

twice /week for the first
for 21 weeks

13 weeks and once a day thereafter

19 weeks
500 ny/ kg

no data specified

other: Walpole A L. Acta Un. Int. Canc. 1:483
1963 G.P: no
other TS

NO EFFECT. No further information given.
These studi es are considered to be inadequate for
eval uati onof a potential carcinogenic effect because of the

short period of exposure and the inconplete reporting.
BASF AG Ludwi gshafen
NN- di et hyl ani i ne; no further data.

(162) (163)

5.8 Toxicity to Reproduction
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5. Toxicity D 121-69-7

5.9 Devel oprental Toxicity/ Teratogenicity

Speci es: nouse Sex: femal e
Strain: Ch-1
Route of admin.: gavage

Exposure period: 7.-14. Traechtigkeitstag
Frequency of

treat ment: taeglich
Duration of test:
Doses: 365 ng/ kg i n M skei noe
Control G oup:
Met hod:
Year : GLP:
Test substance:
Resul t: Mat er nal e Toxi zitaet: Erschoepfung, Lethargie, Letalitaet.

Es wurden kei ne Effekte auf die Koerpergew chtsentw ckl ung
der Miuttertiere sow e auf Geburtsgew cht und Ueberl ebensrate
der Jungti ere waehrend der ersten 3 Tage p.p. beobachtet.
Die Wirfgroesse war mt derjenigen der Kontrolltiere

(Vehi kel kontrol | en) vergl ei chbar

Von 50 traechtigen Tieren starben 2 Tiere nach der

Appl i kati onsphase, eines nusste noribund getoetet werden.

Sour ce: BASF AG Ludwi gshafen
(164) (165) (166) (124) (125)
Speci es: nouse Sex: femal e
Strain: Ch-1
Route of admin.: gavage

Exposure period: 8 days
Frequency of

treat ment: 8 consecutive days, Day 7 through Day 14 of gestation (vagi na
pl ug = day 0)
Duration of test: up to postnatal day 3
Doses: 365 ng/ kg/ day
Control G oup: yes, concurrent vehicle
Met hod: other: Chernoff N and Kavlock R J. In: Short-term bi oassays
in the analysis of conplex environnental m xtures, Ed. Waters
et al. New York, Plenum Publishing Co. Vol. I111: 417-427
Year: 1983 GLP: yes
Test substance: other TS
Remar k: Fifty female nmice were used. Three females died during the

first 4 days after exposure; this effect was considered
compound-rel ated. No significant effect on nmaternal body

wei ght or litter weight 3 days postpartum was observed.
Three dans died; there were no deaths in the control group
Seven dans in the NN-dinmethylaniline group and nine in the
control group were not pregnant. Three dans in the treated
group, but none in the control group, had been fertilized

wi t hout subsequent inplantation. One damin the treated
group had a dead litter which was not delivered by day 23 of
gestation. Treatnment with NN-dinethylaniline had no apparent
effect on tine to delivery and on reproducti on outcone which
was 97% The average nunber of live pups per litter at birth
was 9 £ 3 for the control group and 9 = 3 for the treated
group. The average nunber of |ive pups per litter 3 days
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Sour ce
Test subst ance:

postpartumwas 8 = 3 for the treated group and 9 + 3 for the
control group. Although the Ofspring Viability Ratio was
reported to be significantly (Student's t-test) reduced in
the treated group conmpared with the control group, the
reported mean ratios for treated (0.98 + 0.04) and control
(1.00 £ 0.02) group do not appear to be different.
BASF AG Ludwi gshafen
NN- di net hyl ani i ne; no further data.

(167) (168) (169) (127) (170) (171) (172)

5.10 G her Relevant Information

Type:
Remar k

Sour ce

Type:
Remar k

Sour ce

Bi ochem cal or cellular interactions
VWhen 60 ng/ kg NN-di met hyl aniline was adm ni stered by
i ntraperitoneal injection on each of 3 consecutive days,
1. 8% net Hb and 2. 0% sul f haenogl obin were found in the bl ood
48 hours after the last application.
BASF AG Ludwi gshafen
(99)

Bi ochem cal or cellular interactions
Male Wstar rats were fed diets of varying sel eni um cont ent
in order to obtain seleniumdeficient and sel eni um
suppl enented rats. After 5-6 weeks rats were used to
i nvestigate how sel eniuminfluences the effect of
di met hyl nitrosanm ne (DVN) on the microsomal N, and
C-oxygenati on of NN-di nethylaniline (DVA). For this purpose
the liver of rats were perfused with 5 mM of DW prior to
t he preparati on of m crosomes and postmnitochondri al
super nat ant S9.
It was found that DWN-perfused livers fromrats fed a
Se-defficient diet exhibited a | ower N oxygenation activity
towards DMVA than did those from Se-suppl enmented rats. The
sane rel ative difference was observed in another set of
experiments performed with non-perfused livers. Diet did
not af fect C- oxygenation activity.
Chi nese hanmster V79 cells were exposed directly to the
circulating perfusate of the liver of nale Wstar rats fed
for 5-6 weeks diets of varying seleniumcontent in order to
obt ai n Se-deficient and Se-supplenented rats. Perfusate
contai ned 5 nM di net hyl nitrosam ne (DVN) and V79 cells were
exposed for 2 hours. A negative correlation between
NN- di net hyl ani | i ne- N-oxygenation in mcrosonmes isolated from
these livers and nmutagenicity of DVA to V79 cells was
observed, whereas no correl ati on was denonstrated between
the mutagenicity of DVA to V79 cells and
NN- di et hyl ani | i ne- G- oxygenati on
BASF AG Ludwi gshafen

(173)
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Sour ce

Type:
Remar k

Sour ce

Type:
Remar k

Sour ce

Type:
Remar k

Sour ce

Bi ochem cal or cellular interactions
Weanling rats were fed a Se-deficient diet with or w thout
sodi um selenite (0.2 ppmseleniun) in the drinking water.
Cadmi um i nduced effects on N, and G oxygenation of
NN-di net hyl aniline in the [iver mcrosones were neasured.
Cd in vitro caused a decrease in C oxygenation. This effect
tended to be nore prominent in the Se-defficient groups. On
t he ot her hand, N oxygenation was increased when Cd was
added, and no differences were found between Se-deficient
and Se-suppl emented groups. However, there was a tendency
for I ower N-oxygenation in the Se-deficient rat.
BASF AG Ludwi gshafen

(174)

Bi ochem cal or cellular interactions

G oups of male Sprague-Dawl ey rats were pretreated (p. 0.)
with 7.5 mM kg acetone, nethyl isobutyl ketone (MBK), nethyl
n- butyl ketone (MBK) or octanone (OCT), given either as a
singl e dose or as three consecutive doses. This was

foll owed, 18 hours later, by the i.p. adm nistration of 0.8
or 2.4 nMkg of NNNdinethylaniline (DVA). It was found that
pretreatments with MBK, MBK and OCT enhanced significantly
the met Ho production by DMA. In other experinments (3-days of
pretreatments p.o. followed by 0.8 mM kg DVA i.p.) netHo
formation was related to the pretreatnents as follows: OCT
(7.5 mM kg) > phenobarbital (50 ng/kg) > 3-nethyl chol antrene
(25 ng/ kg) > pregnenol one-1, 6a-carbonitrile (20 ng/kg) >
corn oil = saline.

BASF AG Ludwi gshafen

(175)
Bi ochem cal or cellular interactions
It was shown that |iver m crosones netabolize
NN- di et hyl ani line to: NN-di nethylaniline-N oxide,
4- NN- di et hyl ami nophenol , 2- NN-di et hyl ami nophenol
4- N- et hyl am nophenol , 2-am nophenol, 4-am nophenol and
phenyl hydr oxyl am ne. All the netabolites were able to
oxi di ze henogl obin in erythrocytes.
BASF AG Ludwi gshafen
(176)

Bi ochem cal or cellular interactions
NN- di et hyl ani | i ne was oxi di zed with hydrogen peroxi de
according to Belov and Savich (J. Gen. Chem USSR, 17, 257,
1947) to NN-dinethylaniline-Noxide. It was shown that the
formati on of metHb by NN-di net hyl aniline-Noxide in beef
henogl obin was not due to a direct oxidation of the
ferrohenogl obi n by the N-oxide. Oxygen was needed for the
reaction. Pretreatnent of the henoglobin with -SH reagents
accelerated its reaction wi th NN-di nethyl aniline-n-oxide.
BASF AG Ludwi gshafen

(177)
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Sour ce

Type:
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Sour ce

Bi ochem cal or cellular interactions
Coval ent bi ndi ng of NN-di nethyl aniline to henpgl obi n was
studied in female Wstar rats. The conpound (0. 6nM kg) was
di ssol ved in 1, 2-propanedi ol and adm ni stered by gavage. The
henogl obi n binding index (fraction of the dose that binds to
henogl obi n expressed as nmM nol Hb/ dose) for
NN- di net hyl ani i ne was 11. 4.
BASF AG Ludwi gshafen

(178)

Bi ochem cal or cellular interactions
NN- di net hyl ani | i ne has been shown to oxidize thiols in the
reaction in which oxygen is taken up and superoxi de radica
is formed. Horseradi sh peroxi dase catal yzes this reaction
and GSH i s the thiol enployed.
BASF AG Ludwi gshafen
(179)

Bi ochem cal or cellular interactions
Male Wstar rats were fed a Se-deficient diet with or
wi t hout sodiumselenite (0.2 ppnm) in the drinking water. The
liver of rats were perfused with 5nM 1, 1-di et hyl hydr azi ne
(UDMVH) for 2 hours.
It was found that the m crosomal netabolism of
NN- di et hyl ani line was not significantly affected by the
UDIVH t reat nent al t hough there was a tendency towards reduced
C-oxygenati on when seleniumdeficient |ivers were used.
BASF AG Ludwi gshafen

(180)

Met abol i sm
Dinethylanilin wirkt als indirekter
Met haenogl obi naem ebi | dner, d.h. Dinmethylanilin reagiert
ni cht direkt mt Haenogl obin, sondern erst nach
met abol i scher Umwandl ung i n aktive Fornen, vernutlich durch
m schf unkti onel | e Oxi dasen.
BASF AG Ludwi gshafen
(181)

Met abol i sm
Di e intravenoese Verabrei chung von Dinethylanilin und N, N
Di net hyl anilin-N-oxid an Hunde sowie in vitro-Experinente
mt N, ND nethylanilin-Noxid und Haenogl obi n zei gten, dass
das N-oxi d keine wesentliche Rolle bei der
Met haenogl obi naem e- Bi | dung spi el en kann.
BASF AG Ludwi gshafen
(182) (183)

Met abol i sm
Al's Metabolit des Dinmethylanilins wirde imUrin von
Kani nchen N, N-Di et hyl - 4- ami nophenol nachgew esen
BASF AG Ludwi gshafen
(184)
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Sour ce:

Met abol i sm
Ratten, die an 6 aufei nanderfol genden Tagen
i ntraperitoneale Injektionen von Dinmethylanilin (jw 24
ng/ kg) erhielten, schieden durchschnittlich 6% der
applizierten Dosis als NNOxid i mHarn aus.
BASF AG Ludwi gshafen
(185)

Met abol i sm
Bei in vitro-Studi en konnten di e fol genden Haupt et aboliten
identifiziert werden: N-Methylanilin,
N, N- Di et hyl ani | i n-N-oxi d, N, N-Di net hyl - 4-am nophenol
N, N- Di et hyl ani | i n-2- am nophenol ; in geringerer Menge auch
Ani I in, N Methyl-4-am nophenol, 4-Am nophenol .
BASF AG Ludwi gshafen
(181)

Met abol i sm

In Untersuchungen mt Kani nchenl eber-M krosonen wurde kein
D net hyl - N-oxi d al s Zwi schenpr odukt der Demet hylierung
durch verschi edene Cytochrom P450-1soenzyne nachgew esen.
BASF AG Ludwi gshafen

(186)
Met abol i sm
Ei ne N-Denet hyli erung kann auch durch die Prostagl andi n-
Synt het ase erf ol gen.
BASF AG Ludwi gshafen
(187)

Met abol i sm
Bei | nkubation von Rattenhepatozyten mt N ND nethylanilin
wurde al s Metabolisierungsprodukt neben dem N-oxi d, dem
N-Met hyl anilin und dem Anilin ein N Methyl anilin-Konjugat
indentifiziert, bei demes sich wahrscheinlich um das
N- G ukuroni d handel t.
BASF AG Ludwi gshafen
(188)

Met abol i sm
In Rattenl eberm krosonen wurde di e Denethylierung von
Di net hyl ani lin durch ei ne Vorbehandl ung mt
3- Met hyl chol ant hren ebenso weni g beei nfl usst wi e durch den
Zusat z von Di et hyl ni trosam n.
BASF AG Ludwi gshafen
(189)

Met abol i sm
Ei ne Behandl ung mt dem Cyt ochrom P450-i nduzi er enden Pheno-
barbital erhoehte di e Reakti onsgeschw ndi gkeit der
N-Di et hyl i erung i n Rattenl eberm kr osonen;
bet a- Napht yl ami n, wel ches Cytochrom P448 i nduziert, hatte
kei nen Ei nfl uss.
BASF AG Ludwi gshafen
(190)
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Type: Met abol i sm
Remar k: Dinethylanilin soll in etwa gl ei chem Masse w e
Monoret hyl ani Il in denmethyliert werden (in vitro-Versuche mt
Kani nchenl eber m kr osonen)
Sour ce: BASF AG Ludwi gshafen
(191)
Type: Met abol i sm
Remar k: I n Leberm krosonmen von Vitam n E-defizienten sowi e von
Corticoid- bzw 2-Am nofluoren-behandelten Ratten wurde
ei ne gegenueber der N Denethylierung verstaerkte N Oxidation
von Di met hyl anilin beobachtet.
Sour ce: BASF AG Ludwi gshafen
(192)
Type: Met abol i sm
Remar k: Bei Katzen wird das Auftreten von Dinethylanilin-Noxid im
Bl ut nach intravenoeser D nethylanilin-Injektion
beschri eben.
Sour ce: BASF AG Ludwi gshafen
(193)
Type: Met abol i sm
Remar k: I m Gegensatz zu tierischen M krosonen, bei denen die
N- Denet hyl i erung i m Vordergrund steht, soll nach
Unt er suchungen mt nenschlichen Leberm krosonen pri maer
die NN-Oxi dation des Dinethylanilins stattfinden.
Sour ce: BASF AG Ludwi gshafen
(194) (195)
Type: Met abol i sm
Remar k: Ei ne N-Oxi dation des Dinethyl anilins konnte auch mt
humanen fetal en Leberm krosonen gezei gt werden.
Sour ce: BASF AG Ludwi gshafen
(196)
Type: Met abol i sm
Remar k: Di nethyl anilin fuehrt in Leberzellen zur GSH Oxidation und
zur Freisetzung von GSSG
Sour ce: BASF AG Ludwi gshafen
(197)
Type: Met abol i sm
Remar k: I n Untersuchungen zur Bi ndung von verschi edenen
nmonozykl i schen aromati schen Am nen an Haenogl obi n nach
Sondi erung bei Ratten wurde fuer N,N-Dinethylanilin ein dem
des Anilins vergleichbarer "Haenogl obi n- Bi ndungs- 1 ndex"
genessen (Dinethylanilin: 11; Anilin: 22; z.Vgl.
p- Chl oranilin: 569)
Sour ce: BASF AG Ludw gshafen

(198)
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Sour ce:

Type:
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Sour ce:

Type:
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Met abol i sm
Ei ne ein- bis 3nalige peroral e Vorbehandl ung mt
ver schi edenen Ketonen fuehrte bei Ratten zu signifikant
er hoeht er Met haenogl obi n- Bi | dung nach i.p.-Gabe von
Dinethylanilin (0,8 bzw. 2,4 nnol/kg). Die Autoren vernuten
ei ne M krosonen-induzi erende Wrkung der Ketone.
BASF AG Ludwi gshafen
(199)

Met abol i sm

In ei ner Untersuchung an Katzen wurden 10 m n nach

i ntravenoeser |njektion nur noch 50% der nach 2 mn
genessenen Di nmet hyl ani |l i n- Konzentrati on i m Bl ut

nachgew esen. Im Laufe weiterer 90 mn sank die
Konzentration nochrmal s auf etwa die Haelfte. Bereits 2 mn
post injectionemwirde imBlut Nitrosobenzol identifiziert.
BASF AG Ludwi gshafen

(200)
Met abol i sm
Rat t enl eber
In der Rattenl eber wird die Bildung des
Di net hyl ani | i n- N-oxi ds durch ei ne Fl avi n- Monooxygenase
kat al ysiert.
BASF AG Ludwi gshafen
(201)

Met abol i sm
Als Metabolit des Dinmethylanilins wirde imUrin von Hunden
2- Ami nophenol nachgew esen.
BASF AG Ludwi gshafen
(202)

Met abol i sm
Im Urin von Hunden, denen 40ng/kg Dinmethylanilin i.v.
injiziert worden war, fanden sich nach 48 Std. geringe
Mengen von 4- Ami nophenol, N Met hyl -4- Ami nophenol
N, N- Di et hyl - 4- Ami nophenol , 2- Am nophenol und
N- Met hyl ani lin; N, N-Di et hyl - 2- Ami nophenol und
N- Met hyl - 2- Ami nophenol konnten | ediglich in untergeordnetem
Masse nachgew esen werden. ImUin wrde kein Anilin
gefunden, jedoch in geringer Konzentration im Bl ut(2x10e-5
nmol ). Nach Meinung der Autoren sind die zahlreich
nachgew esenen Am nophenole - die auch aus dem durch
Denet hyl i erung ent standenen N-Methyl- anilin und Anilin
gebi | det werden - massgeblich fuer die
Met haenogl obi naem e- Bi | dung verantwortlich.
BASF AG Ludwi gshafen

(203)
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Met abol i sm

Dinethylanilin wird durch M krosonen von Meerschwei nchen
Kani nchen und Ratten N-denethyliert, N-oxidiert sowie in
geri ngem Unfang am Ri ng hydroxyliert; neben Lungen- und
Dar ngewebe zeigten v.a. Leberm krosonen hohe Aktivitaet.
BASF AG Ludwi gshafen

(204)
Met abol i sm
In einer Studie mt Ratten- und
Schwei nel eber m kr osonen- Praepar ati onen wur de der
Mechani smus der direkten N-Denethylierung bel egt.
BASF AG Ludwi gshafen
(205)

Met abol i sm
Met abol i sm of NN-di nmet hyl aniline was i nvestigated in rabbit
liver microsones in vitro. It was found that N-denethyl ation
and N-oxidation are the major routes of metabolismw th Km
values 0.25 mM and 0.072 mM respectively. It indicates the
presence of two distinct enzyme systens.
A good correlation was found between the hydrof obi c bondi ng
constant (pi) =2.29 and the extent of denethylation (pKa =
4.98) of NN-di nethyl aniline.
BASF AG Ludwi gshafen

(206)

Met abol i sm

Met abol i sm of NN-dinmethylaniline in vitro using mcrosomnal
preparations fromdifferent species has confirned
N-denet hyl ati on and N-oxi dation and established ring

hydr oxyl ati on as metabolic routes. However, different
netabolites were found in the rat, ferret, hanster, rabbit
and gui nea pig. N-nethylaniline, aniline and

NN- di net hyl - 4- am nophenol were present in all preparations,
N- net hyl - 4- am nophenol was not present in ferret

m cr osones, 4- am nophenol was present in rabbit and gui nea
pi g preparations only, and NN-dinethylaniline-N oxi de was
found in the rabbit and guinea pig only. R ng hydroxyl ase,
N- denet hyl ase and N oxi dase enzyne activities were neasured
i n washed m crosomal preparations of various male New

Zeal and White rabbit organs. The total netabolism was
greatest in the liver (24%of initial substrate) and snaller
inthe lung (6.3%, the intestine (4.4% Kkidney (2.9% and
heart (1.0% . Apparent Km val ues of N-denethyl ation

N- oxi dati on and 4- hydroxyl ati on of NN-dinetyl aniline
established in rabbbit mcrosones were 0.549 mM |, 0.153
mv 1, 0.157 mM 1|, respectively. Correspondi ng Vmax val ues
were: 9.12, 3.99 and 0.68, respectively.

Apparent Km val ues for N-denethyl ati on, N oxidation and

4- hydr oxyl ati on of NN-di net hyl aniline established in guinea
pig mcrosomes were: 0.427 mM1, 0.041 nMI| and 0.53 mM I,
respectively. Correspondi ng Vmax val ues were: 4.29, 1.94 and
0. 83, respectively.

BASF AG Ludwi gshafen
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(207)

Met abol i sm
Triethyllead chloride was added directly to male rat |iver
m crosones (0, 0.25, 0.5, 1.0 and 3.0 mM, or rats were
pretreated with ip injections, once a day for 2 days (0, 1.5
and 3.0 ng triethyllead chloride/kg), and m crosones
prepared without any further treatnment on Day 3. The effects
of these treatnents on m crosonal N oxygenation and
C-oxygenati on of NN-dinethylaniline were studied in vitro.
I ncreased m crosomal N oxygenation was obtained by in vivo
treatment and decreased C-oxygenation by in vitro treatnent.
It was also found that triethyllead chloride added in vitro
to a concentration of 0.25 nM and above produced a
statistically significant reduction in the content of
cyt ochrome P-450.
BASF AG Ludwi gshafen

(208)

Met abol i sm
Hepatic mcrosonmal mnetabolismof NN-dinethylaniline was
studied in vitro using control ad phenobarbital -induced
m crosones. \When the conpound was incubated wth
phenobar bi t al -i nduced hepatic mcrosonmes, a significant
decrease of its netabolismfrom4.92 = 0.28 to 3.65 £ 0.13
(expressed as nM fornal dehyde forned/ m n/ng of protein) was
observed. Phenobarbital pretreatnment also resulted in a
significant decrease in the specific activity of hepatic
m crosomal FAD- cont ai ni ng nobnooxygenase.
The netabolismof NN-dinmethylaniline in the mcrosones
prepared fromrat respiratory and ol factory nasal mucosa was
al so studied. It was found that conmpound netabolismis
hi gher in ol factory m crosones (6.04 nM of
formal dehyde/ min/nmg of protein) than in respiratory
m crosones; 2.52 nM
BASF AG Ludwi gshafen

(209)

Met abol i sm
It was found that N oxidation of NN-dinethylaniline is not
enhanced in mcrosones fromrats pretreated with
phenobar bi t one and bet a- napht of | avone. Cytochronme P-450
i nhi bitors had no effect on N oxidation, but inhibit
N-denet hyl ati on of the conpound. N oxidation was stimnul ated
by n-octyl am ne, and strongly inhibited by naphtylthiourea.
Fromthis study it is concluded that in rats, N oxidation of
NN-di net hyl aniline is medi ated exclusively via the
fl avi n-cont ai ni ng nonooxygenase, whereas N-denethylation is
medi ated via a cytochrone P-450 system
BASF AG Ludwi gshafen

(210)
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Met abol i sm
It was found that N oxidation of 14C NN-di net hyl aniline
occured in an isolated, ventilated and perfused | ung
preparation as well as in an in vitro rabbit |ung
preparati on. The Kmvalue of rabbit |ung m crosomal
N-oxi dase was 0.71 nmM and the Vmax val ue was 12.59
(mM mn/ g protein).
It was al so found that N-oxidation of NN-dinethylaniline
occured in an isolated, ventilated and perfused rat |ung
preparation as well as in an in vitro rat |ung preparation.
Usi ng 14C-| abel ed conpound, the Km val ue of N oxi dase
activity in the rat mcrosonmal preparation was 0.09 mM the
Vmax was 2.93 nmM mi n/ ng/ pr ot ein.
BASF AG Ludwi gshafen

(211)

Met abol i sm
It was found that in vitro, N,N,N N -(CH3)-benzi di ne (TMB)
can be an internediate in the N-denethylation of
NN- di et hyl ani li ne by a peroxi dase- H2Q2 system but not
with a cytochrome P-450-cunene hydroperoxi de system The
N-denet hyl ati on of TMB and NN-di et hyl ani |l i ne by
per oxi dase-H2Q2 is readily inhibited by a wi de range of
hydrogen donors in contrast to that of the cytochrone
P- 450- cunmene hydr oper oxi de system
BASF AG Ludwi gshafen

(212)

Met abol i sm
N- oxi dati on of NN-di nethyl aniline has been nmeasured with
whol e honbgenat es of human hepatic tissue obtai ned by needle
or surgical biopsy on over 100 patients. The rate of
N- oxi dati on was conpared with the denethyl ation rate of
am nopyrine. It is concluded that N-oxidation appears to be
nmore a significant route in humans than it is in | aboratory
ani mal s.
BASF AG Ludwi gshafen

(213)

Met abol i sm
In an in vitro assay with post-nortemliver tissue from4
men, 2 to 5 tinmes nore NN-di nethyl aniline was netabolized by
N- oxi dati on than by N-denethyl ati on.
BASF AG Ludwi gshafen
(214)

Met abol i sm

N- oxi dati on of NN-di nethyl aniline was denonstrated with
[iver mcrosonmes fromhuman fetuses. The rate of formation
of NN-dinmethylaniline-Noxide was 0.3 to 2.4 nnol e/ mn/ng
protein and varied greatly anong individuals. The authors
ascribes this variations predom nantly to differences

bet ween stages of devel opnent (week 13 - week 21). Their
studi es indicated that N oxygenation of the compound is

i ndependent of the cytochrome P-450 system
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BASF AG Ludwi gshafen
(215) (216)

Met abol i sm
The microsomal fraction of the rat seminal vesicle, when
fortified with the arachidonic acid, catalyzed
N-denet hyl ati on of NN-dinmethylaniline. It shows that
N-denet hyl ati on of NN-di nmet hyl aniline can be catal yzed not
only by cytochrome P-450 but al so by prostagl andi n synt hase.
BASF AG Ludwi gshafen

(217)

Met abol i sm
After i.v. injection of 40 nmg of NN-dinethylaniline/kg into
nmongrel dogs, N-nethylaniline and the ring-hydroxyl at ed
nmet abol i tes (NN-di net hyl - 2- am nophenol , NN-di et hyl - 4-
am nophenol , N nethyl - 2- am nophenol, N- et hyl - 4-am nophenol
2-am nophenol and 4-am nophenol) were detected in the
urinewithin 48 hours, nostly in the formof the glucuronic
or sulfuric acid conjugates. The najor netabolites were
4- am nophenol and 2-am nophenol. In the bl ood of beagle dogs
injected (i.v.) with 40 ng NN-di et hyl ani |l i ne/ kg, the
hi ghest concentration of aniline, 2.4 ug/m, was detected
after 2 hours.
BASF AG Ludwi gshafen

(218)

Met abol i sm
In the bl ood of cats which had received 0.209 nM
NN- di et hyl aniline/kg i.v., 0.15 ug/m nitrobenzene was
detected after only 2 mnutes. The highest |level, 0.25
ug/m, was observed after 20 - 40 minutes. The bl ood aniline
concentration reached the peak value of 1.7 ug/m after 2
hour s.
BASF AG Ludwi gshafen
(219)

Met abol i sm
Cats were given 24.2 ng NN-dinethylaniline/kg i.v.
NN- di net hyl ani | i ne- N-oxi de was detected in the blood after
only 10 m nutes. The hi ghest concentration, 4 - 6 ug/m, was
attained after 40 - 60 m nutes.
BASF AG Ludwi gshafen

(220)

Met abol i sm
Four dogs were injected intravenously with 92 ng
NN- di net hyl ani i ne/ kg. The hi ghest concentrati on of
NN- di net hyl ani line-N-oxide in the blood (8.5 ug/m) after 30
m nut es was neasured
BASF AG Ludwi gshafen
(221)
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Met abol i sm
It is denonstrated that N-oxide is fornmed at a sufficiently
rapid rate for it to be an internmediate in the oxidative
denet hyl ati on of NN-di net hyl aniline catal yzed by m crosones
isolated fromrat or pig liver.
BASF AG Ludwi gshafen

(222)

Met abol i sm
The effect of the oxidative N-deal kylation inhibitor, SKF
525-A, on the excretion of NN-dinmethylaniline (DVA) by the
rat was investigated. For this purpose nale albino rats were
injected i.p. as follows: six injections of DVA at one-day
intervals, four injections of DVA + SKF 525-A at seven-day
intervals and one injection of DVA al one on the day 18.
About 6% of the injected DMA was recovered as the N oxide
during 6-days the am ne was injected al one. However, the
si mul taneous injection of SKF 525-A with DVA nearly doubl ed
t he amount of N-oxide excreted (11.6 % . The effect of SKF
525- A was reversible. The excretion of N-oxide returned to
the original |evel when DVA al one was adm ni stered agai n on
day 18.
BASF AG Ludwi gshafen

(223)

Met abol i sm
It was found that rat |iver mcrosomal preparations
enzymatically catal yze the N-denethyl ati on and N-oxi dation
of NN-di net hyl anili ne. Apparent Km val ues for
N-deret hyl ati on and for N-oxidation were: 0.128 mM1|, and
0.093 mM |, respectively. Apparent Vmax val ues for
N-denet hyl ati on and N-oxidation were: 1.93 and 0.75 nMm n/
ng protein, respectively.
It was shown that pig |liver mcrosomal prepartions
enzymatically catal yze the N-denethyl ati on and N-oxi dation
of NN-di et hyl aniline. Apparent Km val ues for
N-deret hyl ati on and N-oxydation were: 0.67 and 0.16 nM I,
respectively. Apparent Vmax val ues for N-denethylation and
N- oxydati on were: 0.71 and 0.35 nM min/ng protein,
respectively.
It was al so denonstrated that in rat liver mcrosonal
preparations, SKF 525-A inhibitis and phenobarbital
pretreatment stimulates N-oxide denethylation; EDTA inhibits
both the latter reaction and N-oxidation; EGIA and
ni coti nam de stinulate C oxidation and inhibit N oxide
denet hyl ati on; SH bl ocki ng agents inhibit C oxidation and
stinulate both N-oxidation and N oxide demnet hyl ati on.
BASF AG Ludwi gshafen

(224)
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Met abol i sm
Prei ncubati on of phenobarbital -induced rat liver m crosomal
fractions with 1 nmMrevenast, an antiallergic drug,
decreased NN-di net hyl aniline N-denethylation by 49%
BASF AG Ludwi gshafen
(225)

Met abol i sm
Evi dence is presented for the existence of alternate
nmet abolic routes for N-oxidation of NN-dinethylaniline.One
pat hway i nvol ves the cytochrome P-450-1inked m xed function
oxi dase system The other pathway is represented by a m xed
function am ne oxi dase, which | acks NADPH di aphor ase
activity and is insensitive to treatnment with
2- brono-4' - nitroacet ophenone and | i pase.
BASF AG Ludwi gshafen
(226)

Met abol i sm
The abilities of several cytochrome P-450 isoenzynmes from
rabbit liver (P-450 form2 and P-450 form4) and rat |iver
(P-450b and P-450c) to catalyze N-oxide formation and their
abilities to catal yze the denethyl ati on of N oxide were
determ ned and conpared with their abilities to catal yze the
denet hyl ati on of NN-di nethyl aniline. The results obtained
suggest that the N-oxide of NN-dinmethylaniline is not an
internediate in the denethylation of NN-di nethylaniline by
these fornms of cytochrome P-450 and that N oxidase activity
is not associated with these isozynes.
BASF AG Ludwi gshafen

(227)

Met abol i sm
Male rats were pretreated with daily i.p. injections of
ei t her phenobarbital, 3-nethylcholantrene, or the
correspondi ng vehicles for up to 9 days, adm nistered carbon
tetrachloride (Cd 4) by gavage (2.5 m/kg) and sacrificed
3hours later. Hepatic mcrosones were isolated and assayed
for cytochrome P-450 content and m xed-function oxi dase
activity. In the saline pretreated controls, CC 4 treatnent
produced only a mnor decrease in the denethylation of
NN-di net hyl aniline. In the animals pretreated with
phenobarbital, CC 4 decreased denethylation activity to 47 %
of the induced level. In contrast, a snall and statistically

i nsignificant decrease was noted in the denethyl ati on of
NN-di nethyl aniline in animals pretreated with
3- net hyl chol antrene. The data suggest that the
speci ficcytochrone P-450(s) in the saline-treated as well as
t he cytochrome P-450(s) induced by phenobarbital, but not
t he 3-net hyl chol antrene-i nduced cytochrone P-450, are
susceptible to Cd 4-induced destruction
BASF AG Ludwi gshafen

(228)
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Met abol i sm
It was shown that in a reconstituted system consisting of
purified rat liver mcrosomal P-450, the ratio of the rates
of N-deal kyl ati on and N-oxidation varied from 100 to 1000.
BASF AG Ludwi gshafen

(229)

Met abol i sm
Car bon nonoxide (CO was found to dimnish the maxi num
velocity of N-oxide formation from NN-di nethylaniline in
rabbit liver mcrosones. The oxygen affinity of the system
is increased in the presence of CO Furthernmore, CO nodified
both the dissociation constant, pK, of one oxygen-Ilinked
group and the pH opti mum of the N-oxidation reaction.
BASF AG Ludwi gshafen

(230)

Met abol i sm
Ef fect of dinethylnitrosam ne (DMN) on nicrosonmal netabolism
of NN-dinmethylaniline in perfused rat |iver was studied.
Livers were perfused for 4.5 hours and DMWN was added to the
initial perfusate at concentrations of 1, 5 or 25 nmM
It was found that 1 nmM had no effect on the mcrosomal N
and C-oxygenation of NN-dinethylaniline. Perfusion with 5 mv
DWN caused a decrease in C oxygenation (20%, and slight
i ncrease of N-oxygenation, which resulted in a statistically
significant increase in the NNCratio (40% . Foll ow ng
perfusion with 25 MM DMN, a 50 % increase in N oxygenation
was observed, whereas C-oxygenation remai ned at
approxi mately the sane | evel as that observed after
perfusion with 5 mM DMN. Thus, a further increase in the NNC
rati o was obt ai ned.
Ef fect of dinethylnitrosoanine (DVWN) on in vivo metabolism
of NN-dinethylaniline by rat liver mcrosonmes was studied.
DWN was dissolved in 0.9 %saline and admnistered i.p. as
a single dose of 20 ng DMN kg. The i.p. adm nistration was
done 15 hours before exsanguination. It was shown that in
vivo treatnment with DWVWN had a pronounced effect on hepatic
m crosomal NN-di et hyl aniline nmetaboli sm N oxygenation was
i ncreased by 40% and C-oxygenation decreased by about 30%
Thus, increasing the NCratio by 105%
It was found that |ess than 7% of the NN-di et hyl aniline
wasnet abol i zed by G and N-oxygenation in the rat |iver
m crosonmal prepartions.
VWhen rat liver mcrosonmes were incubated with both
di met hyl nitrosam ne (5 mv) and NN-di nethylaniline (5 M), a
smal | but significant decrease (10 % in both N and
C-oxygenati on was observed.
BASF AG Ludwi gshafen

(231)
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Met abol i sm
It was denonstrated that NN-dinethylaniline, when incubated
with nouse liver mcrosones, underwent oxidative
N-denet hyl ation to free fornmal dehyde.
BASF AG Ludwi gshafen
(232)

Met abol i sm

It was denmonstrated that chick liver mcrosomal enyznes
catal yze the denet hyl ati on of NN-di net hyl ani | i ne- N-oxi de at
a rate greater than the oxidative denethyl ation of

NN- di net hyl ani i ne. Correspondi ng Km val ues were: 155 and
16nM correspondi ng Vmax val ues were: 200 and 66.6 uM of
CH20/ m n/ ng protein.

The denet hyl ati on of NN-dinmethylaniline (DVA) activity of
chick liver mcrosonmes was al nost conpletly inhibited by
SKF525- A at a concentration of 0.1 nmM The inhibitory effect
appeared to be conpetitive with the substrate (Ki val ue of
4uM . Denethyl ati on of NN-di et hyl aniline-N oxi de was al so
found to be conpetitively inhibited by SKF 525-A (Ki val ue
=15 uM . The effects of additional conpounds on denethyl ase
activity were al so studied. Incubation of the m crosomal
fraction with NADPH gave 2.29 uM CH20/ m n/ng protein. By
om tting NADPH and incubating the m crosomal enzynes with
different ferric ions, i.e. Fed 3, Fe2(S04)2 and Fe(Cd O4) 3,
DVA was oxidized, but to a | esser extent when NADPH was
present. In the presence of ferrous ions, i.e. FeSO4,

Fe(d X4) 2 and Fe(NH4) SO4, microsonal oxidation of DVA was
hi gher than in the presence of NADPH. Copper sulfate and
actetate had al nost the same effect as ferric ions. Hgd 2,
MSHM, Md 2, ZnSO4, Znd 2, KCN, GSH and EDTA gave no

denet hyl ati on when i ncubated separately with the m crosonal
fraction with no NADPH. Ascorbic acid and catechol, when

i ncubat ed separately with the mcrosomal fraction, gave
activity slightly nore than when NADPH was incubated with
the mcrosonmes. Ascorbic acid, catechol and EDTA acti vated
the oxidation reaction in the mcrosonmal fraction containing
NADPH, while GSH inactivated it and KCN inhibited it

conpl etely.

Ascorbic acid, catechol and EDTA activated the

denet hyl ati onreacti on when each conpound was i ncubat ed
separately with the mcrosomal fraction and a

H202- generating system GSH greatly inactivated this
reaction and KCN inhibited it conpletely.

The denet hyl ati on of NN-dinmethylaniline (DVMA) of livers
taken fromnormal chicken and livers taken from chicks

hat ched from eggs injected with DDT

(1,1, 1-trichloro-2, 2-bi s(p-chl orophenyl) ethane, DDD

(1, 1-dichloro-2,2-bis (p-chl orophenyl) ethane and DDE

(1, 1-di chloro-2,2-bis (p-chl orophenyl) ethylene was

determ ned. It has been found that DDT injection caused the
greatest DMA denethylation activity and DDE the | east, while
DDD was internedi ate; the denethylation activities were:
3.45, 2.63 and 3.07 uM CH20/ mi n/mg protein, respectively.

M chaelis constans (Kn) calculated for the effects of DDT,
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DDD and DDE on the denethyl ase activity were simlar;
0.16nM DDT, DDD and DDE stimnul ated m crosonmal oxidative
acitivity; the maxi mumvelocities (Vmax) of chick m crosomnal
DVA denet hyl ase activity were: 156, 90 and 75 uM CH20/ m n/ ng
protein, respectively.
BASF AG Ludwi gshafen

(233)

Met abol i sm
N- oxi dati on and denet hyl ati on of NN-di methyl aniline by adult
rabbit liver and lung mcrosonmes were investigated. It was
denonstrated that |ung N oxi dase enzynme activity was about
three tinmes higher than liver N-oxidase at the pH optinmm
about 8.9, whereas the activities were nearly the sanme at a
nor e physi ol ogi cal pH ranges.
The effects of various divalent cations on N-oxidation and
denet hyl ati on of NN-di nethylaniline by adult liver and |ung
m crosones were investigated. The | ung N oxi dase was
stinmul ated about 2-fold by 100 mMM My and 0.1 nM Hg, whereas
liver N-oxidase activity was inhibited by these
concentrations of ions. In contrast to the effects of Hg and
My, 1 mM N enhanced |iver N-oxidase activity about 30 % and
5 MM N stimulated |ung enzynme activity about 30% whereas
concentrations above 10 mMwere inhibitory to both
N- oxi dases. Both liver and |ung denethyl ase activities were
i nhibited by these concentrations of My, Hg and N .
Ef fects of various sul hydryl reagents were tested for their
effects on N-oxidation and denethyl ati on of
NN- di net hyl ani line by adult rabbit liver and |ung
m crosones. At a concentration of 0.1 mM HgC 2 and the
mercurials, p-chloronercurybenzoate and phenyl nercury
acetate inhibited both denethyl ases and |iver N oxidase,
but stinulated |ung N oxidase activity. However, 0.1 mMto
1 mM Nethylmal ei mde and i odoacetimde had little effect
on either liver or |lung N oxidase.
It was al so denonstrated that mcrosomal N-oxidation in
lungs from2 year-old rabbits was stimulated by 0.1 nM
mercury just as in the adult.
Changes in NN-dinethylaniline netabolismw th age were
followed in rabbits from4 days old to adul thood. There was
a steady increase in lung denethylase activity and N oxi dase
acitivity in the liver and lung to adult |evels. However,
liver denmethylase activity increased sharply between 2 weeks
and 1 nmonth. Activities of N-denmethylase in liver and
| ung, and of N-oxidase in liver fromnewborn rabbits were
10- 20% of adult |evels. However, |ung N oxidase activities
in the newborn were about 50% of adult |evels.
BASF AG Ludwi gshafen

(234)
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Met abol i sm
The effects of carbon di sul phide (CS2) on N oxidation and
N-denet hyl ati on of NN-dinmethylaniline by the mce Iiver
m crosones were studied 1 hour after the oral administration
of 30 or 300 nmg CS2/kg. A statisically significant
decreasein N-denethyl ati on was observed. N oxidase activity
was i ncreased, but not significantly.
BASF AG Ludwi gshafen
(235)

Met abol i sm
The oxi dative deal kyl ati on of NN-di nethylaniline in rabbit
m crosones was not inhibited by SKF 525- A
BASF AG Ludwi gshafen
(236)

Met abol i sm
The liver mcrosones from gui nea pigs had a capacity to
N-dermethylate (2.9 muM CH2O forned/ ng protein/mn.), and to
N- oxygenate (1.2 muM CH20O formed/ ng protein/mn. )
NN- di et hyl ani |'i ne.
I ncreased rat hepatic mcrosonmal N oxygenation of
NN- di net hyl aniline, and to a considerably smaller extent
N- denet hyl ati on, was obtained by in vivo treatnent with
ei t her 2-acetyl am nofluorene (rats were fed a standard di et
containing 0.06 %for 20 - 25 days) or 2-am nofl uorene
(i.p.). Vitamin E depletion, protein deficiency and stress
caused an increase in N oxygenation acconpani ed by a
decrease in N-denethylation.
BASF AG Ludwi gshafen

(237)

Met abol i sm
Weanling mal e Sprague-Dawl ey rats were pretreated with i.p.
adm ni stration of methyl cholantrene (single 40 ng/ kg dose in
corn oil, 23 -24 hours prior to sacrifice). It was
denonstrated that N-denethyl ation of NN-dinethylaniline by
hepatic m crosones was not affected by nethyl chol antrene
pretreatment. The denethyl ati on of NN-dinmethylaniline was
not affected by the co-presence of dinethylnitrosoam ne.
BASF AG Ludwi gshafen

(238)

Met abol i sm
Mal e CD-COBS rats were preatreated either with phenobarbital
in saline (80 ng/kg i.p. daily for 3 days) or with
bet a- napht hof I avone di ssolved in corn oil (60 ng/kg i.p.
daily for two days). The Mchaelis constants (Km for the
N-denet hyl ati on of NN-dinmethylaniline with untreated,
bet a- napht hof | avone and phenobarbital treated rat |iver
m crosones were: 52, 49 and 16 uM respectively.
Cor respondi ng Vmax val ues were: 10, 10 and 45 uMm n/ng
protein, respectively.
BASF AG Ludwi gshafen

(239)
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Met abol i sm
The netabolismof NN-dinmethylaniline in vitro was 2 tines
greater in freshly isolated rabbit Cara cells than in
freshly isolated rabbit pneunocyte Il cells.
BASF AG Ludwi gshafen

(240)

Met abol i sm
Rat hepat ocytes were isol ated by col |l agenase perfusion and
used for NN-dinethylaniline netabolismstudies in vitro.
I ncubation of the conmpound with rat hepatocytes results in
N-deret hyl ati on, NN-di denet hyl ati on and N-oxidation. A
nmetabolite, tentatively identified as the N-glucuronide of
N-net hyl anil i ne, was al so observed. No attenpts were nmade to
i solate or quantify any ring hydroxyl ated products.
BASF AG Ludwi gshafen

(241) (242)

Met abol i sm

Hepatic mcrosones were prepared fromfew speci es of manmal s
and birds and incubated with NN-dinethylaniline.

For mal dehyde and NN-di et hyl ani | i ne- N- oxi de produced from

t he conpound were neasured. Red-w nged bl ackbi rds (Agel ai us
phoeni ceus) were found to have significantly | ower

N-denet hyl ati on activities than rats, and had only margi nal
or no N-oxidation activities. The N-oxidation and

N-denet hyl ation activities of hepatic mcrosomes from

br own- headed cowbirds (Ml othrus ater), common grackl es
(Qui scal us quiscula) and starlings (Sturnus vulgaris) were
simlar to those of redw ngs.

N- oxi dat i on N- dernet hyl ati on

Red- wi nged 0.05 + 0.04 12.76 + 1.84
bl ackbi rds 0.036 = 0.078 20.38 + 12.96
CD rat 5.87 £ 1.57 63.67 = 3.54
Rabbi t 56 128
Br own- headed 0.1 £ 0.097 11.55 £ 5.9
cowbi rd

Common grackle 0.05 £ 0.054 12.55 £ 5.78
Starling 0.118 = 0.108 26.52 + 21.58

N-oxi dation is expressed in nmol NN-di et hyl anili ne- N oxi de
formati on/nmg mcrosomal protein/10 mn. N-denethylation is
expressed in nnol formal dehyde formation/ ng m crosonal
protein/10 mn.
BASF AG Ludwi gshafen
NN- di net hyl ani | i ne purchased from Fl uka and further purified
as described by Devereux and Fouts in ChemBiol.
Interactions. 8:91-105, 1974.

(243)
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Met abol i sm
I nduction of rabbit hepatic mcrosomal cytochrone P-450 by
I m dazol e: Enhanced netabolic activity and altered substrate
specifity
BASF AG Ludwi gshafen
(244)

ot her
I nducti on of flavine-containi ng nonooxygenase in rabbit |ung
and ki dney by sex steroids and gl ucocorti coids
BASF AG Ludwi gshafen
(245)

ot her: Phar makodynani k
in vitro; Rattenleber-M krosonmen
Appl i kati onsweg: | nkubation
Vor behandl ung von Leber-M krosonmen (Ratte) mt "Revenast™
fuehrte zu einer -reversiblen- Hemmung der N Denethylierung
von N, N-Di net hyl ani |l in.
BASF AG Ludwi gshafen
(246)

other: Review
Zusamrenf assende Dar st el | ungen
BASF AG Ludwi gshafen
(247) (181) (248) (249) (250)

other: MetHb formation in humans
I ncreased | evel of nmetHb to 1.84 %was found in the blood of
wor kers exposed to NN-di met hylaniline for the long period
(not given). In few cases netHb |l evel reached 5.2 %
Eryt hropenia and reticul ocytosis were also found in the
exposed workers. There were no changes in the bl ood catal ase
and peroxi dase activities denonstrated.
BASF AG Ludwi gshafen

(89)

other: Structural relationship between mutagenicity, maxinmm
tol erated dose and carcinogenicity in rodents
The CASE was applied to a study of the structural bases of
toxicity as expressed in the MID, carcinogenicity and
mut ageni city. NN-dinmet hyl aniline was one out of the
conpounds anal yzed. A high overlap between the structura
determ nants of the MID of mice and rats and nutagenicity in
Sal nonel | a was observed.
BASF AG Ludwi gshafen

(251)

ot her: accunulation in fish

The accunul ation of 5 aniline derivatives,

NN- di net hyl ani li ne anong them in killfish, gold fish and
carp were determned. It was found that the concentration
rate of NN-di nethyl aniline expressed as a concentration in
fish/concentration in the test solution after 48 hours
exposure ratio in killfish, gold fish and carp were: 7.3,
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6.8 and 8.7, respectively. Partition coefficient

(n-octanol /water) of 415.7 for the conmpound was

established. It was concluded that the partition coefficient
corresponds to the anount of the conpound accunul ated in
the fish body. It was found that the anounts of
NN-di net hylaniline in killfish did not increase
proportionally to the concentration of the conmpound in test
solution. The concentration in killfish stayed at constant

| evel and syncopic state was observed; they were able to
survive in syncopic state in the solution containing up to
200 ng/l NN-dinethylaniline for 3 hours and in the test
solution containing 80 ng/l of the conpound for 24 hours.

It was sugessted that the threshold level (of ca 500 ug/g
fish) exists and may be a kind of selfguard action to
prevent the accumul ati on of NN-di net hyl anili ne.

BASF AG Ludwi gshafen

(252)

other: carcinogenicity classification
A new stratification scheme for rodent carcinogens, in
rel ation to human carci nogen hazard, is proposed. The | owest
ranki ng was accorded to chemicals that induced a highly
restricted pattern of tumor induction (i.e. in a specific
site in a single sex of a single species).
NN- di et hyl aniline was classified to this category.
BASF AG Ludwi gshafen

(253)

other: carcinogenicity classification
The rel ati onshi p between the use of the nmaxi mumtol erated
dose and study sensitivity for detecting rodent
carcinogenicity in studies conducted on 216 chem cal s by
t heNTP was studi ed. NN-di et hyl aniline was one of only 13
rodent carci nogens which had increased tunor rates limted
to the top dose (estimted MID). Seventy five per cent of
car ci nogens showed nunerically el evated site-specific tunor
rates at | ower doses (1/2 MID, 1/4 MID).
BASF AG Ludwi gshafen

(254) (117)

other: carcinogenicity classification
NN- di et hyl ani line was put on the list of NIP chemcals for
whi ch evi dence of carcinogenicity should be confirnmed before
use in nechanistic or validation studies, based on no
structural alert, a negative Sal nonella response and a
uni que tunor site (spleen) in a single sex of a single
species (male rat).
BASF AG Ludwi gshafen

(255)
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other: rel ationship between general toxicity and
carcinogenicity
Concor dance was found between the sites of toxicity and
mut ageni city and carci nogenicity of NN-dinethyl aniline.
Concl usi ons were drawn based on the results of subchronic
(13-week) and chronic (2-years) studies by the NTP Progranme
(NTP Report No. 360, 1989) In rats, the spleen was the
target organ; |esions found were:
fibrosis/netapl asi a/ sarcomas. In mce, the forestomach was
the target organ; |esions found were: hyperplasi a/ squanous
cell tunors.
BASF AG Ludwi gshafen

(256)

ot her: review
Critical data evaluation for NN-dinethylaniline for MAK
val ue and classification of carcinogens has been done by a
Conmmi ssion for the Investigation of Health Hazards of
Chemi cal Compounds in the Wirk Area. It was concl uded that a
wel | -f ounded MAK val ue for NN-di net hyl aniline cannot be
derived because there are so few human data. Since in the
ani mal studies with N, N-dinmethylaniline, both the acute
toxicity and the net haenogl obin formation is | ess narked
than with aniline, the MAK value of 5 m/nB and the
classification in category Il, 1 for the Iimtation of
exposure peaks can be retai ned provisionally. Biologica
nmoni tori ng of exposure is possibile by neasurenent of
haenogl obi n bi ndi ng. The BAT value for aniline could be
applied for this purpose. Because of the suspicion that
N, N- di met hyl ani | i ne coul d have carci nogenic activity, it
was classified in Section Il B in the List of MAK Val ues.
The substance is designated with an "H' because it has been
shown to be absorbed through the skin in toxic anounts. The
avai |l abl e reproductive toxicity data are insufficient for a
classification in one of the pregnancy groups.
BASF AG Ludwi gshafen

(75)

ot her: review
Critical data evaluation for carcinogenicity classification
of NN-di net hyl anili ne has been done by | ARC.
It was concluded that there is inadequate evidence in humans
and limted evidence in experinental animals for the
carcinogenicity of NN-dinethylaniline.
Overal |l evaluation was that NN-di nethylaniline is not
classifiable as to its carcinogenicity to humans (G oup 3).
BASF AG Ludwi gshafen

(257)
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ot her: review
The Heal th and Environnental Effects Profile for
NN- di et hyl ani li ne was prepared by the Ofice of Health and
Envi ronnent al Assessnent of EPA USA. Bot h published
literature and information obtained from Agency program
office files were evaluated as they pertained to potenti al
human health, aquatic life and environmental effects of
hazar dous waste constituents.
NN- di et hyl ani | i ne has been determned to be a systenic
toxicant. A Reference Dose (RfFD) for NN-dinmethylaniline is
0.002 ng/kg/ day for oral exposure. The Reportable Quantity
(RQ value for NN-dinethylaniline is 100 pounds.
BASF AG Ludwi gshafen

(258)

other: structure-activity relationship
A weak correlation between acute dermal toxicity to rabbits
(log LD50), dermal solubility thernodynam c paraneter
(sigma c) and log P for 20 aromatics was found.
NN- di net hyl ani li ne was one of the aromatics tested.
BASF AG Ludwi gshafen
(98)

other: structure-activity relationship
The nonmut agenic activity of NN-dinmethylaniline was
predicted correctly by the conputerized SAR system ( ADAPT)
using the 19 nol ecul ar descriptors.
BASF AG Ludwi gshafen
(134)

other: structure-activity relationship
No correl ati on was found between the nutagenic structura
alert (electropholic potential of N CH3)2) of
NN- di et hyl ani line and the induction of nmutations in
Sal nonel | a mut agenesi s assay.
BASF AG Ludwi gshafen
(259) (256)

other: structure-activity relationship
It was found that using CASE (Conputer Automated Structure
Eval uation) the positive result of cytogenetic effects
observed in CHO cells (i.e, SCE and chronosomal abberations)
could be predicted with 65% and 47. 9% probability,
respectively.
BASF AG Ludwi gshafen

(152)

other: structure-activity relationship

Nonmut ageni c activity of chemicals in the Ames test was
accurately predicted with CASE (Conmputer Automated Structure
Eval uator).

It should be noted that the authors used data from Connor
etal. (Mutat. Res. 118:49-59, 1983) where, according to
them it was found that NN-dinethylaniline is not nutagenic
to S. typhinmurium (TA 98 with S9). In fact, this conmpound
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Type:
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Test subst ance:

was not anong 19 chemicals tested by Connor et al. However,
it should be stated that good prediction on nonnutagenic
activity was obtained with CASE four years |ater, when
aut hors used data from Mori Y et al. (Carcinogenesis
1:121-127, 1980).
BASF AG Ludwi gshafen

(258) (260) (261) (262)

other: structure-activity relationship
After analysis of activity data for several N heterocyclic,
nitro- amno- (primary, secondary and tertiary), and
am no- N-heterocyclic aromati c conpounds, it is suggested
that since it is not possible to formthe N hydroxyam no
nmet abolite, no nutagenic activity in Ames test could be
found for NN dinethylaniline.
BASF AG Ludwi gshafen
(135)

other: structure-activity relationship
Mul ti nom nal nodel was applied on the nortality data of the
acute toxicity of NN-dinmethylaniline to zebrafish
(Brachydanio rerio). By fitting the nodel on the
experimental nortality data the paraneters a (decrease of
the LC50 with tine), b (log LC50) and beta (decrease of the
probability of survival wth increasing conmpound
concentration) were estimted. There were: a=0.777 = 0.159
mg/ hr/1; b=1.7 + 0.065 ny/l and beta= 0.094 + 0.023.
Di scrimnant analysis was used then to test whether it is
possi ble to discrimnate between narcotic chem cal such as
NN- di net hyl ani | i ne and non-narcotic conmpounds with
statistical nmodelling. It was concluded that paraneter a
succesful ly categorized the conpound, but parameter beta
msclassified it.
BASF AG Ludwi gshafen
NN-di mret hyl ani line from Fluka;, > 99.5% purity

(47)

other: structure-activity relationship
A good correlation was found between NN-di nethyl aniline Log
96-h LC50 to fathead m nnows (-3.36) and | og n-octanol / wat er
partition coeficient P (2.38).
BASF AG Ludwi gshafen
NN- di et hyl ani li ne of high purity.

(45)

other: structure-activity relationship
The | og EC50 val ue of NN-di net hyl aniline showed a good
correlation with 48 h log LC50 val ue for H nadaka (Orizi as
latipes) and log P (partition coefficient n-octanol/water).
BASF AG Ludwi gshafen
NN- di et hyl ani line: no further data

(263)
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N, N-Di et hyl anil i n kann al s Danpf inhaliert bzw ueber den
Magen- Dar m Trakt un di e Haut resorbiert werden.
BASF AG Ludwi gshafen

(264) (265)

Bei oral er Aufnahme betraegt die niedrigste toedliche Dosis
50 ng/ kg.
BASF AG Ludwi gshafen

(266)

Ei ne akute gesundheitliche Gefaehrdung durch inhal ation ist
bei Di et hyl anili nkonzentrationen in der Luft ab 500 ng/n8
zZu erwarten.
BASF AG Ludwi gshafen
(267)

Al's Synptone ei ner akuten Intoxikation werden Kopfschnerzen,
Muskel schwaeche, Trenor, Beschl euni gung von Pul s- und
At enfrequenz, Met haenogl obi naem e, Cyanose, Atenmot,
Verwi rrtheit, tonisch-klonische Kraenpfe , Kreisl aufkoll aps,
Bewusst | osi gkeit und schliesslich Atenstill stand
beschri eben.
BASF AG Ludwi gshafen
(268) (265)

Zwei Arbeiter, die offensichtlich erheblich exponiert waren,
kol | abi erten augenblicklich unf klagten nach acht st uendi ger
Bewusst | osi gkeit |ediglich ueber Sehstoerungen und starke
Bauchschner zen.

BASF AG Ludwi gshafen

(269)
Positive Reaktion im Epi kutantest bei einem
Pol yest erverarbeiter.
BASF AG Ludwi gshafen

(270)

Nach Langzeitei nwi rkung von N, N-Di nethylanilin wrd bei
Arbeitern eine signifikante Erhoehung des Met haenogl obi ns
(1, 84 % gegenueber 0,38 % in der Kontrollgruppe), eine
signifikante Erythropenie ud Retikul ozytose und ei ne Tendenz
zur Verringerung des Haenogl obi ngehalts beschri eben.
BASF AG Ludwi gshafen

(271)

Ei ne Ueberwachungs- bzw. Querschnittsuntersuchung bei 139
bzw. 174 Beschaeftigten in ei nem chem schen
Produkti onsbetrieb mt Exposition gegenueber
N, N-Di et hyl anilin und anderen Stoffen zeigte kei ne auf
N, N-Di et hyl ani | i n zurueckzuf uehrende Gesundheit sst oerungen,
z. B. keine MetHb-Bil dung.
BASF AG Ludwi gshafen
(272)
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Bei oral er Aufnahme betraegt die niedrigste toedliche Dosis
50 ng/ kg.
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(266)
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bei Di nmet hyl anili nkonzentrationen in der Luft ab 500 ng/n8
zZu erwarten.
BASF AG Ludwi gshafen
(267)

Al's Synptone ei ner akuten Intoxikation werden Kopfschnerzen,
Muskel schwaeche, Trenor, Beschl euni gung von Pul s- und
At enfrequenz, Met haenogl obi naem e, Cyanose, Atenmmot,
Verwi rrtheit, tonisch-klonische Kraenpfe , Kreisl aufkoll aps,
Bewusst | osi gkeit und schliesslich Atenstill stand
beschri eben.
BASF AG Ludwi gshafen
(268) (265)

Zwei Arbeiter, die offensichtlich erheblich exponiert waren,
kol | abi erten augenblicklich unf klagten nach acht st uendi ger
Bewusst | osi gkeit |ediglich ueber Sehstoerungen und starke
Bauchschner zen.

BASF AG Ludwi gshafen

(269)
Positive Reaktion im Epi kutantest bei einem
Pol yest erverarbeiter.
BASF AG Ludwi gshafen

(270)

Nach Langzeitei nwi rkung von N, N-Di nethylanilin wrd bei
Arbeitern eine signifikante Erhoehung des Met haenogl obi ns
(1,84 % gegenueber 0,38 % in der Kontrollgruppe), eine
signifikante Erythropenie ud Retikul ozytose und ei ne Tendenz
zur Verringerung des Haenogl obi ngehalts beschri eben.
BASF AG Ludwi gshafen

(271)

Ei ne Ueberwachungs- bzw. Querschnittsuntersuchung bei 139
bzw. 174 Beschaeftigten in ei nem chem schen
Produkti onsbetrieb mt Exposition gegenueber
N, N-Di et hyl anilin und anderen Stoffen zeigte kei ne auf
N, N-Di et hyl ani | i n zurueckzuf uehrende Gesundheit sst oer ungen,
z. B. keine MetHb-Bil dung.
BASF AG Ludwi gshafen
(272)
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2. Physico-chem cal Data

Dat e: 08- CCT-2001
I D: 95-53-4

2.1 Melting Point

Val ue:
Met hod:
GP:
Test subst ance:
Reliability:

Fl ag:
04- CCT- 2001

Val ue:
Sour ce:
16- FEB- 1994

Val ue:
Sour ce:
04- MAR- 1994

Val ue:
Sour ce:
08- APR- 1994

Val ue:
Sour ce:
08- APR- 1994

2.2 Boiling Point

Val ue:
Met hod:
GP:
Test subst ance:
Reliability:

Fl ag:
04- CCT- 2001

Val ue:
Sour ce:
08- APR- 1994

Val ue:
Sour ce:
08- APR- 1994

Val ue:
Deconposi tion:
Met hod:

Sour ce:

Test condition:
16- FEB- 1994

-16. 3 degree C

ot her: Handbook val ue

no data

other TS: o-toluidine; purity not noted
(2) wvalid with restrictions

Dat a from Handbook or collection of data
Critical study for SIDS endpoi nt

>= -23.5 degree C
Bayer AG Leverkusen

-22.6 - -23.1 degree C
Bayer AG Leverkusen

-16. 3 degree C
Du Pont de Nenours Deutschl andBayer AG Leverkusen

< -15 degree C
Bayer AG Leverkusen

200. 3 degree C

ot her: Handbook val ue

no data

other TS: o-toluidine; purity not noted
(2) wvalid with restrictions

Dat a from Handbook or collection of data
Critical study for SIDS endpoi nt

199. 8 degree C at 760 hPa
Du Pont de Nenours Deutschl andBayer AG Leverkusen

200 degree C at 1013 hPa
Bayer AG Leverkusen

> 200 degree C

yes

ot her: DTA

Bayer AG Leverkusen
10 K/mn
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2. Physico-chem ca

Dat a

Dat e:
| D

08- OCT- 2001
95-53-4

Val ue:
Renar k:

Sour ce

08- APR- 1994

2.3 Density

Type:

Val ue:

Met hod:
GP:

Test subst ance:

Reliability:

Fl ag:
04- CCT- 2001

Type:

Val ue:

Met hod:

Sour ce

16- FEB- 1994

Type:

Val ue:

Sour ce
31-JUL- 1997

Type:

Val ue:

Sour ce

08- APR- 1994

2.3.1 Ganul onetry

Deconposition: no exothermreaction up to 400 degree C (DTA)

Bayer AG Leverkusen

relative density

. 9984 at 20 degree C

ot her: Handbook val ue
no data

other TS: o-tol uidine;

purity not

(2) wvalid with restrictions
Dat a from Handbook or coll ection of data

Critical study for SIDS endpoi nt

density

1 - 1.004 g/cnB at 20 degree C

other: DIN 51757

BASF AGBayer AG Leverkusen

density
1 g/cnB at 20 degree C
Bayer AG Leverkusen

density
1. 004

Du Pont de Nenours Deutschl andBayer AG Leverkusen

2.4 Vapour Pressure

Val ue:
Met hod:
GaP:

Test subst ance:

Reliability:

Fl ag:
04- CCT- 2001

Val ue:
Sour ce
10- AUG- 2000

1 hPa at 42.6 degree C

ot her (neasured): Handbook val ue

no data
other TS: o-tol uidine;

purity not

(2) wvalid with restrictions
Dat a from Handbook or coll ection of data

Critical study for SIDS endpoi nt

.53 hPa at 20 degree C
Bayer AG Leverkusen
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2. Physico-chem cal

Dat e: 08- CCT-2001

Dat a I D: 95-53-4

Val ue:
Sour ce:
10- AUG- 2000

Val ue:
Sour ce:
31-JUL- 1997

Val ue:
Sour ce:
31-JUL- 1997

Val ue:
Sour ce:
08- APR- 1994

Val ue:
Sour ce:
31-JUL- 1997

3.7 hPa at 50 degree C
Bayer AG Leverkusen

.24 hPa at 20 degree C
Bayer AG Leverkusen

.3 hPa at 20 degree C
BASF AGBayer AG Leverkusen

1 hPa at 44 degree C
Du Pont de Nenours Deutschl andBayer AG Leverkusen

1.33 hPa at 44 degree C
Bayer AG Leverkusen

2.5 Partition Coefficient

| og Pow.
Met hod:
Year :
GP:

Test subst ance:

Sour ce:
Reliability:

Fl ag:
04- CCT- 2001

| og Pow.
Met hod:

Year :
GP:

Test subst ance:

Sour ce:
Reliability:

Fl ag:
04- CCT- 2001

| og Pow.
Met hod:
Year :
Sour ce:
01- AUG 1997

1.4 at 24.5 degree C
Directive 84/449/EEC, A.8 "Partition coefficient”
yes

other TS: o-toluidine; purity not noted

BASF AGBayer AG Leverkusen

(1) wvalid without restriction

Meets National standards nethod (AFNOR/ DI N)

Critical study for SIDS endpoi nt
1.3
other (calculated): CogP, Leo, Hansch: Leo et al. (1971):
Chem Rev. 71, 525
no
other TS: nol ecul ar structure
Bayer AG Leverkusen
(2) wvalid with restrictions
Data from Handbook or collection of data;
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt
(10) (11)
1.54
ot her (cal cul at ed)
Bayer AG Leverkusen
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(3)

(2)

(7)

(4)

(2)

(9)

(12)

(13)



2. Physico-chem cal Data

Dat e: 08- CCT-2001
I D: 95-53-4

2.6.1 Water Solubility

Val ue:
Met hod:
GP:

Test subst ance:

Resul t:

Reliability:

Fl ag:
05- OCT- 2001

Val ue:

pH

Sour ce
31-JUL- 1997

Val ue:

pH

Sour ce
31-JUL- 1997

Val ue:
Sour ce
31-JUL- 1997

Val ue:
Sour ce
31-JUL- 1997

Val ue:
Sour ce
31-JUL- 1997

8.292 g/l at 25 degree C
ot her: WBKOW (v1. 36)

no
other TS: nol ecul ar structure
Log Kow (estimated) : 1.62

Log Kow (experinental): 1.32
Cas No: 000095-53-4
Name : o-Tol uidine
Refer : Hansch et al; 1995
Log Kow used by Water solubility estimates: 1.32

Equation Used to Make Water Sol estinate:
Log S (nol/L) = 0.796 - 0.854 | og Kow - 0.00728 MWV

Log Water Solubility (in noles/L) : -1.111
Water Solubility at 25 deg C (nmg/L): 8292
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt
(14)

8 g/l at 20 degree C
7.5 at 8 g/ and 20 degree C
BASF AGBayer AG Leverkusen

(7)

17 g/l at 20 degree C
8.5 at 17 g/l and 20 degree C
Bayer AG Leverkusen

(3)

15 g/ at 40 degree C
Bayer AG Leverkusen

(2)

19 g/ at 60 degree C
BASF AGBayer AG Leverkusen

(7)

25 g/l at 60 degree C
Bayer AG Leverkusen

(3)

2.6.2 Surface Tension
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Date: 08-OCT- 2001

2. Physico-chem cal Data I D: 95-53-4
2.7 Flash Point
Val ue: 85 degree C
Type: cl osed cup
Met hod: other: DIN 51758

Year :
Sour ce: BASF AGBayer AG Leverkusen
31-JUL- 1997 (7) (3)
Val ue: 86 degree C
Type:
Met hod:

Year :
Sour ce: Bayer AG Leverkusen
31-JUL- 1997

2.8 Auto Fl ammabi |

Val ue:
Remar k
Sour ce
23-JUL- 1997

Val ue:
Met hod:
Remar k
Sour ce
31-JUL- 1997

Val ue:
Remar k
Sour ce
08- APR- 1994

2.9 Flanmability

ity

> 450 degree C

Ingition tenperature
Bayer AG Leverkusen

480 degree C
other: DI N 51794

Ignition tenperature

BASF AGBayer AG Leverkusen

I gnition tenperature:
Bayer AG Leverkusen

2.10 Expl osive Properties

2.11 Xidizing Properties

not bel ow 500 degree C

8/ 121 -

(2)

(2)

(7) (3) (12)

(5)



Dat e: 08- OCT-2001
2. Physico-chem cal Data I D: 95-53-4

2.12 Additional Renarks

Remar k: Unt ere Exposionsgrenze: 1 Vol-%
oere Expl osi onsgrenze: 7 Vol -%
Cefaehrliche Zersetzungsprodukte: N trose CGase
Unvertraegli che Substanz: M neral saeuren (Reaktion zu

Sal zen)
Sour ce: Bayer AG Leverkusen
24- JUL- 1997 (3) (12)
Remar k: Expl osi onsgrenzen: 1.5 - 7.5 Vol. %
Sour ce: BASF AGBayer AG Leverkusen
16- FEB- 1994 (7)
Remar k: Henry-Konstante: H = 0.334 Pa x n8/nol
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (15)
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Dat e: 08- OCT-2001
3. Environnmental Fate and Pat hways I D: 95-53-4

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensiti zer: H

Conc. of sens.: 500000 nol ecul e/ cnB
Rate constant: .0000000000000000000143 cnB/ (ol ecul e * sec)

Degr adat i on: 50 % after .1 day
Met hod: ot her (cal cul ated): Medchem Software CLOGP3, Rel ease 3.42
Year : 1986 GLP:
Test substance:
Sour ce: Bayer AG Leverkusen
Reliability: (2) wvalid with restrictions
11- AUG 2000 (16)
Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: H

Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: .00000000000132 cnB/(nol ecule * sec)

Degr adat i on: 50 % after 9.7 hour(s)
Met hod: other (calculated): AOPWN vers. 1.89

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
05- OCT- 2001 (14)

3.1.2 Stability in Water

Type:

Met hod: other: Schultz et al. (1989) Bull. Environ. Toxicol. Chem
42:192-198

Year : GLP:

Test substance: other TS: o-toluidine; purity not noted

Resul t: A solution of 1.62 ng/l in distilled water lost 4.0-5.6%in
48 hours

Reliability: (2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Fl ag: Critical study for SIDS endpoi nt

05- OCT- 2001 (17)

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)
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3.  Environnental

Dat e: 08- CCT-2001

Fat e and Pat hways I D: 95-53-4

3.3.1 Transport between Environnmental Conpartnents

Type:
Medi a:
Air (Level 1):
Wat er (Level
Soil (Level |1
Biota (L.11/1
Soil (L.1I/11
Met hod:

Year :
Resul t:

1):
):
I):
1):

Reliability:
Fl ag:
05- OCT- 2001

3.3.2 Distribution

fugacity nodel level 111

other: air, water, soil, sedinent

other: (calculation) Level Ill Fugacity Mde

Medi a Distribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Ar 0. 355 1.94 1000 6. 53e-012

Wat er 50. 4 360 1000 4.19e-011

Soi | 49.1 360 1000 8.97e-010

Sedi ment 0. 099 1. 44e+003 0 3.41le-011

Persi stence Tine: 269 hr

React i

on Tine: 314 hr

Advection Time: 1. 85e+003 hr
Percent Reacted: 85.5

Percent Advected: 14.5

(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type:
| nocul um

Concentration:
Degr adat i on:
Met hod:

Year :
Test subst ance:

Sour ce
Reliability:
Fl ag:

05- CCT- 2001

aer obi
ot her:

c
sl udge sanplings fromdifferent sewage plants,

bays and a | ake, 30 ny/l
100 ng/l related to Test substance
65.4 % after 28 day

OECD Guide-line 301 C

Test (1)"

ot her
Bayer

GLP: no
TS: o-toluidine; purity not noted
AG Leverkusen

(1) wvalid without restriction

Qui de

i ne study

Critical study for SIDS endpoi nt

- 11/121 -

(14)

rivers,

"Ready Bi odegradability: Mdified MTI

(18)



Dat e: 08- CCT-2001

3. Environnmental Fate and Pat hways I D: 95-53-4
Type: aer obi c

| nocul um activated sludge, industrial, non-adapted
Degr adat i on: 96 % after 15 day

Resul t: i nherently bi odegradabl e

Test subst ance:

Met hod:

Year :
Test subst ance:
Sour ce:
Reliability:

Fl ag:
05- OCT- 2001

Type:

| nocul um
Degr adat i on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce:
Reliability:
11- AUG 2000

Type:

| nocul um
Degr adat i on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce:
Reliability:
11- AUG 2000

3 hour(s) 20 - 30 %
5 day 20 %
10 day 77 %
CECD Guide-line 302 B "lInherent biodegradability: Mdified
Zahn-\Wel | ens Test"
1986 G.P: no
as prescribed by 1.1 - 1.4
Bayer AG Leverkusen
(1) wvalid without restriction
Qui del i ne st udy
Critical study for SIDS endpoi nt
(19)

aerobic
activated sl udge
> 90 % after 28 day
CECD Guide-line 301 A (old version) "Ready Biodegradabiltiy:
Modi fi ed AFNOR Test"
GLP: no

no data
Speci fic (gas chromat ography) anal ysis:

7 day (>90 %
14 day (>90 %
Bayer AG Leverkusen
(1) wvalid without restriction

(20)

aerobi c
activated sl udge
> 90 % after 28 day
CECD Guide-line 301 E "Ready bi odegradability: Mdified OECD
Screeni ng Test"
GLP: no
no data
DOC Anal ysi s:
7 day (57 - >90 %
14 day (>90 %
Bayer AG Leverkusen
(1) wvalid without restriction
(20)
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Dat e: 08- CCT-2001

3. Environnmental Fate and Pat hways I D: 95-53-4
Type: aer obi c
| nocul um activated sl udge
Degr adat i on: > 90 % after 28 day
Met hod: CECD Guide-line 301 E "Ready bi odegradability: Mdified OECD
Screeni ng Test"
Year : GLP: no

Test subst ance:
Renar k:

Sour ce:
Reliability:
11- AUG 2000

Type:

| nocul um
Degr adat i on:
Met hod:

Year :
Test subst ance:
Sour ce:
Reliability:
11- AUG 2000

Type:

| nocul um
Degr adat i on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce:
Reliability:
11- AUG 2000

Type:

| nocul um
Degr adat i on:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce:
Reliability:
11- AUG 2000

no data
Speci fic (gas chromat ography) anal ysis:
7 day (57 - >90 %
14 day (>90 %
Bayer AG Leverkusen
(1) wvalid without restriction
(20)

aer obi c
ot her bacteria: soil bacteria, enrichment culture
100 %
CECD Guide-line 301 E "Ready bi odegradability: Mdified OECD
Screeni ng Test"
GLP: no

no data
Bayer AG Leverkusen
(1) wvalid without restriction

(21) (22)

aerobi c
activated sludge, industrial
96 % after 11 day
CECD Guide-line 302 B "lInherent biodegradability: Mdified
Zahn-\Wel | ens Test"

GLP: no
no data
approx. 14 % of the elimnation caused by physical
nmechani sns
Bayer AG Leverkusen
(1) wvalid without restriction

(22)

aerobi c
activated sl udge
88 - 90 % after 28 day
CECD Guide-line 301 A (old version) "Ready Biodegradabiltiy:
Modi fi ed AFNOR Test"

GLP: no
no data
DOC Anal ysi s:
7 day (74 - 89 %
14 day (73 - >90 %
Bayer AG Leverkusen
(1) wvalid without restriction

(20)
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(23)

Date: 08-OCT- 2001
3. Environnmental Fate and Pat hways I D: 95-53-4
Type: aer obi c
| nocul um other: effluent of BASF waste water treatnent plant
Concentrati on: 20 ng/l related to DOC (Dissolved Organic Carbon)
Degr adat i on: 97 % after 21 day
Test subst ance: 7 day 86 %
14 day 95 %
Met hod: CECD Guide-line 301 E "Ready bi odegradability: Mdified OECD
Screeni ng Test"
Year : 1981 GLP: no
Test substance:
Sour ce: BASF AGBayer AG Leverkusen
Reliability: (1) wvalid without restriction
11- AUG 2000
Type: aer obi c
| nocul um ot her bacteria: soil mcroflora fromN agara silt |oam
Concentrati on: 25 ng/l related to Test substance
Degr adat i on: 100 % after 64 day
Met hod: other: Cl osed bottle test
Year : GLP: no
Test substance: no data
Remar k: soi | mcroorgani sns in aqueous mneral mnedium determnation

Sour ce:
Test condition:
Reliability:
11- AUG 2000
Type:
| nocul um
Degr adat i on:
Met hod:

Year :

Test subst ance:
Renar k:

Sour ce:
11- AUG 2000

Type:
| nocul um
Degr adat i on:
Met hod:
Year :
Test subst ance:
Sour ce:
11- AUG 2000

of primary degradation
Bayer AG Leverkusen

Spectro
(2)

aer obi ¢
ot her:
97.7 %
ot her:

Test compound as sol e C source,

stirred

phot onetri cal

activated sl udge,

accl i mat ed

measurenment at 265 nm
valid with restrictions

after 5 day
batch test, simlar to Zahn-Wl | ens Test
G.P: no
m neral salts,

Bayer AG Leverkusen

aer obi ¢
ot her

ca. 60
ot her:

no data

%
Respi roneter test

Bayer AG Leverkusen

GP:

- 14/121 -

no

bacteria: adapted to the test substance

dark,

(24)

(25)

(26) (22)



Dat e: 08- CCT-2001

3. Environnmental Fate and Pat hways I D: 95-53-4
Type: aer obi c
| nocul um activated sl udge
Concentrati on: 100 ng/l related to Test substance
Degr adat i on: 92 % after 1 day
Met hod: other: Activated sludge degradability test
Year : GLP: no
Test substance: no data
Remar k: Degradation 92 %related to COD, 83 %related to TOC
Sour ce: Bayer AG Leverkusen
11- AUG 2000 (27) (28)
Type:
| nocul um ot her: activated sludge, adapted
Met hod: ot her: Warburg respironeter
Year : GLP: no
Test substance: no data
Remar k: degradati on by a nutant Aerobacter sp.:
500 ng/ at 30 degree C
par ent : 100 % ring disruption in 64 h
mut ant : 100 % ring disruption in 6 h
Sour ce: Bayer AG Leverkusen
11- AUG 2000 (29)

3.6 BOD5, COD or BOD5/COD Ratio

Remar k: ThoD: 3136 ng/g (NO2)

2538 ng/ 1 (NH3)
Sour ce: Bayer AG Leverkusen
31-JUL- 1997

3.7 Bi oaccumnul ati on

Speci es: ot her
Exposure period:
Concentrati on:

BCF: 2. 07
El i m nati on:
Met hod: ot her: BCF Program (v2.13)
Year : G.P: no
Test subst ance: other TS: nol ecul ar structure
Resul t: Log Kow (estimated) : 1.62

Log Kow (experinental): 1.32
Log Kow used by BCF estimates: 1.32

Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 0.316 (BCF = 2.072)

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
05- OCT- 2001 (14)
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Dat e: 08- CCT-2001

3. Environnmental Fate and Pat hways I D: 95-53-4
Speci es: other: Crassostrea gigas, Pacific oyster; static
Exposure period: 24 hour(s)
Concentrati on: 5 mg/ |
BCF: 4.6
El i m nation:
Met hod:
Year : G.P: no data
Test substance:
Sour ce: Bayer AG Leverkusen
31-JUL- 1997 (30)
Speci es: other: Mytilus edulis, Conmon bay nussel; static
Exposure period: 24 hour(s)
Concentrati on: 5 nmg/ |
BCF: 4.2
El i mi nation:
Met hod:
Year : G.P: no data
Test substance:
Sour ce: Bayer AG Leverkusen
31-JUL- 1997 (30)

3.8 Additional Remarks

Remar k: Degradation in soil:
- 500 ng/ kg Chernozem soi
- degr. in 3 days leaving very stable prod. that persists
> 3 nont hs
Sour ce: Bayer AG Leverkusen
31-JUL- 1997 (31)
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4. Ecotoxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
NOEC:
LC50:
Met hod:

Year :
Test subst ance:
Sour ce
Reliability:

Fl ag:
05- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LCO:
LC50:
LC100:
Met hod:
Year :
Test subst ance:
Sour ce
Reliability:

Fl ag:
05- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
31-JUL- 1997

static

Leuci scus i dus
96 hour (s)

ng/ |

31.6

68 - 100

ot her:
Fi sche,
1979

(Fi sh,

as prescribed by 1.1 -
BASF AGBayer AG Leverkusen

(1)
Meet s Nati onal
Critical

static
Leuci scus i dus
48 hour ('s)

ng/ |
30
117
178

ot her:

no data
Bayer AG Lever
(1)
Meet s Nati onal
Critical

flow t hrough
Oryzias |latipes
48 hour (s)

ng/ |
100
other: no data
no data

Bayer AG Lever

val id w t hout

val id w t hout

fresh water)

Anal yti cal

15

1.4

restriction

noni t ori ng:

GaP:

st andards net hod (AFNOR/ DI N)

(Fi sh,

DI N 38412 L15

kusen

study for SIDS endpoi nt

fresh water)

Anal yti cal

restriction

noni t ori ng:

GaP:

st andards net hod (AFNOR/ DI N)

(Fi sh,

kusen

study for SIDS endpoi nt

fresh water)

Anal yti cal

17/ 121 -

noni t ori ng:

GaP:

no data

Besti nmung der Wrkung von Wasseri nhal t sstof f en auf
DI N 38412 Teil

no

no

no data

no data

no data

(32)

(33)

(34)



4. Ecotoxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce
23-JUL- 1997

sem static

Poecilia reticul ata
14 day
pnol /1
2.88
ot her:

(Fish, fresh water)

Anal yti cal nonitoring:

see Koenemann, H.,
GLP:

no data

Bayer AG Leverkusen

static
Car assi us aur at us
48 hour ('s)

ng/ |
124

ot her:

(Fish, fresh water)

Anal ytical nonitoring:
no data

GLP:
no data
Bayer AG Leverkusen

static
Cyprinus carpio
48 hour ('s)

ng/ |
78.5
ot her:

(Fish, fresh water)

Anal yti cal nonitoring:
no data

GLP:
no data
Bayer AG Leverkusen

static
Oryzias |latipes
48 hour (s)

ng/ |
103

ot her:

(Fish, fresh water)

Anal ytical nonitoring:

Static, no further information
GP:
no data

Bayer AG Leverkusen

static
Poecilia reticul ata
14 day
ng/ |
81.3
ot her:

(Fish, fresh water)

Anal yti cal nonitoring:

Koenenmann, 1981

GLP:
other TS: purity: > 99.5 %
Bayer AG Leverkusen
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no

Toxi col ogy 19, 209-221

no

no

no

no

no

no

no

no

no

dat a
(1981)
(35) (36)
dat a
dat a
(34)
dat a
dat a
(34)
dat a
dat a
(34)
(13)



Dat e: 08- CCT-2001

4. Ecotoxicity I D: 95-53-4
Type:
Speci es: Oryzias latipes (Fish, fresh water)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no data
LC50: 42
Met hod: other: no data
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
31-JUL- 1997 (37)

4.2 Acute Toxicity to Aquatic Invertebrates

Type:

Speci es: Daphni a magna (Crustacea)

Exposure period: 48 hour(s)

Unit: ng/ | Anal ytical nonitoring: no data

EC50: .52

Met hod: ot her: NEN 6501

Year : 1980 G.P: no data

Test substance: other TS: o-toluidine;, purity > 99.5 %

Sour ce: Bayer AG Leverkusen

Reliability: (2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Fl ag: Critical study for SIDS endpoi nt

05- OCT- 2001 (13)

Type:

Speci es: Daphni a magna (Crustacea)

Exposure period: 24 hour(s)

Unit: ng/ | Anal ytical nonitoring: no

ECO: 1.6 - 5

EC50: 9 - 50

EC100: 100

Met hod: ot her: Daphnia Imobilization test; s. Authors of this
publication

Year : GLP: no

Test substance: other TS: o-toluidine; purity not noted

Sour ce: Bayer AG Leverkusen

Reliability: (2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent

Fl ag: Critical study for SIDS endpoi nt

05- OCT- 2001 (38)
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4. Ecotoxicity

Dat e:

| D

08- OCT- 2001
95-53-4

Type:
Speci es:

Exposure period:

Unit:
LCO :
Met hod:

Year :
Test subst ance:
Sour ce
01- AUG 1997

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:

Year :
Test subst ance:
Sour ce
01- AUG 1997

Type:
Speci es:

Exposure period:

Unit:
LC100 :
Met hod:

Year :
Test subst ance:
Sour ce
01- AUG 1997

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year :
Test subst ance:
Sour ce
Test condition:
04- MAR- 1994

Daphni a magna
24 hour (s)
ng/ |
2.5

ot her:
publication

no data
Bayer AG Leverkusen

Daphni a magna
24 hour (s)
ng/ |
26

ot her:
publication

no data
Bayer AG Leverkusen

Daphni a magna
24 hour (s)
ng/ |
60

ot her:
publication

no data
Bayer AG Leverkusen

Daphni a magna

ng/ |
26
other: no data

no data

Bayer AG Leverkusen

(Crust acea)

Anal yti cal

(Crust acea)

Anal yti cal

(Crust acea)

Anal yti cal

(Crust acea)

Anal yti cal

nmoni toring: no

Daphni a I mobilization test; s.

Aut hors of this

G.P: no

nmoni toring: no

Daphni a I mobilization test; s.

Aut hors of this

G.P: no

nmoni toring: no

Daphni a I mobilization test; s.

noni t ori ng:

Aut hors of this

G.P: no

no data

G.P: no data

no i nformati on about exposure period (24 h oder 48 h)

20/ 121 -

(39)

(39)

(39)

(40)



Dat e: 08- CCT-2001

4. Ecotoxicity I D: 95-53-4
Type:
Speci es: Daphnia sp. (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal yti cal nonitoring: no
EC50: <=8
Met hod: other: no data

Year : GLP: no
Test substance: no data
Remar k: EC50 here pronounced effect to over 50 % of test animals
Sour ce: Bayer AG Leverkusen

Test condition:

31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year :
Test subst ance:
Sour ce
31-JUL- 1997

System static; beta-nmesosaprobic to nesotrophic river water

used for dilution

El asmopus pect eni crus
96 hour (s)

ng/ | Anal ytical nonitoring: no data
> 40

other: see this publication

(Crust acea)

G.P: no data
no data
Bayer AG Leverkusen

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
Met hod:
Year :
Test subst ance:
Sour ce

Reliability:
Fl ag:
05- OCT- 2001

Chlorel I a pyrenoi dosa (Al gae)

gromh rate

96 hour (s)

ng/ | Anal ytical nmonitoring: no
55

CECD Guide-line 201 "Algae, Gowh Inhibition Test"
1984 G.P: no data
other TS: o-toluidine; purity: > 99.5%

Bayer AG Leverkusen

(1) wvalid without restriction

Qui del i ne st udy

Critical study for SIDS endpoi nt
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(41)
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4. Ecotoxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Sour ce
Reliability:

Fl ag:
05- OCT- 2001

Speci es:
Endpoi nt :

Exposure period:

Unit:
TT :
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
Test condition:
31-JUL- 1997

Speci es:
Endpoi nt :

Exposure period:

Unit:
TT :
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
Test condition:
31-JUL- 1997

Speci es:
Endpoi nt :

Exposure period:

Unit:
TT :
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
Test condition:

31-JUL- 1997

Scenedesmnmus subspi cat us
bi onass

72 hour (s)

ng/ |
3.9

ot her:

(Al gae)

Anal yti cal nonitoring: no
DI N 38412 part 9
GLP: no

Bayer AG Leverkusen
(1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)

Critical study for SIDS endpoi nt
M crocystis aerugi nosa (Al gae, blue, cyanobacteria)
bi onass
8 day
ng/ | Anal ytical nmonitoring: no
.31
other: cell nmultiplication inhibition test
GLP: no
no data

TT = Toxicity Threshol d
Bayer AG Leverkusen
pH: 7

(43)

(44) (45) (46)

Scenedesmnmus quadri cauda
bi onass
7 day
ng/ |
6.3

ot her:

(Al gae)

Anal ytical nmonitoring: no

cell multiplication inhibition test
GLP: no
no data
TT = Toxicity Threshol d
Bayer AG Leverkusen
pH: 7

(45) (46) (47) (48)

Scenedesmnus sp.
gromh rate

96 hour (s)

ng/ |
10

ot her:

(Al gae)

Anal ytical nmonitoring: no

cell multiplication inhibition test
GLP: no
no data
TT = Toxicity Threshol d
Bayer AG Leverkusen
System static; beta-mesosaprobic to nmesotrophic river
used for dilution

- 22/121 -
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Dat e: 08- CCT-2001

4. Ecotoxicity I D: 95-53-4
Speci es: Scenedesnus subspicatus (Al gae)
Endpoi nt : bi omass
Exposure period: 7 day
Unit: ng/ | Anal yti cal nonitoring: no
EC10: 9.4
Met hod: other: cell nultiplication inhibition test
Year : GLP: no
Test substance: no data
Sour ce: Bayer AG Leverkusen
31-JUL- 1997 (49)
4.4 Toxicity to Mcroorgani sns e.g. Bacteria
Type: aquatic
Speci es: Chi | omonas paramaeci um ( Prot ozoa)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nmonitoring: no
TT 237
Met hod: other: cell nultiplcation inhibition
Year : GLP: no
Test substance: no data
Remar k: TT = Toxicity Threshol d
Sour ce: Bayer AG Leverkusen
31-JUL- 1997 (50) (51)
Type: aquatic
Speci es: Ent osi phon sul catum (Protozoa)
Exposure period: 72 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
TT 76
Met hod: other: cell nultiplcation inhibition
Year : GLP: no
Test substance: no data
Remar k: TT = Toxicity Threshol d
Sour ce: Bayer AG Leverkusen
31-JUL- 1997 (47) (52) (50) (53) (49
Type: aquatic
Speci es: Phot obact eri um phosphoreum (Bacteri a)
Exposure period: 15 mnute(s)
Unit: ng/ | Anal yti cal nonitoring: no
EC50: 33
Met hod: ot her: Beckmann | nstrunents Manual
Year : 1982 GLP: no
Test substance: other TS: purity: > 99.5 %
Sour ce: Bayer AG Leverkusen
23-JUL- 1997 (13)
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4. Ecotoxicity

Dat e:
I D: 95-53-4

08- OCT- 2001

Type:
Speci es:

Exposure period:

Unit:
TT :
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
TT :
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
TT :
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
31-JUL- 1997

Type:
Speci es:

Exposure period:

Unit:
ECO:
Met hod:

Year :
Test subst ance:
Sour ce
04- MAR- 1994

aquatic
Pseudononas puti da
16 hour(s)

ng/ |
16

ot her:

(Bacteri a)

Anal yti cal nonitoring:

cell multiplication inhibition test
GLP:

no data

TT = Toxicity Threshol d

Bayer AG Leverkusen

no

no

(44) (47) (48) (49

aquatic

Tetrahynmena pyriforms (Protozoa)

24 hour (s)

ng/ | Anal yti cal nonitoring:
520

other: cell nmultiplication inhibition

GaP:

TT = Toxicity Threshol d
Bayer AG Leverkusen

aquatic
Uronena par duzci
20 hour (s)

ng/ |
21

ot her:

(Protozoa)

Anal yti cal nonitoring:

cell multiplcation inhibition
GLP:
no data
TT = Toxicity Threshol d
Bayer AG Leverkusen

aquatic

anaerobi c bact. froma donestic water treatnent

24 hour (s)

ng/ | Anal ytical nmonitoring: no

1250

ETAD Fernmentation tube nethod "Determ nation of damage to
ef fluent bacteria by the Fernentati on Tube Met hod"

1986 G.P: no

as prescribed by 1.1 - 1.4
Bayer AG Leverkusen

- 241121 -

no

no data

no

no

pl ant

(54)

(50) (55)

(56)



Dat e: 08- CCT-2001

4. Ecotoxicity I D: 95-53-4

4.5 Chronic Toxicity to Aquatic Organi sms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

Speci es: Daphni a magna (Crustacea)
Endpoi nt : nortality
Exposure period: 21 day
Unit: ng/ | Anal yti cal nonitoring:
NCOEC: 1
EC50: 2.2
Met hod: ot her: NEN 6502
Year : 1980 GLP:
Test substance: other TS: purity: > 99.5 %
Sour ce: Bayer AG Leverkusen
23-JUL- 1997

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks

- 25/121 -
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Dat e: 08- CCT-2001

5. Toxicity I D: 95-53-4

5.1 Acute Toxicity

5.1.1 Acute Oral Toxicity
Type: LD50
Speci es: r at
Strain:
Sex: mal e
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 900 ng/ kg bw
Met hod: ot her: BASF- Test
Year: GLP: no
Test substance: other TS: o-toluidine; purity >= 99.5 %ww

Sour ce: BASF AGBayer AG Leverkusen
Reliability: (2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Fl ag: Critical study for SIDS endpoi nt
08- OCT- 2001 (57) (58)
Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Val ue: = 635 ng/ kg bw
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: no data
Remar k: mal e
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (59)
Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Val ue: = 670 ng/ kg bw
Met hod: ot her: keine Daten

Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (60)
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Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
Type: LD50
Speci es: r at
Strain:
Sex: mal e
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 940 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Sour ce: Bayer AG Leverkusen
11- AUG 2000 (61)
Type: LD50
Speci es: r at
Strain:
Sex: mal e
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Resul t: value: 0.75 m/kg Kgw.
Sour ce: Bayer AG Leverkusen
11- AUG 2000 (62)
Type: LD50
Speci es: r at
Strain:
Sex: mal e
Nunber of
Ani mal s:
Vehi cl e:
Val ue: = 2951 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: other TS: Hydrochl oride salt
Sour ce: Bayer AG Leverkusen
11- AUG 2000 (63)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce:
16- FEB- 1994

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce:
16- FEB- 1994

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce:
16- FEB- 1994

LD50
rat

= 1710 ng/ kg bw
ot her: kei ne Daten

no data
Bayer AG Leverkusen

LD50
nouse

= 520 ng/ kg bw
ot her: kei ne Daten

no data

Bayer AG Leverkusen

LD50
nouse

= 760 ng/ kg bw
ot her: kei ne Daten

no data
Bayer AG Leverkusen

G.P: no data

G.P: no data

G.P: no data

28/ 121 -

(64)

(60)

(64)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce:
16- FEB- 1994

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:

Test subst ance:

16- FEB- 1994

LD50
rabbit

= 840 ng/ kg bw
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen
(60)

LD50
cat

>= 50 ng/ kg bw
ot her: BASF- Test

GLP: no
other TS
Zuf uhrweg: Schl undsonde
Es wurde eine starke Methaenogl obi nbil dung beobacht et .
BASF AGBayer AG Leverkusen
0.5 % ge waessrige Loesung

(57)

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :

Test subst ance:

Renar k:

Sour ce:
Reliability:

Fl ag:

other: IRT
r at

7 hour (s)

other: According to: Snyth et al. (1962): Am Ind. Hyg. Ass.
J. 23, 95-107
GLP: no
other TS: o-toluidine; purity >= 99.5 %ww
No deaths in a saturated atnosphere (vapor) at 20 deg C
[Keine Letalitaet in einer bei 20 G ad C angereicherten
At mosphaere (Danpf)].
BASF AG Bayer AG Leverkusen
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
Critical study for SIDS endpoi nt
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

08- OCT- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce:
08- OCT- 2001

5.1.3 Acute Dernal

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:

Year :
Test subst ance:
Sour ce:

Reliability:
Fl ag:
05- OCT- 2001

ot her: Zeitsaettigungstest

r at

8 hour (s)

other: Snyth et al. (1962): Am Ind. Hyg. Ass. J.
G.P: no data

other TS: o-toluidine; purity not noted

Not lethal [N cht letal]

Bayer AG Leverkusen

Toxicity

LD50

r abbi t

mal e

3250 ng/ kg bw

other: according to Snyth et al. (1962): Am Ind.

23, 95-107
G.P: no data

other TS: o-toluidine; purity not noted

Bayer AG Leverkusen

(2) wvalid with restrictions

Meets generally accepted scientific standards,

and acceptable for assessnent
Critical study for SIDS endpoi nt
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Dat e: 08- CCT-2001
5. Toxicity I D: 95-53-4

5.1.4 Acute Toxicity, other Routes

Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 164 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Renar k: mal e
Sour ce: Bayer AG Leverkusen
Test substance: Hydr ochl ori d
16- FEB- 1994 (65)
Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 246 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Renar k: femal e
Sour ce: Bayer AG Leverkusen
Test substance: Hydr ochl ori d
16- FEB- 1994 (65)
Type: LD50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 150 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (63)
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Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
Type: LD50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 179 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Renar k: mal e
Sour ce: Bayer AG Leverkusen
Test substance: Hydr ochl ori d
16- FEB- 1994 (65)
Type: LD50
Speci es: nouse
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue: = 113 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Renar k: femal e
Sour ce: Bayer AG Leverkusen
Test substance: Hydr ochl ori d
16- FEB- 1994 (65)
Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Route of admin.: s.c.
Val ue: = 1115 ng/ kg bw
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test subst ance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (66)
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Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
5.2 Corrosiveness and Irritation
5.2.1 Skin Irritation
Speci es: r abbi t
Concentrati on:
Exposur e:
Exposure Ti me: 24 hour (' s)
Nurber of

Ani mal s:
PDI I :
Resul t: not irritating
EC classificat.: not irritating
Met hod: other: no data

Year: GLP: yes
Test substance: no data
Remar k: on rabbit ear: Exposure Tine: 24 hr

[ Am Kani nchenohr; Einwirkzeit: 24 h

Sour ce: Bayer AG Leverkusen
08- OCT- 2001 (67)
Speci es: r abbi t
Concentrati on:
Exposur e:
Exposure Ti me:
Nurber of

Ani mal s:
PDI I :
Resul t: nmoderately irritating
EC classificat.:
Met hod: ot her: Patch- Test

Year : G.P: no data
Test substance: no data
Remar k: Exposure Time: 24 hr [Einwirkzeit: 24 h]
Sour ce: Bayer AG Leverkusen
08- OCT- 2001 (63)
Speci es: r abbi t
Concentrati on:
Exposur e:
Exposure Ti me:
Nurber of

Ani mal s:
PDI I :
Resul t: nmoderately irritating
EC classificat.: irritating
Met hod: Dr ai ze Test

Year : 1959 GLP: no
Test substance: as prescribed by 1.1 - 1.4
Sour ce: BASF AG Bayer AG Leverkusen
08- OCT- 2001 (57)

- 33/121 -



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

5.2.2 Eye Irritation

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:
Sour ce
08- OCT- 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:
Sour ce
16- FEB- 1994

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce
16- FEB- 1994

5.3 Sensitization

rabbit

24 hour (s)

highly irritating

ot her: kei ne Daten

G.P: no data
no data
Exposure Time: 24 hr [Einwirkzeit: 24 h]
Bayer AG Leverkusen

rabbit

slightly irritating

ot her: kei ne Daten
G.P: no data
no data
Chne Auswaschen, Cornea oberfl aechlich veraetzend
Bayer AG Leverkusen

rabbit

nmoderately irritating

not irritating

Drai ze Test

1959 G.P: no
as prescribed by 1.1 - 1.4

BASF AGBayer AG Leverkusen
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Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
5.4 Repeated Dose Toxicity
Speci es: r at Sex: mal e/fenmal e
Strain: Fi scher 344
Route of admin.: oral feed
Exposure period: 7 weeks
Frequency of
treat ment: daily
Post. obs.
peri od:
Doses: 1000 - 50000 ppm

Control G oup:
Met hod:

Year :

Test subst ance:

Renar k:
Resul t:

Sour ce:

Test subst ance:

Fl ag:
08- OCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:

Year :

Test subst ance:

Renar k:
Resul t:

Sour ce:

Test subst ance:

Fl ag:
08- OCT- 2001

no data specified
other: according to Giesenmer, Cueto (1980): IARC Sci. Publ
27, 259- 281

G.P: no data
other TS: o-toluidine, hydrocloride; purity not noted
5 ani mal s/ sex/group [5 Tiere/ Geschl echt/ G uppe]
In the highest dose group 4 males and 3 fenales died as a
consequence of retarded body weight gain (up to 58% . From
12500 ppm pignmentation in the kidneys, liver, and spleen
[In der hoechsten Dosisgruppe starben 4 mund 3 w,
dosi sabhaengi ge Ver zoegerung der Koer pergew cht sentw ckl ung
(bis zu 58 9%, ab 12500 ppm Pi gnenti erungen in Niere, Leber
und M1 z.]
Bayer AG Leverkusen
Hydr ochl ori d
Critical study for SIDS endpoi nt

(68) (69)

nouse Sex: male/femal e
B6C3F1
oral feed
7 weeks

dai |y

1000 - 50000 ppm
no data specified
other: according to Giesenmer, Cueto (1980): IARC Sci. Publ.
27, 259- 281
G.P: no data
other TS: o-toluidine, hydrocloride; purity not noted
5 animal s/ sex/group [5 Tierel/ Geschl echt/ G uppe]
Dose- dependent d3lay in body weight gain (up to 37%,
pi gment deposition in the spleen in the highest dose group.

[ Dosi sabhaengi ge Verzoegerung der Koer per gew cht sentw ckung
(bis zu 37 %, in der hoechsten Dosisgruppe
Pi gment abl agerungen in der M1l z.]
Bayer AG Leverkusen
Hydr ochl ori d
Critical study for SIDS endpoi nt
(68) (69) (70)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Renar k:

Resul t :

Sour ce:
Fl ag:
08- OCT- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

Sour ce:
16- FEB- 1994

r at Sex: nmal e/femal e
no data
der nmal

4 NMbnt hs

4 h/ day

8, 80 ng/ kg Kgw.
no data specified
ot her: kei ne Daten
G.P: no data
no data
Applied to 2/3 of the area of the tail skin.
[Auf 2/ 3 der Flaeche der Schwanzhaut appliziert; 15
Ti er e/ Geschl echt/ G uppe]
In the mal es of the highest dose group a reduction in the RNA
content of the testes honogenate and an increase in that of
the sertoli cells. 1In the females, a prolonged estrus and an
i ncreased nunber of corpora | utea.

[Bei den m der hohen Dosierung Verm nderung des RNA- Gehal tes
des Hodenhonogenat es und Vergroesserung der Sertoli-Zellen,
bei den w verlaengerte Cestrusphase und erhoehte Anzahl an
Cel bkoer pern. ]

Bayer AG Leverkusen

Critical study for SIDS endpoi nt
(71)

r at Sex: no data
no data
der mal
kei ne Angabe
jeden 2. Tag
0.5 % Loesung in Chloroform
no data specified
ot her: kei ne Daten

G.P: no data
no data

Haenor rhagi en i n der Bl ase, Vakuolisierung der
Epithel zel | en, papilloese Proliferation der Epithelzellen
der Bl ase.
Bayer AG Leverkusen
(72)
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Dat e: 08- OCT-2001

5. Toxicity I D: 95-53-4
Speci es: r at Sex: mal e
Strain: Fi scher 344
Route of admin.: oral unspecified
Exposure period: 5, 10, 20 days
Frequency of

treat ment: daily
Post. obs.

peri od:
Doses: 225 ny/ kg bw day
Control G oup: no data specified
Met hod: ot her: kei ne Daten

Year : G.P: no data

Test substance: no data

Resul t:

Sour ce:
11- AUG 2000

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

Sour ce:
16- FEB- 1994

Ver zoegert e Koer pergew cht szunahnme und erhoehte Mortalitaet,
fuer Erythrozytenschaedi gung typi sche O ganbefunde
(erhoehtes M I zgew cht sowi e Kongestion und extranedul | aere

Haemat opoese, renal e Haenosi derose, erhoehte
Knochenmar ksdi cht e) .
Bayer AG Leverkusen
(58) (73)
r at Sex: no data
no data
oral unspecified
91 Tage
taeglich
15 - 24 ng/ Tier (gesenkt wegen Toxizitaet auf 7.5 - 12
ng/ Ti er)

no data specified

ot her: kei ne Daten
G.P: no data
no data
Bei 3/10 Tieren Veraenderungen in der Micosa der Blase mt
Met apl asi en und begi nnender Epithel proliferation.
Bayer AG Leverkusen
(74)
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Dat e: 08- CCT-2001

5. Toxicity I D: 95-53-4
Speci es: r at Sex: no data
Strain: no data
Route of admin.: oral unspecified
Exposure period: 2.5 Monate
Frequency of
treat ment: taeglich
Post. obs.
peri od:
Doses: 35 ng/ kg Kgw./ Tag

Control G oup:
Met hod:

Year :
Test subst ance:
Resul t:

Sour ce:
16- FEB- 1994

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:

Sour ce:
18- APR- 1994

5.5 Genetic Toxici

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
11- AUG 2000

no data specified
ot her: kei ne Daten
G.P: no data
no data
Er hoeht e Met haenogl obi n-Bi | dung, Eryt hropeni e,
Ret i kul ozyt ose.
Bayer AG Leverkusen

r at Sex: male
W st ar

i.p.

3 consecutive days

once a day for 3 consecutive days

no

75 ng/ kg bw

no data specified

other: Determ nation of |ong netabol zi ng enzynes
G.P: no data

no data

i ncreased activity of AHHin liver, kidney and | ung;

(60)

i ncreased activity of NADPH cytochrone c reductase in liver.

Bayer AG Leverkusen

ty 'in Vitro'

Anmes test

Sal nonel I a typhi murium TA 98, TA 100, TA 1537, TA 1538,

46

wi th and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen
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(75)

G

(76)



5. Toxicity

Dat e: 08- CCT-2001

I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
11- AUG 2000
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
11- AUG 2000
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
05- CCT- 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
05- CCT- 2001

Ames test

Sal nonel I a typhi murium TA 97, TA 98, TA 100, TA 1535, TA 1537

wi th and wi t hout
positive
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

ot her: 8- Azaguani n- Resi st enz- Test (HGPRT-Lokus)

Sal nonel | a typhi murium

wi th and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

Anmes test

Escherichia coli W2, WP2uvrA, C 3076, D 3052

wi th and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

Cyt ogeneti c assay

Chi nese hamster ovary (CHO cells

with and wi t hout
negative
ot her
GLP: no data
no data
Bayer AG Leverkusen
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(77) (78)

(79)

(76)

(80) (81)



Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Cyt ogeneti c assay
Syst em of
testing: Chi nese hamster ovary (CHO cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
05- OCT- 2001 (82) (83)
Type: DNA darmage and repair assay
Syst em of
testing: primaere Ratten- und Hanst er hepat ocyt en
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
05- OCT- 2001 (84)
Type: DNA darmage and repair assay
Syst em of
testing: E. coli K-12 343/113 uvrB-/recA-, E. coli K-12 343/113
uvr b+/ r ecA+
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
05- OCT- 2001 (85)
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Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Ames test
Syst em of
testing: Sal monel I a typhi murium TA 98, TA 100
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (86)
Type: Ames test
Syst em of
testing: Sal nonel | a typhi murium
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (87) (88)
Type: Ames test
Syst em of
testing: Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA
1538
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (89)
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5. Toxicity

Dat e: 08- CCT-2001

I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
18- APR- 1994

Ames test

Sal monel I a typhi murium TA 100, TA 1535, TA 1537

with and wi t hout
negative
ot her
GLP: no data
no data
Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 98, TA 100

with and wi t hout
negative
ot her
G.P: no data
no data
Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 1538

with and wi t hout
negative
ot her
GP: no data
no data
Bayer AG Leverkusen

Anmes test

(90)

(91)

(92) (93)

Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537

with
negative
ot her
G.P: no data
no data
Bayer AG Leverkusen
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(94)



5. Toxicity

Dat e: 08- CCT-2001

I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
18- MAY- 1994

Ames test

Sal monel I a typhi murium TA 98, TA 100

with
positive
ot her

no data

GaP:

no data

positive only in presence of norharman

Bayer AG Leverkusen

Anmes test

Sal nonel | a typhi murium

wi th and wi t hout
negative
ot her

no data
Bayer AG Leverkusen

Anmes test

Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537

wi th and wi t hout
negative
ot her

no data
Bayer AG Leverkusen

GaP:

GP:
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no data

no data

(95)

(96)

(97)



5. Toxicity

Dat e: 08- CCT-2001

I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce:
03- MAY- 1994

Ames test

Sal monel I a typhi murium TA 97, TA 98, TA 100, TA 102

with and wi t hout
negative
ot her
GLP: no data
no data
Bayer AG Leverkusen

Anmes test

(98)

Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537

with
negative
ot her
G.P: no data
no data
Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 97, TA 98, TA 100, TA 104

with
anbi guous
ot her
G.P: no data
no data
positive in TA 100
Bayer AG Leverkusen
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(99) (100)

(101)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
03- MAY- 1994

Ames test

Sal nonel I a typhi murium TA 98, TA 100, TA 1537

with and wi t hout
positive
ot her
G.P: no data
other TS: Hydrochlorid
positive only w th norharman
Bayer AG Leverkusen

Anmes test

(102)

Sal nonel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA

1538

with and wi t hout
negative
ot her
GLP: no data
no data
Bayer AG Leverkusen

Anmes test

(103)

Sal nonel I a Typhi murium TA 98, TA 100, TA 1535, TA 1537, TA

1538

with and wi t hout
negative
ot her

G.P: no data
other TS:
Bayer AG

hydr ochl ori de
Lever kusen
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(104)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
16- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
16- FEB- 1994

Ames test

Sal nonel I a typhi murium TA 98, TA 100, TA 1537

with and wi t hout

negative

other: Ames, B.N et al. (1975): Mutat. Res. 31, 347-364
G.P: no data

other TS: Hydrochlorid

Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 98, TA 100

with
positive
ot her: kei ne Daten
G.P: no data
no data
Met abol i sche Aktivierung: S9-M x und Nor har man
Bayer AG Leverkusen

Anmes test

Sal monel | a typhi murium TA 97, TA 98, TA 100, TA 102

wi th and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen
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(105)

(106)

(107)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
16- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
16- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce
03- MAY- 1994

Ames test

Sal monel I a typhi murium TA 98, TA 100

wi th and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 102

wi th and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 98, TA 100

wi th and wi t hout
positive
other: urine nethod
G.P: no data
no data

posive result only with urine extract collected fromrats

gi ven 80 ng/ kg bw.
Bayer AG Leverkusen
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(108)

(109)

(110)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
03- MAY- 1994

Ames test

Sal nonel I a typhi murium (no further information)

no data

negative

ot her: urine nethode

G.P: no data

no data

Subst ance administered to rats, urine tested, abstract only
Bayer AG Leverkusen

(111) (112)

Anmes test

Sal nonel | a typhi murium TA 92, TA 98, TA 100, TA 1535, TA 1537,
TA 1538

wi th and wi t hout

negative
G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen
(113)
Ames test
Sal nonel | a typhi murium TA 100, TA 1535, TA 1537, TA 1538
with and wi t hout
negative
G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen
(114)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
03- MAY- 1994

Ames test

Sal nonel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA

1538

with and wi t hout
negative

G.P: no data
other TS:
Bayer AG

Hydr ochl ori d
Lever kusen

Anmes test

(115)

Sal nonel I a typhi murium TA 98, TA 100, TA 1353, TA 1537, TA

1538

with and wi t hout
negative

G.P: no data

no data
Bayer AG Leverkusen

Anmes test

(116)

Sal nonel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA

1538

W th
positive
GP: no data

other TS: Hydrochlorid
Bayer AG Leverkusen
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(117)



Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
Type: Ames test
Syst em of
testing: sal nonel | a typhi nurium TA 97, TA 98, TA 100, TA 1535

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c

activation: wi th and w t hout
Resul t: positive
Met hod:

Year : G.P: no data

Test substance: no data
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (118)
Type: Ames test
Syst em of

testing: Sal monel I a typhi murium TA 98, TA 100, TA 1535

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c

activation: with
Resul t: negative
Met hod:

Year : G.P: no data

Test substance: no data
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (119)
Type: Bacillus subtilis reconbinati on assay
Syst em of

testing: B. subtilis M45 Rec-

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c

activation: with and wi t hout
Resul t: positive
Met hod: ot her

Year : G.P: no data

Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (120) (121)
Type: Bacillus subtilis reconbinati on assay
Syst em of

testing: Bacillus subtilis H 17 rec+, M 45 rec-

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c
activation: with and wi t hout

Resul t: positive
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test subst ance: other TS
Sour ce: Bayer AG Leverkusen
Test substance: Hydr ochl ori d
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Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
16- FEB- 1994 (122)
Type: Bacterial forward nmutation assay
Syst em of
testing: Sal monel | a typhi murium BA 13, BA 9
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
18- APR- 1994 (123)
Type: Bacterial gene nutation assay
Syst em of
testing: E.coli rec-
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (120) (124)
Type: Bacterial gene nutation assay
Syst em of
testing: E. coli RecA-/Pol A-
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi thout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (120) (125)
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5. Toxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
03- MAY- 1994

Bacterial gene nutation assay

sal nonel | a typhi murium TA 98, TA
WP2uvr A( P)

with
positive
GLP:
other TS: Hydrochlorid
Bayer AG Leverkusen
Bacterial reverse nutation assay

Sal monel | a typhi murium TA 98, TA
Escherichia coli W2uvrA

wth
negative
ot her: Mt ascreen
GaP:

Bayer AG Leverkusen

Bacterial reverse nutation assay

Sal monel | a typhi murium TA 98, TA

wth
negative
ot her: Mt ascreen
GP:

other TS: Hydrochlorid
Bayer AG Leverkusen
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100; Escherichia Coli WP2,
no data
(126)
100, TA 1535, TA 1538,
no data
(127)
100; Escherichia coli WP2uvr A
no data
(128)



5. Toxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce:

03- MAY- 1994

Cyt ogeneti c assay

Chi nese hanst er

wi th and wi t hout

positive
ot her

no data

lung (CHL) fibroblast cells

Bayer AG Leverkusen

Cyt ogeneti c assay

Chi nese hamster ovary (CHO cells

wi th and wi t hout

negative
ot her

no data

Bayer AG Leverkusen

Cyt ogeneti c assay

Chi nese hanst er

no data
negative
ot her

no data

primary liver

GaP:

GaP:

GP:

mtosis and mtotic spindle
Bayer AG Leverkusen

53/ 121 -

no data

no data

(CHL-L) cells

no data

(80) (129)

(80) (130)

(131) (132)



Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Cyt ogeneti c assay
Syst em of
testing: RL 4 (Rattenl eber)
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (133)
Type: Cyt ogeneti c assay
Syst em of
testing: CH1-L (Fi broblasten)
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (134) (135)
Type: Cyt ogeneti c assay
Syst em of
testing: CHO Zel I en
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (136)
Type: Cyt ogeneti c assay
Syst em of
testing: CHO Zel I en
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: negative
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (136)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
16- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

16- FEB- 1994

DNA darmage and repair assay

primaere Hepatocyten (Mensch, Ratte)

no data
negative
ot her
G.P: no data
no data
Abstract of Congress Report
Bayer AG Leverkusen

(137)
DNA darmage and repair assay
Escherichia coli W3110, P 3478
no data
positive
ot her: kei ne Daten

G.P: no data

no data
Bayer AG Leverkusen

(138)
DNA darmage and repair assay
Escherichia coli polA
no data
positive
ot her: kei ne Daten

G.P: no data

other TS
Bayer AG Leverkusen
Hydr ochl ori d

(139)

- 55/121 -



5. Toxicity

Dat e: 08- CCT-2001

I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
03- MAY- 1994

Escherichia coli reverse nutati on assay

Escherichia coli W

with
negative
ot her
G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen

CGene mutation in Saccharonyces cerevisiae

Saccharomyces cervisiae D4

with and wi t hout
negative
ot her
G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen

CGene mutation in Saccharonyces cerevisiae

Strai n XVv185-14C

with and wi t hout
negative
ot her
G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen

Gene mutation in Saccharonyces cerevisiae

Strains D/ -144, Xv185-14C, RMb2

with and wi t hout
positive
ot her
G.P: no data
no data
Bayer AG Leverkusen
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(140)

(141) (142)

(143) (144) (145)

(146) (145)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce:
03- MAY- 1994

CGene mutation in Saccharonyces cerevisiae

Strai n C658-K42

wi th and wi t hout
positive
ot her
G.P: no data
no data
Bayer AG Leverkusen

CGene mutation in Saccharonyces cerevisiae

strain D7

with and wi t hout
negative
ot her

G.P: no data
no data
point rmutation, mtotic gene conversion,
Bayer AG Leverkusen

CGene mutation in Saccharonyces cerevisiae

strain D61-M D6

wi th and w t hout
positive
ot her
G.P: no data
no data
mtotic aneupl oi dy
Bayer AG Leverkusen
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(147)

mtotic segregation

(148)

(149)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
03- MAY- 1994

CGene mutation in Saccharonyces cerevisiae

strain D6

with and wi t hout
positive
ot her
G.P: no data
other TS: hydrochl oride
mtotic aneupl oi dy
Bayer AG Leverkusen

(150) (151) (152) (153)

Gene mutation in Saccharonyces cerevisiae

strain JD1

wi th and w t hout
positive

G.P: no data
other TS: hydrochl oride

Mtotic gene conversion
Bayer AG Leverkusen

Gene mutation in Saccharonyces cerevisiae

strain D61. M

no data
negative

G.P: no data

no data
Bayer AG Leverkusen
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(154)

(155)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
16- FEB- 1994

CGene mutation in Saccharonyces cerevisiae

strain D3

with and wi t hout
negative

G.P: no data

no data
Bayer AG Leverkusen

CGene mutation in Saccharonyces cerevisiae

strain D7
with
negative

G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen

HGPRT assay

Chi nese hanster V79

with and wi t hout
negative
ot her
GP: no data
no data
Bayer AG Leverkusen

HGPRT assay

V 79

with and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen
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(156) (157)

(150) (158)

(159) (160)

(161)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
16- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
16- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
18- MAY- 1994

HGPRT assay

CHO- Zel | en

no data
negative
ot her: kei ne Daten
G.P: no data

no data
Bayer AG Leverkusen

(162)
HGPRT assay
AHH- 1- Zel | en (Human- Zel | en)
no data
positive
ot her: kei ne Daten

G.P: no data

no data
Bayer AG Leverkusen

(163)

Manmal i an cel | gene nutation assay

Chi nese hanster V79 cells

with and wi t hout
positive
other: Fox, M (1975): Mutat. Res. 29, 449-466
G.P: no data
no data
Bayer AG Leverkusen
(159) (164) (165)

Manmal i an cel | gene nutation assay

Chi nese hanster V79 cells

with and wi t hout

negative

other: Kuroki, T. et al. (1977): Cancer Res.
G.P: no data

37, 1044-1050

no data

Bayer AG Leverkusen

(159) (166)
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5. Toxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
18- MAY- 1994

Mtotic reconbination in Saccharonyces cerevisiae

strain D61-M D6

wi th and wi t hout
negative
ot her

no data

mtotic crossing over,

Bayer AG Leverkusen

Mouse | ynphoma assay

L5178Y TK-/ TK+

wi th and wi t hout
negative
ot her

no data
Bayer AG Leverkusen
Mouse | ynphoma assay

L5178Y TK+/ TK+

wi th and wi t hout
positive
ot her

no data
Bayer AG Leverkusen

G.P: no data
poi nt rmutation

G.P: no data

G.P: no data

61/ 121 -

(149)

(159) (167)

(159) (168)



Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Mouse | ynphoma assay
Syst em of
testing: L5178Y TK-/ TK+
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
18- MAY- 1994 (169) (159)
Type: Mouse | ynphoma assay
Syst em of
testing: L5178Y TK-/ TK+
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi t hout
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (170) (171)
Type: Mouse | ynphoma assay
Syst em of
testing: L15178Y TK-/ TK+
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (159) (172) (173) (174)
Type: Mouse | ynphoma assay
Syst em of
testing: L5178Y TK+/ TK-
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: other: Cive, D, Spector, J.F.S. (1975): Mitat. Res. 31,
17-29
Year : G.P: no data
Test substance: no data

Sour ce:

Bayer AG Leverkusen
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

18- MAY- 1994

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
16- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:

Met hod:

Year :

Test subst ance:

Renar k:

Sour ce
18- APR- 1994

(159) (160)

Mouse | ynphoma assay

L5178Y TK-/ TK+

wi th and wi t hout
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

Mouse | ynphoma assay

L5178Y TK-/ TK+

no data
positive
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

Sal nonel | a typhi muriumreverse mutation assay

Sanonel [ a typhi nuri um TA 98

with
positive
other: Reddy, B.S. et al. (1974): J. Natl. Cancer Inst.
507-511
G.P: no data
no data

Addition of lithocholic acid inhibits the nutagenic
acitivity of o-toluidine
Bayer AG Leverkusen
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(175)

(176)

52,

(177)



Dat e: 08- CCT-2001

5. Toxicity I D: 95-53-4
Type: Sal nonel | a typhi muriumreverse mutation assay
Syst em of

testing: Sal monel I a typhi murium TA 98, TA 100

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c

activation: with and wi t hout
Resul t: positive
Met hod:

Year : G.P: no data

Test substance: no data
Remar k: positive only w th Norharmn
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (178) (179)
Type: Sal nonel | a typhi muriumreverse mutation assay
Syst em of

testing: Sal monel I a typhi murium TA 98, TA 100

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c

activation: with and wi t hout
Resul t: positive
Met hod:

Year : G.P: no data

Test substance: no data
Remar k: posi ve only wi th Norharman
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (180)
Type: Sister chromatid exchange assay
Syst em of

testing: Chi nese hamster ovary (CHO cells

Concentration:
Cyt ot oxi ¢ Conc. :

Met abol i c
activation: wi th and w t hout

Resul t: positive
Met hod: ot her

Year : G.P: no data
Test substance: other TS: Hydrochl oride
Sour ce: Bayer AG Leverkusen
18- MAY- 1994 (181) (182) (183)
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Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Sister chromatid exchange assay
Syst em of
testing: Chi nese hamster ovary (CHO cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
18- APR- 1994 (184)
Type: Sister chromatid exchange assay
Syst em of
testing: Chi nese hamster ovary (CHO cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
18- MAY- 1994 (80) (83)
Type: Sister chromatid exchange assay
Syst em of
testing: Chi nese hamster ovary (CHO cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
18- MAY- 1994 (80) (185)
Type: Sister chromatid exchange assay
Syst em of
testing: Lynphocyt es ( hunan)
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (186)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce

Test subst ance:

16- FEB- 1994

Sister chromatid exchange assay

Chi nese hamster ovary (CHO cells

no data
positive

other: Induction of SCE in CHO cells treated with plasma of

rats pretreated with o-Tol uidine
G.P: no data

no data

Bayer AG Leverkusen

Sister chromatid exchange assay

human | ynphocytes co-cultured with rat hepatocytes

wi th and w t hout
positive

other: Krishna, GJ.N and Qug, T. (1986): Teratogen.

Car ci nogen. Mutagen. 6, 321-330
G.P: no data

no data

Bayer AG Leverkusen

Sister chromatid exchange assay

CHO

no data
positive
ot her: kei ne Daten
G.P: no data

other TS
Bayer AG Leverkusen
Hydr ochl ori d
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(187)

(188)

(189)



Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Sister chromatid exchange assay
Syst em of
testing: RL 4 (Rattenl eber)
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (133)
Type: Sister chromatid exchange assay
Syst em of
testing: V 79
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (190)
Type: Unschedul ed DNA synt hesi s
Syst em of
testing: HeLa cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: other TS: Hydrochl oride
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (181) (191)
Type: Unschedul ed DNA synt hesi s
Syst em of
testing: HeLa S3 cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (192)
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Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Unschedul ed DNA synt hesi s
Syst em of
testing: pri maere Rattenhepat ocyten
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
18- APR- 1994 (193)
Type: Unschedul ed DNA synt hesi s
Syst em of
testing: HeLa S3 cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (194)
Type: Unschedul ed DNA synt hesi s
Syst em of
testing: rat hepatocytes
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (195)
Type: Unschedul ed DNA synt hesi s
Syst em of
testing: HeLa S3
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Remar k: Met abol i sche Aktivierung: nicht dosi sabhaengig
Sour ce: Bayer AG Leverkusen
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Dat e: 08- CCT-2001

5. Toxicity I D: 95-53-4

16- FEB- 1994 (196)
Type: Unschedul ed DNA synt hesi s
Syst em of

testing: primaere Ratten- und Hanster hepat ozyt en
Concentrati on:
Cyt ot oxi ¢ Conc.
Met abol i c

activation: no data

Resul t: positive
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (197)
Type: Unschedul ed DNA synt hesi s
Syst em of

testing: primaere Rattenhepat ozyten

Concentration:
Cyt ot oxi ¢ Conc.

Met abol i c
activation: no data

Resul t: negati ve
Met hod: ot her: kei ne Daten

Year:
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994
Type: Unschedul ed DNA synt hesi s
Syst em of

testing: rat hepatocytes

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Remar k
Sour ce
03- MAY- 1994

no data
positive
ot her: urine nethode

no data

Subst ance admi ni stered to rats,

Bayer AG Leverkusen
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urine tested, abstract only

(111) (112)



5. Toxicity

Dat e:

08- OCT- 2001

I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
16- FEB- 1994

Yeast Cytogenetic assay

Saccharomyces cerevisi ae PG 148, PG 154, PG 155, PG 166

with and wi t hout
negative
ot her
GLP:
other TS: Hydrochlorid
Bayer AG Leverkusen

Yeast Cytogenetic assay

strain 197/2d; strain rad3, radl8,

wi th and wi t hout

positive
GLP:
other TS: Hydrochlorid
Bayer AG Leverkusen
Yeast gene nutation assay
Schi zosacchar onyces ponbe P1
with and wi t hout
negative
other: Loprieno, N (1981): Prog.
GLP:
no data

Bayer AG Leverkusen

ot her: 6- Thi oguani n- Resi st enz- Test

V 79
wth
positive
ot her: kei ne Daten
GP:

no data
Bayer AG Leverkusen
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no data

(150) (198)

rad52, trp2
no data
(199) (200)
Mutt. Res. 1, 424,433
no data

( HGPRT- Lokus)

no data

(150) (201) (202)

(203)



5. Toxicity

Dat e:
I D: 95-53-4

08- OCT- 2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
03- MAY- 1994

ot her: 8- Azaguani n- Resi stenz-t est

Sal monel I a typhi murium TM 677

with
negative

G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen

ot her: DNA bi ndi ng

| eucocyt es (gui nea pig)

no data
positive
ot her
G.P: no data
no data
Bayer AG Leverkusen

ot her: DNA damage

Escherichia coli Pol A-/ Pol A+

wi th and wi t hout
negative
other: Slater,

EE et al. (1971):

G.P: no data
no data

Bayer AG Leverkusen

ot her: DNA damage

chi nese hanster fibroblas (V79) cells

with
negative
other: alkaline elution nethod
G.P: no data
no data

Bayer AG Leverkusen
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Cancer Res.

(204)

(205)

31, 970-973

(206)

(119)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
18- APR- 1994

ot her: DNA damage

Chi nese hamster ovary (CHO cells

with and wi t hout
positive
ot her: al kal i ne sucrose gradient
G.P: no data
no data
Bayer AG Leverkusen
(185)

other: DNA fragnentation

primaere Hepatocyten (human, rat)

no data
negative
ot her: al kaline elution technique

G.P: no data
no data
abstract only
Bayer AG Leverkusen

(207)

other: DNA single strand breaks

Chi nese hamster ovary (CHO cells

wi th and wi t hout
positive
ot her: al kaline sucrose sedi nenti on
G.P: no data
no data
Bayer AG Leverkusen
(208)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Sour ce:

ot her: DNA-singl e-strand break

Rat t enhepat ocyt en
319, 1063, 3190 ug/m in Ethanol

no data
positive
other: al kalische El ution
G.P: no data
other TS: solved in Ethanol
Bayer AG Leverkusen

(209)
ot her: Degranul ations test
postm t ochondrial supernatent (PM5) fromrat |iver
no data
negative
ot her
G.P: no data
no data
Bayer AG Leverkusen
(210)
other: Differential killing assay
Escherichia coli WP2, W67, CMVB71
with
negative
G.P: no data
other TS: Hydrochlorid
Bayer AG Leverkusen
(211)

ot her: Enhancenent of anchorage-i ndependent survi val

Rauscher | eukem a virus (RLV) infected Fischer rat-enbryo
(RIFRE) cells

no data
positive

G.P: no data
no data
Bayer AG Leverkusen
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Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
03- MAY- 1994 (212)
Type: ot her: Fluctuation test
Syst em of

testing: Sal monel I a typhi murium TA 98, TA 100
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c

activation: with
Resul t: anbi guous
Met hod: other: Geen, MH L. et al. (1977): Mutat. Res. 48, 287-294

Year : G.P: no data

Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
18- APR- 1994 (213)
Type: ot her: Human | ynphobl ast gene-|ocus mutation assay
Syst em of

testing: human | ynphobl asts TK6, AHH 1

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
15- APR- 1994

wi th and wi t hout
positive
ot her

no data
Bayer AG Leverkusen
ot her:

Aspergi |l | us ni dul ans

no data
negative
ot her

no data
Bayer AG Leverkusen

GP:

GaP:
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no data

no data

I nduction f gene mutation in A nidulans

(214) (215)

(216) (217)



5. Toxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
18- APR- 1994

ot her:

brown fat cells,

wi t hout
negative
ot her

no data
Bayer AG Leverkusen

ot her:

hanst er

GaP:

Mouse ki dney C3H2K cells

wi t hout
negative

other TS: Hydrochlorid

Bayer AG Leverkusen

ot her:

Human di pl oi d enbryonic lung fibroblasts (Iine MRC 5)

wi t hout
negative
ot her

no data
Bayer AG Leverkusen

ot her:

Chi nese hamster ovary (CHO cells

with and wi t hout
negative
ot her

no data
Bayer AG Leverkusen

Menbr ane damage

M cronucl eaus Test

GaP:

GP:

GP:
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invitro

I nhi bition of oxidative netabolism

no data

M/L assay (integration enhancenent test)

no data

no data

no data

(218) (219)

(220)

(221) (222)

(185)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
15- APR- 1994

other: M cronucleus assay in vitro

| ynphocyt es ( hunan)

wi th and w t hout
positive

G.P: no data

no data
Bayer AG Leverkusen

other: Mcrotiter fluctuation test

(223)

Escherichia coli W2uvrA, Sal monella typhimriumTA 98, TA

1535, TA 1537

wi th and wi t hout
anbi guous
ot her
G.P: no data
no data
Bayer AG Leverkusen

other: Mtotische Rekonbi nati on + Genkonver si on

Saccharomyces cerevisiae D 3

no data
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen

- 76/121 -

(224)

(225)



5. Toxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
16- FEB- 1994

ot her:

Saccharomnmyces cerevisiae D 7

no data
negative
ot her: kei ne Daten

no data
Bayer AG Leverkusen

ot her:

Saccharomyces cerevisiae XV 185-14

wi th and wi t hout
negative
ot her: kei ne Daten

no data
Bayer AG Leverkusen

ot her:

GaP:

GaP:

Saccharomyces cerevisiae JD 1

no data
negative
ot her: kei ne Daten

no data
Bayer AG Leverkusen

ot her:

GP:

Saccharomyces cerevisiae D61. M

no data
negative
ot her: kei ne Daten

no data
Bayer AG Leverkusen

GP:
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Mt oti sche Rekonbi nati on + Genkonver si on

no data

Mt oti sche Rekonbi nati on + CGenkonver si on

no data

Mt oti sche Rekonbi nati on + Genkonver si on

no data

M t oti sche Rekonbi nati on und Genkonversi on

no data

(226)

(227)

(228)

(229)



Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
Type: ot her: Reconbi nati on- Assay
Syst em of

testing: Escherichia coli
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c

activation: with
Resul t: positive
Met hod: ot her: kei ne Daten

Year : G.P: no data

Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (230)
Type: other: Zelltransformation
Syst em of

testing: Baby hanster kidney cells (BHK 21 C13/HRC 1)

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
15- APR- 1994

wi th and wi t hout
positive
ot her

other TS: Hydrochl oride
Bayer AG Leverkusen

other: Zelltransformation

BHK 21/ cl one

wi th and wi t hout
positive
ot her

other TS: Hydrochlorid

Bayer AG Leverkusen

other: Zelltransformation

Syrian hanster enbryo cells

wi t hout
positive
ot her

no data
Bayer AG Leverkusen

GaP:

GP:

GP:
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no data

no data

no data

(231) (232)

(181) (233)

(234)



Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: other: Zelltransformation
Syst em of
testing: BHK 21C13- Zel | en
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: other TS
Sour ce: Bayer AG Leverkusen
Test substance: Hydr ochl ori d
16- FEB- 1994 (235) (236)
Type: other: Zelltransformation
Syst em of
testing: SHE- Zel | en
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: positive
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (237)
Type: ot her: Zor ot est
Syst em of
testing: E. coli
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with
Resul t: negative
Met hod: other: bacterial assay, based on expression of gal genes under
control of |anbda prophage repressors
Year : G.P: no data
Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (120) (238)
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Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
Type: other: cell transformation assay
Syst em of

testing: Syrian hanster enbryo (SHE) cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c

activation: no data
Resul t: positive
Met hod: ot her

Year : G.P: no data

Test substance: other TS: Hydrochlorid
Sour ce: Bayer AG Leverkusen
18- APR- 1994 (239)
Type: other: cell transformation assay
Syst em of

testing: Bal b/ c- 3T3
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c

activation: with
Resul t: positive
Met hod: ot her

Year : G.P: no data

Test substance: no data
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (240) (241)
Type: other: cell transformation assay
Syst em of

testing: AKR | eukem a virus infected NIH Swi ss nouse enbryo

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
03- MAY- 1994

(AKH-NITH ME) cells

no data
positive
ot her

no data
Bayer AG Leverkusen

GP:
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no data

(242) (243)



5. Toxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
03- MAY- 1994

other: cell

Syrian hanster enbryo (SHE) cells

wi t hout
positive
ot her:
Casto, B.C. (1973):
no data

Bayer AG Leverkusen

ot her: cell

Progr.

transformati on assay

GP:

transformati on assay

Esp. Tunor

Res.
no data

enbryoni ¢ mouse fibroblasts (C3H 10T1/2 d one 8)

wi th and wi t hout

Adenovi rus (SA7) transformation assay as prescribed by
18, 166-198

(244)

33,

(245) (246) (247)

positive
other: Reznikoff, C. A et al. (9173): Cancer Res.
3231- 3238
G.P: no data
no data
Bayer AG Leverkusen
other: cell transformation assay
Chi nese hamster ovary (CHO cells
with and wi t hout
negative
G.P: no data
no data

Bayer AG Leverkusen

81/121 -

(159) (248)



5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:

Sour ce:
15- APR- 1994

other: inhibition of cell growth

Ascites sarconma B P8 cells

wi t hout
negative
ot her
G.P: no data
no data
Bayer AG Leverkusen

other: inhibition of netabolic activation

Chi nese hanster V79 cells

wi t hout
negative

G.P: no data
no data
Bayer AG Leverkusen

other: inhibition of nmetabolic cooperation

Chi nese hanster V79 cells
see renmarks

no data
positive
ot her
G.P: no data
no data

(221) (249)

(250) (251)

i nhibition of metabolic cooperation at concentration higher

than 0.5 nM
Bayer AG Leverkusen

- 82/121 -

(252)



5. Toxicity

Dat e: 08- OCT-

I D: 95-53-4

2001

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
18- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
15- APR- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce:

other: inhibition of nmetabolic cooperation

Chi nese hanster V79 cells

wi t hout
positive

no data
Bayer AG Leverkusen

GaP:

no data

(250) (253)

other: inhibition of nmetabolic cooperation assay

Chi nese hanster V79 cells

no data
positive
ot her

no data
Bayer AG Leverkusen

GaP:

no data

ot her: | anbda-i nduction assay (lysis)

E. coli

with
positive
ot her

other TS: Hydrochlorid

Bayer AG Leverkusen

other: see remark

GP:

Ar abi dopsis (Colunmbia wild type)

no data
positive
ot her

no data

type: Arabidopsis assay (Pflanze)

Bayer AG Leverkusen

GP:

83/ 121 -

no data

no data

(254) (255) (250)

(120) (256)



5. Toxicity

Dat e: 08- CCT-2001

I D: 95-53-4

15- APR- 1994

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
03- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Sour ce:
03- MAY- 1994

5.6 Genetic Toxici

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
05- CCT- 2001

ot her: t-RNA acceptance assay

different t-RNA preperations

no data

positive

ot her: Hradec, J.
GaP:

no data

Bayer AG Leverkusen

ot her: umu gene expression

(1988): Carcinogenesis 9, 837-842

no data

Sal nonel | a typhi murium TA 1535/ psk1002

wi th and w t hout
negati ve
ot her
GLP:
no data
Bayer AG Leverkusen

ty "in Vivo'

Cyt ogeneti c assay
nouse
B6C3F1
i.p.
single adm nistration
150, 300, 600 ng/ kg bw
negative
ot her

GLP:
other TS: hydrochl oride
Bayer AG Leverkusen
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no data

Sex: nmale

no data

(257) (258)

(259)

(260)

(261)



Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Type: Sister chromatid exchange assay
Speci es: Chi nese hanst er Sex: femal e
Strain: no data
Route of admin.: oral unspecified
Exposure period:
Doses: 100, 200, 300 ng/ kg Kgw.
Resul t: negative
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
05- OCT- 2001 (262)
Type: Sister chromatid exchange assay
Speci es: nouse Sex: mal e
Strain: B6C3F1
Route of admin.: i.p.
Exposure period: single admnistration
Doses: 150, 300, 600 ng/ kg bw
Resul t: positive
Met hod: ot her
Year : G.P: no data
Test substance: other TS: hydrochl oride
Sour ce: Bayer AG Leverkusen
05- OCT- 2001 (261)
Type: ot her: Drosophila reversion assay
Speci es: Dr osophi | a el anogast er Sex: mal e/fenmal e
Strain: ot her: stock: unstable zeste-white somatic eye col or
Route of admin.: other: oral feed of |arvae
Exposure period: 48 h
Doses: 10, 25, 50, 100 mM (ca. 1.1, 2.7, 5.4, 10.7 Q)
Resul t: negative
Met hod: ot her: Rasmuson et al. (1978): Miut. Res. 54, 33-38
Year : G.P: no data
Test substance: no data
Remar k: control : yes, concurrent vehicle
Resul t: negative
Sour ce: Bayer AG Leverkusen
05- OCT- 2001 (263) (264)
Type: Cyt ogeneti c assay
Speci es: hanst er Sex: no data
Strain: no data
Route of admin.: oral unspecified
Exposure period:
Doses: 100 - 300 ngy/ kg Kgw.
Resul t: negative
Met hod: ot her: keine Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
05- OCT- 2001 (72)
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Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
Type: Cyt ogeneti c assay
Speci es: nouse Sex: no data
Strain: no data
Route of admin.: i.p.
Exposure period:
Doses: 45 ng/ kg Kgw.
Resul t:
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Resul t: Positiv
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (72)
Type: Cyt ogeneti c assay
Speci es: nouse Sex: no data
Strain: ot her: Lacca
Route of admin.: other: injection (no further information)
Exposure period: 24 hours
Doses:
Resul t:
Met hod:
Year : G.P: no data
Test substance: no data
Resul t: positive
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (265)
Type: Drosophila SLRL test
Speci es: Dr osophi | a el anogast er Sex: no data
Strain: no data
Route of admin.: other: feeding (adults and |arves)
Exposure period: no data
Doses: no data
Resul t:
Met hod: ot her
Year : G.P: no data
Test substance: no data
Remar k: abstract only: several conpounds tested
Resul t: positive in larves; no further information
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (266)
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5. Toxicity

Dat e:

08- OCT- 2001
I D: 95-53-4

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Resul t:
Sour ce:
03- MAY- 1994

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Resul t:
Sour ce:
15- APR- 1994

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Resul t:
Sour ce:
15- APR- 1994

Drosophila SLRL test

Dr osophi | a el anogast er Sex: mal e/fenmal e
other: stock canton S
other: larval feeding
no data
no data
other: Valencia, R (1988): environ. Ml . Mitagen. 14, 245-251
G.P: no data
other TS: Hydrochlorid
control : yes, concurrent vehicle
negative
Bayer AG Leverkusen
(267)
I nhi bition of DNA-Synthesis
nouse Sex: no data
CBA
i.p.
15-30 % der LD50
ot her
G.P: no data
no data
positiv
Bayer AG Leverkusen
(268) (269) (270)
I nhi bition of DNA-Synthesis
nouse Sex: no data
no data
i.p.
15-30 % der LD50
ot her
G.P: no data
no data
negativ

Bayer AG Leverkusen
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Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
Type: M cr onucl eus assay
Speci es: nouse Sex: mal e
Strain: B6C3F1
Route of admin.: i.p.
Exposure period: single admnistration
Doses: 75, 150, 300 ng/ kg bw
Resul t:
Met hod: ot her

Year : G.P: no data
Test substance: other TS: hydrochl oride
Resul t: negative
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (261)
Type: M cr onucl eus assay
Speci es: nouse Sex: no data
Strain: no data
Route of admin.: i.p.
Exposure period:
Doses: 40, 80, 160, 169, 270, 338 ul/kg Kgw
Resul t:
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: other TS
Resul t: Negati v
Sour ce: Bayer AG Leverkusen
Test substance: Hydr ochl ori d
03- MAY- 1994 (271) (272) (273)
Type: M cr onucl eus assay
Speci es: ot her: Wassernol chl arve Sex: no data

(Eryt hrozyt en)

Strain: no data
Route of admin.: other: keine Daten
Exposure period:
Doses:
Resul t:
Met hod: ot her: keine Daten

Year : G.P: no data
Test substance: no data
Resul t: Positiv
Sour ce: Bayer AG Leverkusen
16- FEB- 1994
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Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
Type: Sister chromatid exchange assay
Speci es: nouse Sex: no data
Strain: Bal b/ c
Route of admin.: i.p.
Exposure period:
Doses: 45 ng/ kg Kgw.
Resul t:
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: no data
Resul t: Positiv
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (275)
Type: ot her: DNA Single-strand break
Speci es: nouse Sex: mal e
Strain: other: Swiss CD-1
Route of admin.: i.p.
Exposure period:
Doses: 100 ng/ kg Kgw.
Resul t:
Met hod: ot her: al kaliche Elution

Year : G.P: no data
Test substance: no data
Remar k: Leber- und N eren- DNA
Resul t: Positiv
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (276)
Type: ot her: DNA bi ndi ng
Speci es: r at Sex: mal e
Strain: Spr ague- Dawl ey
Route of admin.: gavage
Exposure period: single admnistration
Doses: 500 ng/ kg bw given in corn oil
Resul t:
Met hod: ot her

Year : G.P: no data
Test substance:
Resul t: positiv
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (277)
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Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
Type: ot her: DNA bi ndi ng
Speci es: r at Sex: mal e
Strain: Spr ague- Dawl ey
Route of admin.: i.p.
Exposure period: single admnistration
Doses: 10, 20, 50, 100 ng/ kg bw
Resul t:
Met hod: ot her: 32P post-1labelling

Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
15- APR- 1994 (278)
Type: ot her: Henmmung testikul aerer DNA- Synt hese
Speci es: nouse Sex: no data
Strain: no data
Route of admin.: oral unspecified
Exposure period:
Doses: 200 ny/ kg Kgw.
Resul t:
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: no data
Resul t: Positiv
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (279)
Type: ot her: Mouse-sperm abnormality- Test
Speci es: nouse Sex: mal e
Strain: no data
Route of admin.: i.p.
Exposure period: 5 Tage
Doses: 0.05 - 0.5 ng/kg/ Kgw. / Tag
Resul t:
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: other TS: Hydrochlorid
Resul t: Negati v
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (271) (280) (281)
Type: ot her: SMART- Test
Speci es: ot her: Drosophila Sex: no data
Strain: no data
Route of admin.: oral feed
Exposure period:
Doses:
Resul t:
Met hod: ot her: keine Daten

Year : G.P: no data
Test substance: no data
Resul t: Positiv (Fluegel)
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (264) (282)
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Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
Type: ot her: SMART- Test
Speci es: ot her: Drosophila Sex: no data
Strain: no data
Route of admin.: other: keine Daten
Exposure period:
Doses:
Resul t:
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: no data
Resul t: Posi tiv (Augenfaerbung)
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (283)
Type: other: Somatic reconbi nati on and nutation (SRV assay
Speci es: Dr osophi | a el anogast er Sex: mal e/fenmal e
Strain: other: stock: white coral somatic eye col or
Route of admin.: oral feed
Exposure period: 4 days
Doses: 2.0 - 8.0 mMM (ca. 215 - 864 ny
Resul t:
Met hod: ot her: Becker, HJ. (1966): Curr. Topics Devel op. Biol

1, 155-171

Year : G.P: no data
Test substance: no data
Remar k: control : yes, concurrent vehicle
Resul t: positive
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (284) (285)
Type: other: Sperm abnormalities
Speci es: nouse Sex: no data
Strain: ot her: Lacca
Route of admin.: other: injection (no further information)
Exposure period: 24 hours
Doses: 0.01 mol /kg, 0.1 mml/kg, 1 mvol/kg (ca. 1.08 ng/kg, 10.8

ng/ kg, 108 ng/ kg bw)

Resul t:
Met hod:

Year : G.P: no data
Test substance: no data
Resul t: positive
Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (265)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:

Year :
Test subst ance:
Resul t:
Sour ce:
15- APR- 1994

other: zeste-white (UZ) somatic nutation assay

Dr osophi | a el anogast er Sex: mal e/fenmal e
ot her: Drosophila nmel anogaster UZ stock

other: oral feed of |arvae

single adm nistration
0.5, 1.0, 2.0 nmMin Ethanol/Tween 80

5.7 Carcinogenicity

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:

Resul t:

Sour ce:
Test subst ance:
08- OCT- 2001

other: Rasmuson et al. (1984): Eye pignentation changes in
Dr osophi | a nmel anogaster in "Handbook of Mitagenicity" (Kil bey
et al eds), 603-613

G.P: no data
other TS: solved in 5 %ethanol/1 % Tween 80
positiv
Bayer AG Leverkusen

(286)

r at Sex: mal e
other: Charles River
oral feed
18 Mont hs
daily
6 Mont hs
0, 8000, 16000 ppm
yes
ot her: kei ne Daten

G.P: no data
other TS: o-toluidine; purity not noted

25 ani mal s/ sex/ group
Dosage resulted in a retarded body wei ght gain of >10% after 3
mont hs; at that tine [the dosage] was | owered by hal f.

[25 Tierel/ Guppe; Dosierung aufgrund ei ner verzoegerten
Koer per gewi cht sentw ckl ung von >10 % nach 3 Mnat en auf
jeweils die Hael fte gesenkt]

The | ower dose increased the incidence of subcutaneous

fi bromas and fibrosarcomas, transitional cell carcinonas of
t he bl adder and nultiple tunors (bl adder cancers, pituitary
and adrenal adenonas)

[ Dosi sabhaengi g er hoehte | nzi denzen an subkut anen Fi bronen
und Fi brosar konmen, Ueber gangszel | karzi nomen der Bl ase und
mul ti pl en Tunoren (Bl asenkar zi nome, Hypophysen- und
Nebenni er enadeon®) . |
Bayer AG Leverkusen
Hydr ochl ori d

(287) (288) (289) (290) (65)
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Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
Speci es: r at Sex: mal e/fenmal e
Strain: Fi scher 344
Route of admin.: oral feed
Exposure period: 104 Weeks
Frequency of
treat ment: daily
Post. obs.
peri od:
Doses: 0, 3000, 6000 ppm
Resul t:

Control G oup:
Met hod:
Year:

Test subst ance:

Remar k

Resul t :

Sour ce

Test subst ance:

08- OCT- 2001

yes
ot her: kei ne Daten

G.P: no data
other TS: o-toluidine; purity not noted
50 Ti ere/ Geschl echt/ Gruppe; Kontroll gruppe: 20 Tiere/
Geschl echt
The | ower dose retarded body wei ght gain and increased
nortalities in both sexes (all nales of the high dose group
were dead after 101 weeks); the | ower dose increased the
i nci dence of fibrosarconas, angi osarcomas, and osteosarconas
in the spleen and other organs (spleen sarconas are rare
tunmors in F344 rats), transitional cell carcinomas and
papi |l omas of the urinary bl adder, fibromas of the
subcut aneous tissues of the skin, fibroadenomas of the mammary
gl ands and nesot hel i omas in vari ous organs.

[ Dosi sabhaengi g verzoegerte Koerpergew cht szunahnme und
erhoehte Mrtalitaet bei beiden Geschlechtern (alle mder
hohen Dosi erung waren nach 101 Whchen tot), dosisabhaengig
erhoehte Inzidenzen an Fi brosarkonen, Angi osarkonen und
Ost eosarkomen in der M1z und anderen Organen (M I zsarkone
sind v. a. bei der F 344-Ratte seltene Tunoren),
Ueber gangszel | kar zi nomen und Papi | | onen der Harnbl ase,
Fi bronen des Subkut angewebes der Haut, Fi broadenonen der
Brust druese und Mesot helionmen in verschi edenen O ganen. ]
Bayer AG Leverkusen
Hydr ochl ori d

(291) (292) (69) (288)
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Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
Speci es: r at Sex: mal e
Strain: Fi scher 344
Route of admin.: oral feed
Exposure period: 73 Wchen
Frequency of
treat ment: taeglich
Post. obs.
peri od:
Doses: 0, 4000 ppm
Resul t:
Control G oup: yes

Met hod:
Year :

Test subst ance:

Renar k:
Resul t :

Sour ce:

Test subst ance:

03- MVAY- 1994

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treatnent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test subst ance:

Renar k:

Resul t:

Sour ce:

Test subst ance:

03- MVAY- 1994

ot her: kei ne Daten

G.P: no data
other TS
30 Tierel/ Guppe
Ver zoegert e Koer pergew cht szunahnme und erhoehte Mortalitaet
im2. Jahr, gering erhoehte Inzidenz an Bl asen- und
Lebertunoren (Bl ase 4/30, Leber 3/30), hohe Inzidenz an
Manmmat unoren (13/30, vor allem Fi broadenone), hohe | nzi denz
an Mesot hel i onmen, Sarkonen und M| zfibromen, 25/30 Tieren
wi esen Hautfibrone auf.
Bayer AG Leverkusen
Hydr ochl ori d

(293) (294)

nouse Sex: nmal e/femal e
Ch-1
oral feed

18 Monate
taeglich

3 Monate
0, 16000, 32000 ppm

yes
ot her: kei ne Daten

G.P: no data
other TS
25 Tierel Geschl echt/ Gruppe; aufgrund einer verzoegerten
Koer per gewi cht sentw ckl ung von >10 % nach 3 Mnat en auf
jeweils die Hael fte gesenkt
Si gni fi kant er dosi sabhaengi ger Anstieg von Gef aesstunoren
bei mw Tieren (Haemangi one, Haemangi osar kone) .
Bayer AG Leverkusen
Hydr ochl ori d

(288) (289) (294) (290) (65)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:

Resul t :

Sour ce:
Test subst ance:
03- MAY- 1994

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:
Resul t:
Sour ce:
16- FEB- 1994

nouse Sex: nmal e/femal e
B6C3F1
oral feed

102 - 103 Wchen

taeglich

0, 1000, 3000 ppm

yes
ot her: kei ne Daten

G.P: no data
other TS
50 Ti ere/ Geschl echt/ Gruppe; Kontroll gruppe: 20 Tiere/
Geschl echt

Dosi sabhaengi g verzoegerte Koer pergew cht szunahne, kei ne
signifikant erhoehte Mrtalitaet bei beiden Geschl echtern,
dosi sabhaengi g erhoehte | nzi denzen an hepat ozel | ul aeren
Kar zi nonen und Adenonen (w) und Haemangi osar konen al l er
Lokal i sationen (m.

Bayer AG Leverkusen

Hydr ochl ori d

(69) (288)
r at Sex: no data
no data
S.C.
85 Wochen
1mal / Wbche
0, 30 ng/Tier
yes
ot her: kei ne Daten

G.P: no data
no data
O mg: 75 Tiere; 30 ng: 50 Tiere
12/ 30 behandel ten Ti eren und 10/ 48 Kontrolltieren
entw ckel ten Tunpren
Bayer AG Leverkusen
(295)
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Dat e: 08- CCT-2001

5. Toxicity I D: 95-53-4
Speci es: r at Sex: mal e/fenmal e
Strain: Spr ague- Dawl ey
Route of admin.: s.c.
Exposure period: 24 Monate
Frequency of
treatnent: 1mal / Woche
Post. obs.
peri od:
Doses: 0, 25, 75 ng/ kg Kgw.
Resul t:

Control G oup:
Met hod:
Year:

Test subst ance:

Renar k:
Resul t :

Sour ce:
16- FEB- 1994

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Resul t:
Control G oup:
Met hod:
Year:

Test subst ance:

Renar k:
Resul t:

Sour ce:
16- FEB- 1994

yes
ot her: kei ne Daten
G.P: no data
no data
30 Tierel/ Geschl echt/ G uppe
Kein Ei nfluss auf Koerpergew cht oder Mortalitaet, bei den
m dosi sabhaengi g erhoehte | nzi denzen an malignen Tunoren an
der Einstichstelle.
Bayer AG Leverkusen

(66)
nouse Sex: no data
other: CC 57
S.C.
23 Wochen
1mal / Wbche
0, 5 ng/Tier
yes

ot her: kei ne Daten

G.P: no data
no data
Bei 0 ng: 195 Tiere; bei 5 ng: 75 Tiere
7/ 36 behandelte Tiere und 19/140 Kontrolltiere entw ckelten
Tunor en.
Bayer AG Leverkusen

(295)
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Date: 08-OCT- 2001

5. Toxicity ID: 95-53-4
Speci es: r abbi t Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 16 Monate
Frequency of

treat ment: 6mal / Wche
Post. obs.

peri od:
Doses: 1, 0.5 m
Resul t:
Control G oup: no data specified
Met hod: ot her: kei ne Daten

Year : G.P: no data
Test substance: no data
Remar k: 15 Tiere
Resul t: Erhoehte Mortalitaet, Blasenpapillonme bei Tieren, die
| aenger als 100 Tage | ebten.

Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (296) (294)
Speci es: Syrian hanster Sex: mal e/femal e
Strain: ot her: Gol dhamnst er
Route of admin.: s.c.
Exposure period: 53 Wchen
Frequency of

treat ment: 1mal / Woche
Post. obs.

peri od:
Doses: 0, 1.9 nmmol/ kg Kgw.
Resul t:
Control G oup: yes
Met hod: ot her: keine Daten

Year : G.P: no data
Test substance: no data
Remar k: 15 Ti ere/ Geschl echt/ G uppe
Resul t: Kei n Ei nfluss auf Koerpergew chtsentw cklung, keine
er hoeht e Tunori nzi denz.

Sour ce: Bayer AG Leverkusen
03- MAY- 1994 (297) (294)

97/ 121 -



Date: 08-OCT- 2001
5. Toxicity ID: 95-53-4
Speci es: gui nea pig Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 16 Monate
Frequency of
treat ment: 6mal / Wche
Post. obs.
peri od:
Doses: 1, 0.5 m
Resul t:
Control G oup: no data specified
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Remar k: 10 Tiere
Resul t: Die Tiere | ebten nicht | ange genug, um Tunoren zu
ent wi ckel n.
Sour ce: Bayer AG Leverkusen
16- FEB- 1994 (296)

5.8 Toxicity to Reproduction

Type:

Speci es:

Strain:

Route of admin.:
Exposure Peri od:
Frequency of

treat nent:
Durati on of test:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Renar k:

Resul t:

Sour ce:
08- OCT- 2001

r at Sex: nmal e/femal e
no data
der mal

4 Nbnt hs
4 h/ Day

8, 80 ng/ kg Kgw.
no data specified
ot her: kei ne Daten

G.P: no data
other TS: o-toluidine; purity not noted
Applied to 2.3 of the area of the tail
untreated ani mal s.

skin; mated with

[ Auf 2/ 3 der Flaeche der Schwanzhaut appliziert;
mt unbehandel ten Ti eren]

In the offspring of the high dose dans in 1, del ayed body
wei ght gain in first nonth and non-significant change in the
rel ati ve wei ghts of kidneys, ovaries, heart, and |ungs.

ver paart

[ Bei den Nachkonmen der hochdosierten Miuttertiere im
1. Lebensnonat verzoegerte Koerpergew cht sentw ckl ung und
geri ngf uegi ge Veraenderungen des rel ati ven Gewi chtes von
Ni eren, Ovarien, Herz und Lunge.]
Bayer AG Leverkusen
(71)

- 98/121 -



Dat e: 08- CCT-2001

5. Toxicity ID: 95-53-4
Type:

Speci es: nouse Sex: femal e
Strain: Bal b/ c

Route of admin.: s.c.

Exposure Peri od:
Frequency of
treat nent:

Dur ati on of test:
Doses:
Control G oup:
Met hod:

Year :
Test subst ance:
Renar k:

Resul t :

Sour ce:
15- APR- 1994

5.9 Devel opnent al

Speci es:
Strain:
Route of admin.:
Exposure period:

Frequency of
treat nent:

Durati on of test:
Doses:
Control G oup:
Met hod:

Year :
Test subst ance:
Resul t:

Sour ce:
08- OCT- 2001

waehrend der gesanten Schwanger schaft
alle 4 - 5 Tage

2 mg/ Tier
no data specified
ot her: kei ne Daten

G.P: no data
no data
Kurz vor der Geburt wurde enbryonal es N erengewebe ent nomen
und kultiviert.
In den Versuchskul turen kames i m Gegensatz zu den
Kontrol | kul turen zu ungl ei chnaessi gen Hyper pl asi en und
Her dwucher ungen.
Bayer AG Leverkusen

(298) (299)

Toxi city/ Teratogenicity

nouse Sex: femal e

Bal b/ c

S.C.

during the |last week of gestation [waehrend der |etzten Wche
der GCestation]

4 - 5nmal

2 mg/ Tier
no data specified
ot her: kei ne Daten

G.P: no data
no data
I ncreased tunor frwequency in the offspring
[ Erhoeht e Tunorfrequenz bei den Nachkomren]
Bayer AG Leverkusen

(300)

5.10 G her Rel evant Information

Type:
Renar k:

Sour ce:
15- APR- 1994

Met abol i sm
Ver abr ei chung ei ner LD50-Dosis von Toluidin (Isomer nicht
spezifiziert) an Versuchstiere (kei ne naeheren Angaben)
erniedrigt die Aktivitaet der Succi nat-Dehydrogenase um
circa 5 %
Bayer AG Leverkusen

(301)
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5. Toxicity

Dat e: 08- CCT-2001
I D: 95-53-4

Type:
Renar k:

Sour ce:
15- APR- 1994

Type:
Renar k:

Sour ce:
18- APR- 1994

Type:
Renar k:

Sour ce:
03- MAY- 1994

Type:
Renar k:

Sour ce:
03- MAY- 1994

Type:
Renar k:

Sour ce:
15- APR- 1994

Type:
Renar k:

Sour ce:
15- APR- 1994

Met abol i sm
Nach ei nmal i ger oral er Verabreichung von 50 ng/ kg KGW
14C- mar ki ert em o- Tol ui di n an maennl i chen Sprague- Dawl ey
Ratten werden 94.7 der Dosis mt dem U in ausgeschi eden.
Bayer AG Leverkusen
(302)

Met abol i sm
Ratte (Fischer 344), maennlich, 0.82 mol/kg KGN (ca. 88
ng(kg KGN, s.c.
W r kung: Ausschei dung von 0.02 - 0.18 %der Dosis imO0-6 h
Uin als N Hydroxy-o-tol uidin.
Bayer AG Leverkusen

(303)

Met abol i sm

Ratte (Sprague-Dawl ey), maennlich, 50 ng/kg bw s.c.

W r kung:

Nach 72 h waren 91% der Dosis mit demUin, 1,7%mt den
Faeces und 0,3% als CO2 ausgeschi eden. Haupnetabolit im
Urin: 4-Am no-mkresol (40% bzw. 10% als Sul fat und 3% bzw.
1% al s d ucor oni d)

Bayer AG Leverkusen

(304)
Met abol i sm
Ratte (Fischer), maennlich, 400 ng/kg bw s.c.
W r kung:

Nach 48 h waren 83.9% der Dosis mt demUin, 3.3%mnmt den
Faeces und 1.4%als CO2 ausgeschi eden. Haupnetabolit im
Urin: 4-Am no-mkresol und N Acetyl -4-ani no- mkresol (27. 8%
bzw. 8.5% als Sulfat und 32.6 bzw. 2.8% als d ucoronid)
Bayer AG Leverkusen

(305)
ot her
Ratte (Sprague-Dawl ey), maennlich, 50 ng/kg Kgw., p.o. bzw
10, 20, 40, 50, 100 ng/kg Kgw., i.p.
W r kung:

Nachwei s von Addukten mit Haenogl obin und Al bum n
(dosi sabhaengi ge Zunahne).
Bayer AG Leverkusen
(306) (307)

ot her
Met hyl substitution am Ring verringert die neuronuskul aere
W rkung von Anilinderivaten
Bayer AG Leverkusen
(308)
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Type:
Renar k:

Sour ce
18- MAY- 1994

Type:
Renar k:

Sour ce
18- APR- 1994

Type:
Renar k:

Sour ce
03- MAY- 1994

Type:
Renar k:

Sour ce
18- APR- 1994

Type:
Renar k:

Sour ce
16- FEB- 1994

Type:
Renar k:

Sour ce
03- MAY- 1994

Type:
Renar k:

Sour ce

ot her
Ver abrei chung von o-Toluidin mtt dem Futter an Al bi noratten
(kei ne naeheren Angaben) verursacht netapl astische
Ver aender ungen am Bl asenepi t hel
Bayer AG Leverkusen
(309) (294)

other: Binding characteristics
Ei nmalige s.c. Injektion von 10, 20, 40, 50 oder 100 ng
14C- o- Tol ui di n/ kg KGWin maennliche Sprague Dawl ey Ratten
und Gewi nnung des Serunms nach 2, 4, 8, 18, 24, 168, 336 oder
672 h. Maxi mal e Bi ndung von o-Tol uidin an Al bumin nach 4 h
(2.5 ng o-Tol/nmg Alb) und an Haenogl obin nach 24 h (3.7 ng
o- Tol ui di n/ ng/ Hb) .
Bayer AG Leverkusen
(310) (311) (312)

ot her: Biol ogi cal N-oxidation
Hund (kei ne naeheren Angaben), 111.1 ng o-Tol - HO / kg KGW
i.v., Einzeldosis, 4 Tiere
W r kung:
Met haenogl obi nbi | dung, kein Nachweis von N trosot ol uol
Bayer AG Leverkusen
(313)

ot her: Biotransformation
Ratte (Sprague Dawl ey), mmennlich, 10 bzw. 100 ng/ kg KW5
i.p. an 7 Tagen
Wrkung: erhoehte Aktivitaet von Cytochrom P-450,
Et hoxyr esor ufi n- O deet hyl ase, Et hoxycounmari n-O deet hyl ase
und Al drin Epoxi dase.
Bayer AG Leverkusen
(314)

ot her: Haenat ot oxi zi t aet
Kat ze, 27 ng/ kg Kgw., i.v.
W r kung:
Er hoeht e Met haenogl obi n-Bil dung (70.1 %
Bayer AG Leverkusen
(315)

ot her: Haenat ot oxi zi t aet
Kat ze, 1-80 ng/ kg KGW i.p.
W r kung:
er hoeht e Met haenogl obi nbi | dung (max. 7.4. g5/ Met-HB
Bayer AG Leverkusen
(316)

ot her: Henogl obi n bi ndi ng

After single oral dose of 0.6 mmol/kg (ca.=64.2 ny/kg)
o-toluidine to fenale Wstar rats and 1 mml/kg (ca.=107
ng/ kg) to femal e B6C3F1 mice by gavage a henogl obi n bi ndi ng
i ndex (HBI: mmol /ol Hb/dose (mol/kg)) of 4.0 in rats and
2.1 in mce was found.

Bayer AG Leverkusen
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Dat e: 08- CCT-2001
I D: 95-53-4

18- APR- 1994
Type:
Renar k:

Sour ce
18- MAY- 1994

Type:

Remar k

Sour ce
18- APR- 1994

Type:
Remar k

Sour ce
03- MAY- 1994

Type:
Remar k

Sour ce
18- APR- 1994

5.11 Experience w

Remar k

Sour ce
16- FEB- 1994

Remar k

Sour ce
16- FEB- 1994

(317)

ot her: Industion of Cytochrome P-448 activity using EROD as
nodel substrate
i.p. Injektion von je 50 ng
o- Tol ui di n- Hydrochl ori d/ kg KGN an drei Tagen in Wstar
Ratten fuehrt zu Erhoehung der EROD Aktivitaet in der Leber
Bayer AG Leverkusen

(318) (319) (320)

other: Inhibition of viral interferon induction in mammualian
cell cultures
o- Tol ui di ne shows no effect on induction of interferon by
i nfluenza virus (Ao/ PR/ 8/34) in Rhesus nonkey ki dney
(LLCG-MK2) cells. Test done with and wi thout netabolic
activation.
Bayer AG Leverkusen
(321)

ot her: henogl obi n bi ndi ng
Ratte (Wstar), weiblich, 0.5 mol/kg (ca. 54 ng/kg),
Schl undsonde, Ei nzel dosi s
W r kung:
HBI: 4.0; HBI: (mmol conpound/ ol e Hb)/(muol conpound/ kg bw)
Bayer AG Leverkusen
(322)

other: internal respiration of brain tissue
Single s.c.-adm nistration of 8. 95 mwl o-toluidine to nmale
and female Wstar rats resulted in |lower activity of
cerebral succi nat edehydrogenase; no changes in interna
respiration of brain tissue or cerebral cyctochroneoxi dase
Bayer AG Leverkusen

(323)

th Human Exposure

Positive Reaktion im Epi kutantest bei 25 %der primer durch
PPD ( p- Phenyl endi ani n) sensibilisierten Personen
(G uppensensi bi | i si erung).
Bayer AG Leverkusen
(324)

Es wurde eine statistisch signifikante Zunahne der I nzidenz
an Bl asenkrebs festgestellt bei 1749 in einer chem schen
Fabri k (USA) beschaeftigten Arbeitern, die gegen o-Tol uidin
und Anilin exponiert waren. In einer Untergruppe von 708
ei ndeuti g exponierten Arbeitern gab es 7 Faelle von
Bl asenkrebs (erwartet wurde 1 Fall).
Bayer AG Leverkusen

(325)
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Remar k

Sour ce
16- FEB- 1994

Remar k

Sour ce
18- MAY- 1994

Remar k

Sour ce
18- MAY- 1994

Remar k

Sour ce
03- MAY- 1994

Remar k

Sour ce
03- MAY- 1994

Remar k

Sour ce

Test subst ance:

03- MAY- 1994

Remar k

Sour ce

Test subst ance:

03- MVAY- 1994

Met haenogl obi nbi | dung bei ei nem Schl osser nach
akzidentieller |okaler Ei nwrkung von o-Tol uidin be
Repar at urarbeiten. Unter Behandl ung mt Tol uoni unchlorid
ging der initiale Methaenogl obi nwert von 39.7 %auf 2.6 %
zur ueck.

BASF AGBayer AG Leverkusen

(326)
Unt er suchung ei ner nach Rauchern und N cht-Rauchern
ausgewaehl t en Turiner Bevoel kerungsgruppe zei gt eine
erhoehte Bil dung von Haenogl obi n- Addukt en bei Rauchern
Bayer AG Leverkusen

(327)

Nachwei s und quantitative Bestinmung von o-Toluidin imUrin
von Rauchern (6.3 ug/24 h , n=16) und N chtrauchern (4.1
ug/ 24 h, n=12).
Bayer AG Leverkusen
(328) (329)

Re- Anal yse der Untersuchungser gebni sse von Bryant et al
fuehrt zu einer Korrelation der unterschiedlichen
Haenol gl obi n- Bi ndung nmit individuellen

St of f wechsel unt er schi eden

Bayer AG Leverkusen

(330)
Bei Rauchern wurde eine | eichte Tendenz zu hoeheren
Haenogl obi n- Addukt - Wert en beobachtet; keine strenge
Assozi ati on zwi schen Raucher- St atus und
Haenogl obi n- Addukt - bi | dung.
Bayer AG Leverkusen

(331)

Bei einer Gruppe von 35 maennlichen Arbeitern, die zw schen
1924 und 1953 in der Produktion von 4-Chlor-o-toluidin aus
o- Tol ui di n beschaefti gt waren, wurden kei ne Bl asent unoren
gef unden.
Bayer AG Leverkusen
no data
(332)

Bei der zytoskopi schen Untersuchung an 75 von 81
Beschaeftigten in der ofp-Tol ui di n-Produktion
(Raum uft - Konzentration: 0.7-28.6 ng/mu) wurden 2 Faelle von
Bl asenpapi | | omen und nehrere Faell e von Veraenderungen der
Bl asenmuscua gefunden
Bayer AG Leverkusen
no data
(333)
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Remar k

Sour ce

Test subst ance:

03- MAY- 1994

Remar k

Sour ce

Test subst ance:

03- MVAY- 1994

Remar k

Sour ce

Test subst ance:

03- MVAY- 1994

Bei einer Studie an Arbeitern in der farbstoffindustrie
(Italien) wurden bei einer untergruppe von 53
Beschaeftigten, die gegenueber ei nemgeni sch aus Tol uol
o-Nitrotoluol, o-Toluidin und
4, 4! -Methyl en-bi s(2-methylanilin exponiert waren, 5
Todesfaell e in Fol ge von Bl asenkrebs registriert.
Bayer AG Leverkusen
no data

(334)

Exposi ti on gegenueber o-Toluidin in einer Konzentration von
40 ppm (176 nmg/ mu) ueber 60 M nuten fuehrt zu schweren
Ver gi ft ungser schei nungen, 10 ppm (44 ng/ nmu) rufen
Krankhei t ssynpt ome hervor und | angfristige Exposition
gegenueber 5 ppm (22ng/ mu) verursacht Unwohl sei n.
Bayer AG Leverkusen
no data

(335)

Zwi schen 1905- 1935 wurde bei Arbeitern, die in einer
chem schen Fabri k (Deutschl and) gegenueber o-Tol uidin und
Anilin exponiert waren, 11 Faelle von Bl asenkrebs
beobacht et .
Bayer AG Leverkusen
no data
(336)
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Dat e:
1. GCeneral Information I D

25- SEP- 2001
108-44-1

1.0.1 CECD and Conpany I nfornmation

Name: Bayer AG

Town: 51368 Lever kusen
Country: Cer many

Nane: H ckson & Wl ch Ltd
Street: Wel don Road

Town: WF10 2JT Castl eford
Country: United Ki ngdom
Nare: RHONE- POULENC AGRO
Street: 14-20 RUE Pl ERRE BAI ZET
Town: 69263 LYON

Country: France

Phone: 33(0) 472852525

Tel ef ax: 33(0) 472852799

Tel ex: 310098 F RHONE
Cedex: 09

Narre: YORKSHI RE CHEM CALS pl ¢
Street: 27 Kl RKSTALL ROAD
Town: LS31LL LEEDS
Country: United Ki ngdom
Phone: 0113 244 3111

Tel ef ax: 0113 242 1670

Tel ex: 55366

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

1.1 General Substance |nformation

Subst ance type: organi c
Physi cal status: liquid

1.1.0 Details on Tenpl ate

1.1.1 Spectra
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Dat e: 25- SEP-2001
1. General Information ID: 108-44-1
1.2 Synonyns
1- AM NO- 3- METHYLBENZENE
Sour ce: Bayer AG Leverkusen
3- AM NO- 1- METHYLBENZENE
Sour ce: Bayer AG Leverkusen
3- AM NO- 1- METHYLBENZOL
Sour ce: Bayer AG Leverkusen
3- AM NOPHENYLMETHAN
Sour ce: Bayer AG Leverkusen
3- AM NOPHENYLMETHANE
Sour ce: Bayer AG Leverkusen
3- AM NOTOLUEN
Sour ce: Bayer AG Leverkusen
3- AM NOTOLUENE
Sour ce: YORKSHI RE CHEM CALS plc LEEDS
Bayer AG Leverkusen
3- Ami not ol uene, 3-Met hyl ani line.
Sour ce: H ckson & Welch Ltd. Castleford
3- AM NOTOLUCOL
Sour ce: Bayer AG Leverkusen
3- METHYLANI LI N
Sour ce: Bayer AG Leverkusen
3- METHYLANI LI NE
Sour ce: YORKSHI RE CHEM CALS plc LEEDS
3- METHYLBENZENAM NE
Sour ce: YORKSHI RE CHEM CALS plc LEEDS
3- METHYLBENZOLAM N
Sour ce: Bayer AG Leverkusen
3-TOLUI DI NE
Sour ce: YORKSHI RE CHEM CALS plc LEEDS
Bayer AG Leverkusen

BENZENAM NE, 3- METHYL-

Sour ce: Bayer AG
M AM NOTOLUENE

Sour ce: Bayer AG
M AM NOTOLUCL

Sour ce: Bayer AG

Lever kusen

Lever kusen

Lever kusen
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1. Ceneral

I nf or mati on

Dat e: 25- SEP-2001
I D 108-44-1

M METHYLAN! LI NE
Sour ce:

M TOLUI DI N
Sour ce:

M TOLUI DI NE
Sour ce:

m Tol yl anmi ne
Sour ce:

M TOLYLAM NE
Sour ce:

1.3 Inpurities

1.4 Additives

1.5 Quantity

Quantity

1.6.1 Labelling

Label | i ng:
Synbol s:

Not a:

Specific limts:

R- Phr ases:

S- Phr ases:

Bayer AG Leverkusen

Bayer AG Leverkusen

Bayer AG Leverkusen

RHONE- POULENC AGRO LYON

Bayer AG Leverkusen

5 000 - 10 000 tonnes

as in Directive 67/548/ EEC

T
N

C

other RM H

no data

(23/24/25) Toxic by inhalation, in contact with skin and if
swal | owed

(33) Danger of cunulative effects

(50) Very toxic to aquatic organi sms

(1/2) Keep |locked up and out of reach of children

(28) After contact with skin, wash imediately with plenty of
(36/37) Wear suitable protective clothing and gl oves

(45) In case of accident or if you feel unwell, seek nedical

advice i Mmedi ately (show the | abel where possible)
(61) Avoid release to the environnent. Refer to speci al
instructions/Safety data sets
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1. GCeneral Information

Dat e: 25- SEP-2001
I D 108-44-1

1.6.2 Cassification

Cl assification
O ass of danger
R- Phr ases:

Cl assification
O ass of danger
R- Phr ases:

Cl assification
O ass of danger
R- Phr ases:

1.7 Use Pattern

Type:
Cat egory:

Type:
Cat egory:

Type:
Cat egory:

Type:
Cat egory:

as in Directive 67/548/ EEC
dangerous for the environnent
(50) Very toxic to aquatic organi sms

as in Directive 67/548/ EEC

t oxi c

(23/24/25) Toxic by inhalation, in contact with skin and if

swal | oned

as in Directive 67/548/ EEC

(33) Danger of cunulative effects

type
Non di spersive use

type

Use in closed system

i ndustri al
Chemical industry:

use
I nt er nredi at es

1.7.1 Technol ogy Production/ Use

1.8 Cccupati ona

Type of limt:
Limt val ue:

Remar k

Sour ce

used in synthesis

Exposure Limt Val ues

No Qccupational Exposure Limt assigned.
H ckson & Welch Ltd. Castleford

1.9 Source of Exposure

Remar k

Sour ce

Substance is used as an internediate in the production of
agrocheni cal s and dyestuffs.
H ckson & Welch Ltd. Castleford

1.10.1 Recommendati ons/ Precauti onary Measures

- 4/ 48 -



Dat e: 25- SEP-2001
1. GCeneral Information ID: 108-44-1

[

. 10. 2 Enmergency Measures

[

.11 Packagi ng

1.12 Possib. of Rendering Subst. Harn ess

1. 13 Statenents Concerning Waste

1.14.1 Water Pollution

O assified by: KBwWS ( DE)
Label | ed by: KBwWS ( DE)
G ass of danger: 2 (water polluting)
Sour ce: Bayer AG Leverkusen

1.14.2 Major Accident Hazards

Legi sl ati on: St oerfal |l verordnung ( DE)
Subst ance | i sted:

Remar k: 4C

Sour ce: Bayer AG Leverkusen

1.14.3 Air Pollution

O assified by: ot her: Hoechst AG

Label | ed by:

Nunber : 3.1.7 (organic substances)
O ass of danger: 11

Remar k: no classification

Sour ce: Bayer AG Leverkusen

Bayer AG Leverkusen

1. 15 Additional Remarks

Remar k: Subst ance is packed in road tankers and 200 litre stee
druns.
Sour ce: H ckson & Welch Ltd. Castleford

1.16 Last Literature Search

1.17 Revi ews

- 5/48 -



Dat e: 25- SEP-2001
1. GCeneral Information ID: 108-44-1

1.18 Listings e.g. Chemical Inventories
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Dat e:
2. Physico-chem cal Data | D

25- SEP- 2001
108-44-1

2.1 Melting Point

Val ue:
Sour ce:

Val ue:
Sour ce:

Val ue:
Sour ce:

Val ue:
Sour ce:

2.2 Boiling Point

Val ue:
Sour ce:

Val ue:
Sour ce:

Val ue:
Sour ce:

Val ue:
Sour ce:

2.3 Density

Type:
Val ue:
Sour ce:

Type:
Val ue:
Sour ce:

2.3.1 Ganul onetry

= -50.5 degree C
RHONE- POULENC AGRO LYON

= -32 degree C
Bayer AG Leverkusen

= -31.5 degree C
Bayer AG Leverkusen

ca. -30 degree C
Bayer AG Leverkusen

= 203 degree C
Bayer AG Leverkusen

= 203. 3 degree C
RHONE- POULENC AGRO LYON

= 203.4 degree C at 1013 hPa
Bayer AG Leverkusen

ca. 204 degree C at 1013 hPa
Bayer AG Leverkusen

density
ca. .988 g/cnB at 20 degree C
Bayer AG Leverkusen

rel ative density
= .989 at 20 degree C
RHONE- POULENC AGRO LYON

- 7148 -

(1)

(2)

(3)

(1)

(4)

(3)

(3)



2. Physico-chem cal Data

Dat e: 25- SEP-2001
I D 108-44-1

2.4 Vapour

Val ue:
Renar k:

Sour ce:
Val ue:
Sour ce:

Val ue:
Sour ce:

Pressure

= .3 hPa at 20 degree C

cal cul ati on Bayer AG based on
Chemi stry and Physics

Bayer AG Leverkusen

= .37 hPa at 20 degree C
RHONE- POULENC AGRO LYON

= .36 hPa at 25 degree C
Bayer AG Leverkusen

2.5 Partition Coefficient

| og Pow.

Met hod:
Year :

Sour ce:

| og Pow.

Met hod:
Year :

Sour ce:

| og Pow.
Met hod:

Year :
Sour ce:

| og Pow.

Met hod:
Year :

Sour ce:

| og Pow.
Met hod:

Year :
Sour ce:

| og Pow.

Met hod:
Year :

Sour ce:

=14

RHONE- POULENC AGRO LYON

=14

data from Weast, Handbook of

(3)

(4)

ot her (neasured): Fl ask- Shaki ng-Met hod

Bayer AG Leverkusen

= 1.42

(5)

ot her (neasured): experinmentally determ ned according to

Fujita et al. (1964)

Bayer AG Leverkusen

= 1.54

ot her (cal cul ated): cal cul ated
Bayer AG Leverkusen

= 1.56

ot her (cal cul ated): cal cul ated
program

Bayer AG Leverkusen

= 1.64

ot her (cal cul ated): cal cul ated

Bayer AG Leverkusen

- 8/48 -

(6)

accordi ng to Rekker (1977)

(7)

using the Med-Chem C log P

(8)

usi ng the Genstat program

(8)



Dat e: 25- SEP-2001
2. Physico-chem cal Data ID: 108-44-1

2.6.1 Water Solubility

Val ue: = 12 g/l at 20 degree C
Sour ce: Bayer AG Leverkusen
(9)
Val ue: = 17 g/l at 25 degree C
Sour ce: Bayer AG Leverkusen
(10)
2.6.2 Surface Tension
2.7 Flash Point
Val ue: = 86 degree C
Type:
Met hod:
Year :
Sour ce: RHONE- POULENC AGRO LYON
Val ue: ca. 90 degree C
Type: cl osed cup
Met hod: other: DIN 51758
Year :
Sour ce: Bayer AG Leverkusen
(3)
2.8 Auto Flammability
Val ue: = 481 degree C
Sour ce: RHONE- POULENC AGRO LYON
Val ue:
Met hod: other: DIN 51794
Remar k: Ignition tenperature: not bel ow 500 degree C
Sour ce: Bayer AG Leverkusen
(3)
2.9 Flanmability
Resul t: fl amrabl e
Remar k: Production risk of carbon oxide and nitrogen oxide in snokes
Sour ce: RHONE- POULENC AGRO LYON

2.10 Expl osive Properties

- 9/48 -



Dat e: 25- SEP-2001

2. Physico-chem cal Data ID: 108-44-1

2.11 Xidizing Properties

2.12 Additional

Renar k:
Sour ce:

Renar k:
Sour ce:

Renar k:

Sour ce:

Renar k:
Sour ce:

Renar k:

Sour ce:

Renar ks

Corrosive to alum niumand all oys
RHONE- POULENC AGRO LYON

Air saturation at 20 degree C = 1318 ng mtol ui di ne/ n8.
Bayer AG Leverkusen

(11)
Negative logarithm of ionization constant of protonated
base (pkBHt): 4.73 at 25 degree C, in aqueous HC
Bayer AG Leverkusen

(4)
pKa = 4.70
Bayer AG Leverkusen

(10)

Henry's | aw constant = 0.27 Pa x nB x nol -1,

cal cul ated according to the foll owi ng equation:

vapour pressure at 20 degree C (30 Pa) x nol ecul ar wei ght
(107.16 g/ nol) divided by water solubility (12000 g/ nB)
Bayer AG Leverkusen

- 10/48 -



Dat e: 25- SEP-2001
3. Environnmental Fate and Pat hways ID: 108-44-1

3. 1.1 Phot odegradati on

Type:
Met hod:
Year : GLP:
Test substance:
Remar k: Phot ochem cal degradati on:
cal cul ated according to Atkinson (1985)
KOH = 2.2 x 10E-10 cnB/nol ecules x s
t1/2= 105.12 minutes, assumng a nmean OH radi cal
concentration of 5 x 10E5 nol ecul es/cnB
Sour ce: Bayer AG Leverkusen
(12)
3.1.2 Stability in Water
3.1.3 Stability in Soil
3.2 Monitoring Data (Environnent)
3.3.1 Transport between Environnmental Conpartnents
3.3.2 Distribution
3.4 Mode of Degradation in Actual Use
3.5 Bi odegradation
Type: aer obi c
| nocul um activated sl udge
Concentrati on: 8.4 ng/l related to COD (Chem cal Oxygen Demand)
Degr adat i on: 63 % after 28 day
Met hod: CECD Guide-line 301 D "Ready Biodegradability: C osed Bottle
Test™
Year : GLP:
Test substance: other TS: m Tol ui dine D, CAS-No. 25640-74-8
Remar k: degradati on was neasured as COD (CSB);
degradation was 64 % after 21 days
Sour ce: Bayer AG Leverkusen
(13)

- 11/48 -



3.  Environnental

Dat e: 25- SEP-2001

Fat e and Pat hways ID: 108-44-1

Type:

| nocul um
Concentration:
Degr adat i on:
Met hod:

Year :
Test subst ance:
Remar k

Sour ce

Type:

| nocul um
Concentration:
Degr adat i on:
Met hod:

Year :
Test subst ance:
Remar k
Sour ce

Type:
| nocul um

Concentration:
Degr adat i on:
Met hod:

Year :
Test subst ance:
Remar k

Sour ce

aerobi c

ot her bacteria: mainly secondary effl uent

20 ng/l related to DOC (Dissolved Organic Carbon)
64 - 84 %after 28 day

OECD Guideline 301 E
| SO 7824 (1984)

ot her: Modified CECD Screeni ng Test
adopted 12 May 81, Directive 84/449/ EEC, C. 3;
(precursor)

GLP:

degradati on neasured as DOC decr ease,
2 parallels (64 and 84 % degradation
recovery = 57 % DOC in a separate test
Bayer AG Leverkusen

respectively);

(14)
aerobi c
activated sludge, adapted
200 ng/l related to COD (Chem cal Oxygen Demand)
97.7 % after 5 day
other: The test was performed in a batch system inocul um
concentration: 100 ng dry weight/I, 20 days adaptation
GLP:
degradati on was neasured as COD decrease
Bayer AG Leverkusen
(15)
aerobi c
ot her: sludge sanples fromdifferent sewage plants, rivers,

bays and a | ake
100 ng/l related to Test substance
0 - 1 %after 28 day
ot her: see remarks
G.P: no data

Met hod:
"Bi odegradation test of chem cal substance by nicroorgani sns
etc.” stipulated in the Order Prescribing the Itens of the
Test Relating to the New Chem cal Substance (1974, O der of
the Prime Mnister, Mnister of Health and Welfare, the MTI
No. 1). This guideline corresponds to "301C, Ready Bi ode-
gradability: Mdified MTI Test |I" stipulated in the CECD
Qui delines for Testing of Chemicals (May 12, 1981).
sl udge conc.: 30 ng/l
degradati on was nmeasured as BOD
Bayer AG Leverkusen

(16)

- 12/48 -



Dat e: 25- SEP-2001

3. Environnmental Fate and Pat hways ID: 108-44-1

Type:

| nocul um ot her bacteria: soil mcroorgani sns, adapted

Concentrati on: 6.3 ng/l related to Test substance

Degr adat i on: 68 % after 56 day

Met hod: ot her: A nodel wastewater was used as test substance, the

bi omass concentration in the sand reactor was 3.1 g/,
dilution rate during the 6-8 week experinent was 0.45 per
hour. No further data avail able.

Year : GaP:
Test subst ance:
Renar k: sand was used as a biofilmcarrier

degradati on was neasured as di sappearance of test substance
(initial DOC concentration: 500 ng/l)

Sour ce: Bayer AG Leverkusen
(17)
Type:
| nocul um ot her bacteria: soil mcroorgani sns
Concentrati on: 25 ng/l related to Test substance
Degr adat i on: 100 % after 8 day
Met hod: ot her: Decrease of absorption was nmeasured at 275 nm
Year : GLP:
Test substance:
Remar k: soi | mcroorgani sns i n aqueous mnedi um
Sour ce: Bayer AG Leverkusen
(18)
3.6 BOD5, COD or BOD5/COD Ratio
Remar k: ThOD: 2538 ny/g
COD : 2545 ng/g
Sour ce: Bayer AG Leverkusen
(13)

3.7 Bi oaccumnul ati on

3.8 Additional Remarks

- 13/48 -



4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
LC100:
LC10 :
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce

static
Brachydanio rerio
96 hour (s)

ng/ |

283

100

other: Lethal effect on Brachydanio rerio LCO, LC50, LC100;
48- 96h, UBA-procedural proposal My 1984, static system
aer at ed

1989

other TS: 99.62 %
geom nean: 168
test substance precipitates in the test nmediumw thin the
first mnutes, effective concentrations were determ ned,
but the LC val ues based on nom nal concentrations

(Fish, fresh water)

Anal ytical nonitoring: yes

GLP: yes

anal ytical nonitoring: HPLC
Bayer AG Leverkusen
(11)
other: Poecilia reticulata (Guppy)
14 day
ng/ | Anal yti cal nonitoring:
36. 31
other: Sem -static test

GaP:

Bayer AG Leverkusen

(7)

Anal ytical nonitoring:
GLP:

H ghly toxic to aquatic organi sns
RHONE- POULENC AGRO LYON

- 14/ 48 -



Dat e: 25- SEP-2001
4. Ecotoxicity ID: 108-44-1

4.2 Acute Toxicity to Aquatic Invertebrates

Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 24 hour(s)
Unit: ng/ | Anal yti cal nonitoring:
ECO: . 244
EC100: 133
Met hod: other: Acute Immobilisation Test; initial pH= 8.0
20 degree C
Year : GLP:
Test substance:
Sour ce: Bayer AG Leverkusen
(14)
Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 16 day
Unit: ng/ | Anal ytical nonitoring:
NCEC: . 012
EC10 : . 012
Met hod: ot her: Concept NEN report 6502 fromthe Dutch Standard
Organi zation (1980), reduction of growth; mediumwas renewed 3
times a week
Year : GLP:
Test substance:
Sour ce: Bayer AG Leverkusen
(19) (7)
Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 16 day
Unit: ng/ | Anal yti cal nonitoring:
EC50: . 038
Met hod: ot her: Concept NEN reports 6501 and 6502 fromthe Dutch
St andard Organi sation (1980), Inhibition of reproduction
medi um was renewed 3 tines a week
Year : GLP:
Test substance:
Remar k: EC50 after correction of nominal concentrations for the
average neasured recoveries: 0.043 ng/l (113 % recovery)
Sour ce: Bayer AG Leverkusen
(19) (20)
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4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce

Type:
Speci es:

Exposure period:

Unit:
LC 50 :
Met hod:
Year :
Test subst ance:
Sour ce

Daphni a magna (Crustacea)

48 hour (s)

ng/ | Anal yti cal nonitoring:

.75

ot her: Concept NEN reports 6501 and 6502 fromthe Dutch

St andard Organi zati on (1980), static test

GaP:

Mortality;

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce

LC50 after correction of nominal concentrations for the
average neasured recoveries: 0.73 ng/l
Bayer AG Leverkusen
(21)

Daphnia sp. (Crustacea)
48 hour (s)
ng/ | Anal yti cal nonitoring:
= .73

GLP:
as prescribed by 1.1 - 1.4
RHONE- POULENC AGRO LYON
Chlorella vulgaris (Al gae)
ng/ | Anal ytical nonitoring:
66.1 - 141.3
other: Inhibition of growth, EC50 for 6-9 h, 36.5 degree C

GP:

t he EC50 val ue depended on the nmethod of the growth

i nhi bition determ nation

cell multiplication after sporulation: EC50 : 66.1 ng/l;
photonetric extinction of the Chlorell a-suspension at 680

nm and determ nation of the total chlorophyll content:
EC50 : 117.5 ng/l; photometric extinction of the suspension
at 750 nm and dry weight determ nation: EC50 : 141.3 ng/l|

Bayer AG Leverkusen
(22)
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4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC3 :
Met hod:

Year :
Test subst ance:
Sour ce

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC3 :
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce

Speci es:

Endpoi nt :

Exposure period:

Unit:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

Scenedesnus quadricauda (Al gae)

96 hour (s)

ng/ | Anal yti cal nonitoring: no

10

other: German standard mnet hods for the exam nation of water,

wast ewat er and sl udge; bioassay (group L); determ nation of
the inhibitory effects of water constituents on green al gae
(Scenedesmrus cell nultiplication inhibition test) (L9)

GLP: no

Bayer AG Leverkusen
(23)

Scenedesnus subspicatus (Al gae)
7 day
ng/ | Anal yti cal nonitoring:
6.1
other: German standard met hods for the exam nation of water,

wast ewat er and sl udge; bioassay (group L); determ nation of
the inhibitory effects of water constituents on green al gae
(Scenedesmnus cell nultiplication inhibition test) (L9)

GLP:
57 % recovery (DOC) initial
Bayer AG Leverkusen

in a separate test, pH = 7.5
(14)

ot her al gae: Agnenel | um quadruplicatum (marine bl ue-green
al gae)

Anal yti cal nonitoring:
other: Gowh Inhibition Test, conventional |awn technique
(agar plates), 3-7 days incubation

GP:

conplete growth inhibition at
no further data avail able
Bayer AG Leverkusen

100 ug/ pl ate

(24)
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4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

Speci es:
Endpoi nt :

Exposure period:

Unit:
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce

Speci es:
Endpoi nt :

Exposure period:

Unit:
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce

Speci es:
Endpoi nt :

Exposure period:

Unit:
Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

ot her al gae: Agnenel | um sp. (blue-green al gae)

Anal yti cal nonitoring:
other: Gowh Inhibition Test, conventional |awn technique
(agar plates), 3-7 days incubation

GP:

conplete growth inhibition at
no further data avail able
Bayer AG Leverkusen

100 ug/ pl ate

(25)

ot her al gae: Chlorella autotrophica

Anal yti cal nonitoring:
other: Gowh Inhibition Test, conventional |awn technique
(agar plates), 3-7 days incubation
GLP:
conplete growh inhibition at 10 ng/plate

no further data avail abl e
Bayer AG Leverkusen

(24)
ot her al gae:

Cylindrotheca sp. (marine diatom

Anal yti cal nonitoring:
other: Gowh Inhibition Test, conventional |awn technique
(agar plates), 3-7 days incubation
GLP:
conplete growh inhibition at 10 ng/plate

no further data avail able
Bayer AG Leverkusen
(24)

- 18/48 -



4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

Type:

Speci es:
Exposure period:
Unit:

EC10:

Met hod:

Year :
Test subst ance:
Renar k:

Sour ce

Type:

Speci es:
Exposure period:
Unit:

EC50:

ECO5

Met hod:

Year :
Test subst ance:
Renar k:
Sour ce

4.5 Chronic Toxici

4.5.1 Chroni ¢ Toxi

4.5.2 Chroni ¢ Toxi

Speci es:
Endpoi nt :
Exposure period:
Unit:
EC50:
Met hod:

Year:
Test substance:
Sour ce

aquatic

Pseudononas putida (Bacteria)

18 hour(s)

ng/ | Anal yti cal nonitoring:

151

other: German standard mnet hods for the exam nation of water,

wast ewat er and sl udge; bioassay (group L); determ nation of
t he biol ogical effects of the toxic wastewater on bacteria L8
(1968) nodified

GLP: no
nom nal concentration; 57 % recovery (DOC) in a separate
t est
Bayer AG Leverkusen

(14)

aquatic
ot her bacteria: activated sludge (from | aboratory)
3 hour (s)
ng/ | Anal yti cal nmonitoring: no
1572
437
other: Test for Inhibition of Oxygen Consunption by Activated
Sl udge, 1SO 8192
1989 G.P: yes
other TS: 99.62 %

di rect wei ght
Bayer AG Leverkusen
(11)

ty to Aquatic Organi sms

city to Fish

city to Aquatic Invertebrates

Daphnia sp. (Crustacea)

16 day

ng/ | Anal ytical nonitoring:
= .043

GLP:
as prescribed by 1.1 - 1.4
RHONE- POULENC AGRO LYON
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4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil

4.6.2 Toxicity to Terrestrial

4.6.3 Toxicity to other

Dwel 1'ing Organi sns

Pl ant s

Non- Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional

Renar k:

Sour ce:

Renar k:

Sour ce:

Renar k:

Sour ce:

Renar k:

Sour ce:

Renar ks

Tetrahymena pyriforms (Protozoa), Inhibition of grow h:

EC50 : 285.0 ng/l; 48 h
EC50 : 154.5 ng/l; 48 h
EC50 : 277.5 ng/l; 60 h
EC50 : 370.0 ng/l; 24 h

Bayer AG Leverkusen
(26) (27) (28) (29)

1071.6 ng mtoluidine/l ethanol (99 % led to a 67 %
nortality of the pine wood nemat ode, Bursaphel enchus
['ignicolus.
Bayer AG Leverkusen

(30)

Several bacteria (Rhodococcus rhodochrous DSM 3954,
Pseudononas putida nt-2) could adapt their growth on
m t ol ui di ne.
Bayer AG Leverkusen
(31) (32) (33)

mtol ui dine was readily metabolized by soil mcroorgani sms
during the 32-day exam nation period. The degradati on was
measured using 14-C mtol ui dine.
Bayer AG Leverkusen

(34)
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4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

Remar k

Sour ce

Remar k

Sour ce

Remar k

Sour ce

Remar k

Sour ce

Remar k

Sour ce

Remar k

Sour ce

Remar k

Sour ce

No anaerobi c degradati on of mtoluidine could be detected
after eight nonths, within ten nmonths 73% of mtol ui di ne was
bi odegraded in the sulfate reduci ng aquifer slurries, but

no degradati on could be detected in the methanogenic

aquifer slurries.

Bayer AG Leverkusen

(35)
3.91 - 7.81 ng mtoluidine/mM led to a conplete growth
i nhi bition of Staphyl ococcus aureus, Enterococcus,
Escherichia coli, Proteus mrabilis and Pseudononas
aer ugi nosa.
Bayer AG Leverkusen

(36)
mtoluidine led to a conplete growth inhibition of
M crosporum (1.95 ng/m ) and Trichophyton (0.24 - 1.95
ng/ m ) speci es.
61 - 970 ng mtoluidine/m led to a decrease in growth of
Candi da speci es.
Bayer AG Leverkusen

(37)
mt ol ui dine was detected in waste water (no further data
avai l able) and in ground water in Mnnesota (297 ug/l in
1981; influenced by coal tar distillation wastes) and
Wonming (1.5 - 3.3 ug/l; influenced by underground coa
gasification sites; no further data avail able).
Bayer AG Leverkusen

(38) (39)
m t ol ui di ne was detected in oil from Montana (0.53 ng/l)
and Baytown (0.24 ng/l) and in coal oil in Mnnesota (no
further data avail abl e).
Bayer AG Leverkusen
(40) (24)

The degradati on of mtoluidine was neasured with yel |l ow
pi gment ed, gram negative bacteria. Assunm ng 10E13 organi sns
per liter the half-life of mtoluidine was cal culated as 4
hour s.
Bayer AG Leverkusen

(41)

Partially purified enzynes (peroxi dase and aniline oxi dase)
of the soil fungus Geotrichum candi dum L-3 transforned
mtol uidine to the correspondi ng azobenzene. No further data
avai |l abl e.
Bayer AG Leverkusen
(42)
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4. Ecotoxicity

Dat e: 25- SEP-2001
I D 108-44-1

Renar k:

Sour ce:

Renar k:

Sour ce:

Renar k:

Sour ce:

Renar k:

Sour ce:

Renar k:
Sour ce:

Redwi nged bl ackbird (Agel ai us phoeni ceus), acute oral
toxicity: LD50 = 242 ng/kg b.w. ; administration of
m t ol ui di ne by gavage.
Bayer AG Leverkusen
(43)

European starling (Sturnus vulgaris), acute oral toxicity:
LD50 > 1000 ng/ kg b.w.; administration of mtoluidine by
gavage.

Bayer AG Leverkusen

(43)
Quail (Coturnix coturnix), acute oral toxicity:
LD50 : 562 ng/kg b.w.; adm nistration of mtoluidine by
gavage.
Bayer AG Leverkusen

(43)

In a batch culture of phenol -degradi ng net hanogeni c
bacteria 50, 100 and 300 ng mtoluidine/l were not degraded
to nethane within a 15-week peri od.
Bayer AG Leverkusen
(44)

For further ecotoxicol ogical data see BUA Report (in press)
Bayer AG Leverkusen
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5. Toxicity

Dat e:
| D

25- SEP- 2001
108-44-1

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Toxicity

LD50
rat

= 450 ng/ kg bw

GLP:
as prescribed by 1.1 - 1.4
RHONE- POULENC AGRO LYON
LD50
r at
= 974 ng/ kg bw
GLP:
Bayer AG Leverkusen
LD50
r at
ca. 450 ng/ kg bw
GLP:

Bayer AG Leverkusen

23/ 48 -

(45)

(46)



5. Toxicity

Dat e:
| D

25- SEP- 2001
108-44-1

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

LD50
rat

= 1160 ny/ kg bw

Bayer AG Leverkusen

LD50
rat

= 1430 ny/ kg bw

Bayer AG Leverkusen

LD50
nouse

= 740 ng/ kg bw

as prescribed by 1.1 -

GaP:

GaP:

GP:
1.4

RHONE- POULENC AGRO LYON

LD50
nouse

= 740 ng/ kg bw

Bayer AG Leverkusen

GP:

24/ 48 -

(14)

(47)

(47)



Dat e: 25- SEP-2001
5. Toxicity I D 108-44-1

5.1.2 Acute Inhalation Toxicity

5.1.3 Acute Dermal Toxicity

5.1.4 Acute Toxicity, other Routes

Type: LD50
Speci es: r at
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue:
Met hod:

Year: GLP:
Test substance:
Remar k: mal es 690 ny/ kg; fermal es 660 ng/ kg

data for mtol uidine-Hd
Sour ce: Bayer AG Leverkusen
(48)

Type: LD50
Speci es: nouse
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Route of admin.: i.p.
Val ue:
Met hod:

Year: GLP:
Test substance:
Remar k: mal es 714 ny/ kg; femal es 650 ng/ kg

data for mtol uidine-Hd
Sour ce: Bayer AG Leverkusen
(48)

- 25/48 -



5. Toxicity

Dat e:
| D

25- SEP- 2001
108-44-1

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of admn.:

Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Sour ce

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

LD50
nouse

i.p.
= 116

Bayer

LD50
nouse

i.p.
= 150

Bayer

LD50
rabbit

ot her:
= 750

no further

Bayer

ng/ kg bw

AG Lever kusen

ng/ kg bw

AG Lever kusen

kei ne Angabe
ng/ kg bw

AG Lever kusen

GP:

GaP:

GP:

data avail abl e.

26/ 48 -
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

5.2.2 Eye Irritati

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce

rabbit

nmoderately irritating

as prescribed by 1.1 - 1.4
RHONE- POULENC AGRO LYON

rabbit

nmoderately irritating

other: no data

24 h exposure
Bayer AG Leverkusen

on

rabbit

nmoderately irritating

as prescribed by 1.1 - 1.4
RHONE- POULENC AGRO LYON

GP:

GP:

(52)

GP:
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Sour ce

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:

Sour ce

5.3 Sensitization

rabbit

nmoderately irritating

other: no data

GLP:
Bayer AG Leverkusen
(52)
r abbi t
other: no data
GLP:
observation 2 hours after application: photosensitivity,
[ acri mati on; oedema and erythema of the conjunctivae and
opacity of the cornea at test day 2
Bayer AG Leverkusen
(51)
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Dat e: 25- SEP-2001
5. Toxicity I D 108-44-1

5.4 Repeated Dose Toxicity

Speci es: r at Sex: no data
Strain: no data
Route of admin.: gavage

Exposure period: 30 d
Frequency of

treat ment: daily

Post. obs.
peri od: no data

Doses: 280 ny/ kg b.w /day
Control G oup: yes
Met hod:

Year : GLP:
Test substance:
Resul t: decreased body wei ght, increased rel ative spl een weight,

anem a (reduced oxygenat ed henogl obi n content,

eryt hrocyt openi a) increased sul fonated henogl obi n content,
appear ance of Heinz-Ehrlich bodies, decreased SH groups in
t he bl ood, disturbed vitamin C content (no further data

avai | abl e)

Sour ce: Bayer AG Leverkusen

(51)

Speci es: r at Sex: no data

Strain: no data

Route of admin.: gavage

Exposure period: 90 d

Frequency of

treatnent: 3 dw
Post . obs.
peri od: no data

Doses: 280 ny/ kg b.w /day

Control G oup: yes

Met hod:

Year : GLP:

Test substance:

Resul t: decreased body wei ght, increased spleen weight, anem a
(reduced oxygenat ed henogl obi n content, erythrocytopeni a)
i ncreased sul fonated henogl obin content, appearance of
Hei nz- Ehrlich bodi es, decreased SH groups in the bl ood,
di sturbed vitamin C content (no further data avail abl e)

Sour ce: Bayer AG Leverkusen

(51)
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Dat e: 25- SEP-2001

5. Toxicity ID: 108-44-1
Speci es: r at Sex: mal e
Strain: W st ar
Route of admin.: i.p.
Exposure period: 3
Frequency of

treat ment: daily
Post. obs.

peri od: no
Doses: 75 ng/ kg b.w. /day
Control G oup: yes
Met hod:

Year : GLP:

Test subst ance:
Remar k

Resul t :

Sour ce

5.5 Genetic Toxici

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Sour ce

The effect of mtoluidine treatnment on cytochrone contents
of mcrosonmes of liver and kidney as well as the enzyne
activities of mcrosonmes of liver, kidney and |ung was
det er m ned.
Significantly (p < 0.05) enhanced gl utathion S-transferase
activity was found in the liver; the NADPH cytochrone c
reductase activity was significantly (p < 0,05) decreased in
t he kidney; the enzyme activities in the lungs were within
the normal range. The cytochrone P-450 and cytochrone b5
contents in liver and ki dney were not influenced by
m t ol ui di ne.
Bayer AG Leverkusen

(53)

ty 'in Vitro'

Anmes test

negative
GLP:

as prescribed by 1.1 - 1.4
RHONE- POULENC AGRO LYON
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Ames test

Sal monel I a typhi murium TA 98, TA 100

with and wi t hout
negative

GLP:
negative in the presence of the co-nmutagen Norharnman

no concentration data avail abl e
Bayer AG Leverkusen

(54)
Ames test
Sal nonel | a typhi murium TA 98
with
negative
GLP:
concentrations up to 200 ug/plate
Nor har man absent/present in the test system
Bayer AG Leverkusen
(55)
Ames test
Sal nonel I a typhi murium TA 1538
with and wi t hout
negative
GLP:
concentrations up to 100 ug/plate
Bayer AG Leverkusen
(56)
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Renar k:

Sour ce

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Renar k:
Sour ce

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Renar k:
Sour ce

Ames test

Sal monel I a typhi murium TA 98, TA 100

with and wi t hout
negative

GLP:
concentration = 535.8 or 1071.6 ug/m (5; 10 mV)

no further data avail able
Bayer AG Leverkusen

(57)
Ames test
Sal nonel I a typhi murium TA 98, TA 100, TA 1537
with
negative
GLP:
no concentrati on data avail abl e
Bayer AG Leverkusen
(58)
Ames test
Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537
with and wi t hout
negative
GLP:
concentration = 321.5 ug/plate
Bayer AG Leverkusen
(59)
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5. Toxicity

Dat e:
| D

25- SEP- 2001
108-44-1

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Renar k:
Sour ce
Type:
Syst em of

testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Ames test

Sal nonel I a typhi murium TA 102

with and wi t hout
negative

GLP:
concentrations up to 5000 ug/plate
Bayer AG Leverkusen
Ames test

Sal monel I a typhi murium TA 98, TA 100

with and wi t hout
negative

GLP:
concentrations up to 107 ug/plate
Bayer AG Leverkusen
Unschedul ed DNA synt hesi s

rat liver hepatocyte

with and wi t hout
negative

GP:

concentrations up to 107.16 ng/n
Bayer AG Leverkusen
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Type:
Syst em of
testing:

Concentration:
Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Renar k:

Sour ce

Type:

Syst em of
testing:
Concentrati on:
Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:
Renar k:

Sour ce

5.6 CGenetic Toxici

Type:
Speci es:
Strain:
Rout e of adm n.:
Exposure period:
Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:

Sour ce

ot her: other (see remarks)

Sal nonel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA
1538, A6, C3076, D3052, Escherichia coli W2, WP2 uvr A-

with and wi t hout
negative

GP:

Gradient plate test for bacterial mutation (nodified Anes
Test) concentrations up to 1000 ug/ M of agar
Bayer AG Leverkusen

(62)

ot her: other (see remarks)

Bacillus subtilis

no data
negative

GaP:

Assay for loss of transform ng DNA activity

1070 ng mtoluidine/l was nmxed with transform ng DNA and
i ncubated 60 m nutes, mxed with conpetent cells and

i ncubated 30 minutes, mxed with soft agar and poured onto
the m ni mal agar plate, the nunber of transforments was
counted after incubation for 2 days at 37 degree C

Bayer AG Leverkusen

(57)
ty "in Vivo'
Sister chromatid exchange assay
nouse Sex: no data
i.p.
once
10, 50, 100 and 200 ng/kg b.w.
GLP:
result: negative
no further data avail able
Bayer AG Leverkusen
(63)
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Dat e: 25- SEP-2001
5. Toxicity ID: 108-44-1
Type: Sister chromatid exchange assay
Speci es: nouse Sex: no data
Strain:
Route of admin.: i.p.
Exposure period: single application
Doses: no data
Resul t:
Met hod:
Year : GLP:
Test substance:
Resul t: result: negative
Sour ce: Bayer AG Leverkusen
(64)
Type: other: Inhibition of DNA-synthesis
Speci es: nouse Sex: mal e
Strain:
Route of admin.: oral unspecified
Exposure period: single application
Doses: 200 ny/ kg b. w
Resul t:
Met hod:
Year : GLP:
Test substance:
Resul t: no i nhibition of testicul ar DNA-synt hesis
Sour ce: Bayer AG Leverkusen
(65)
Type: other: Inhibition of DNA-synthesis
Speci es: nouse Sex: no data
Strain:
Route of admin.: i.p.
Exposure period: once

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:

Resul t:
Sour ce:

2-300 nmg/ kg b.w. (no further data avail abl e)

GP:

3 mce per dose-level and control group were exam ned.
Aut or adi o- graphs of nuclei of renal tubular and liver
epi thel i um were exam ned by visual silver-grain counting,
car ci nogeni ¢ conpounds inhibit the nucl ear incorporation of
3Ht hym di ne.
result: negative, no inhibition of DNA-synthesis was found.
Bayer AG Leverkusen
(66) (67)

- 35/48 -



Dat e: 25- SEP-2001
5. Toxicity I D 108-44-1

5.7 Carcinogenicity

Speci es: r at Sex: mal e/fenmal e
Strain: no data
Route of admin.: oral feed

Exposure period: 83-368 d
Frequency of

treat ment: daily

Post. obs.
peri od: no data

Doses: 60-90 ng/ kg b.w. /day
Resul t:
Control G oup: yes
Met hod:

Year : GLP:
Test substance:
Remar k: Diet 1: contained B-group vitamines in quantities |ying at

or somewhat under the m ni mumrequirenment (0.2 ng
ri bofl avin/100 g diet).

Diet 2: see diet 1, but the riboflavin content anounted to

2 ng/ 100 g diet.

Diet 3: see diet 1, additionally the animals received 2 ng

ascorbi c aci d/ day by subcutaneous injection

Bl adder changes:

Grade 0: No pathol ogi cal changes of the epitheliumof the
bl adder .

Grade 1: Thickening of the epitheliumand netaplasia to
stratified squanous epitheliumw th cornification
no proliferation, changes in nost cases strictly
| ocal i zed.

Grade 2: Extensive epithelial netaplasia with

cornification and proliferation, nost often in the form of

i nfol ding and down grow h of epithelial masses to the

subrnucosa

Smal l er epithelial pearls with cornification may occur. Each

group consisted of 12 rats (3 nales, 9 females), but not al

ani mal s were exam ned. Average wei ght of the aninmals: 167 g,

mt ol ui di ne concentration in the diet: 0.1 % daily average

food intake: 10 - 15 g diet/aninmal, this resulted in a daily
average test substance intake of 10 - 15 nyg/ ani nmal
Resul t: hi st opat hol ogi cal bl adder changes:

Diet 1 (107-341 days of application of mtoluidine):

5 out of 9 rats: grade
out of 9 rats: grade
out of 9 rats: grade
i et 2 (83-368 days of
out of 7 rats: grade
out of 7 rats: grade
out of 7 rats: grade
i et 3 (132-339 days of application of mtoluidine):
out of 8 rats: grade 0
4 out of 8 rats: grade 2
Control group (fed with diet 1; no duration of feeding
given): 5 out of 7 rats: grade O
2 out of 7 rats: grade 1

pplication of mtoluidine):

NFRPOYY N O
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Dat e: 25- SEP-2001
5. Toxicity ID: 108-44-1
(see text)
Sour ce: Bayer AG Leverkusen
(68)

Speci es: r at Sex: mal e
Strain: other: Charles River CD
Route of admin.: oral feed
Exposure period: 78 weeks
Frequency of

treat ment: daily
Post. obs.

peri od: 26 weeks
Doses: 13 w. 8000, 16000; 65 w. 4000, 8000 ny/ kg diet (see renarks)
Resul t:
Control G oup: yes
Met hod:

Year : GLP:

Test subst ance:
Renar k:

Resul t:

Sour ce:

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:

Dosages (calculation is based on 50 g diet per
day): 13 weeks: 400 and 800 ng/ kg b.w /day;
further 65 weeks: 200 and 400 ng/ kg b.w /day;
25 mal e rats per group; histol ogical exam nation was done
on lungs, liver, spleen, kidney, adrenal, heart, Dbl adder,
stomach, intestine, reproductive organs and pituitaries.
Test substance: mtol ui di ne- HC

400 and 800 ng/ kg b.w./day for 13 weeks led to a reduced
body weight gain (10 % and nore) or death, therefore after
13 weeks the dosages were reduced to 200 and 400 ny/ kg
b.w /day for the remaining 65 weeks, no tunors were
observed.

Bayer AG Leverkusen

kg b.w and

(48)

nouse Sex: nmal e/femal e

Ch-1

oral feed
78 weeks
daily

13 weeks
ot her (see text)

yes
GP:

Dosages (calculation is based on 150 g diet/kg b.w /day):

22 weeks: 16000 and 32000 ng/ kg diet:
2400 and 4800 ng/ kg b.w. /day;
56 weeks: males 4000 and 8000 ny/ kg diet:

600 and 1200 ng/ kg b.w. /day
femal es 8000 and 16000 ng/ kg diet:
1200 and 2400 ng/ kg b.w. /day;
25 mal e and femal e mice per group; histol ogi cal exam nation
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Resul t:

Sour ce

was done on lungs, liver, spleen, kidney, adrenal, heart,
bl adder, stomach, intestine and reproductive organs.
Test substance: mtol ui di ne- HG
2400 and 4800 ng/ kg b.w. /day for 22 weeks led to a reduced
body wei ght gain (10 % and nore) or death; after 22 weeks
t he dosages were reduced for the remaining 56 weeks: nales
600 and 1200 ng/ kg b.w. /day, females 1200 and 2400 ny/ kg
b.w /day; no tunors were observed except liver tunors in
male mce (4 out of 16 exanm ned) at 600 ng/ kg b.w /day;
si mul t aneous control 1/18, pooled control 7/99.
Bayer AG Leverkusen

(48)

5.8 Toxicity to Reproduction

5.9 Devel opnent a

Toxi city/ Teratogenicity

5.10 G her Rel evant Information

Type:
Remar k

Sour ce

Type:
Remar k

Sour ce

Type:
Remar k

Sour ce

Type:

Remar k

Sour ce

m t ol ui dine was detected in the urine (0.3-7.7 ug/24 h) of
2 of 11 snokers and 4 of 9 nonsnokers.
Bayer AG Leverkusen

(69)
The mai nstream snoke of one US 85 mm cigarette without
filter tip contained 13.0 - 19.0 ng mtol ui di ne per
cigarette
Bayer AG Leverkusen
(70)

m t ol ui di ne was detected in the blood of snokers (approx.
1050 pg/ g henogl obi n) and nonsnmokers (approx. 1140 pg/g
henogl obin) in Turin; in Boston (snokers: approx. 810 pg/g
henogl obi n; nonsnokers: approx. 990 pg/ g henogl obin).
Bayer AG Leverkusen
(71)

m t ol ui di ne was detected as a henogl obi n adduct in the
bl ood of snokers (blond tobacco: 1097 pg/ g henogl obi n; bl ack
tobacco 11401 pg/ g henogl obi n) and nonsmokers (1141 pg/g
henogl obi n) in Turin.
Bayer AG Leverkusen

(72)
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Henogl obi n exam nati on showed no evi dence for different
concen- tration of mtoluidine in the blood of snokers
(approx. 490 pg/ g henogl obi n) and nonsnmokers (approx. 680
pg/ g henogl obi n).
Bayer AG Leverkusen

(73)

I ncubation of brown fat cells fromadult hansters with 1 nM
(= 107.16 ng/l) mtoluidine for 5 mn did not inhibit the
nor adr enal i ne i nduced respiration
Bayer AG Leverkusen
(74) (75)

I ncubation of Ascites sarcoma BP8 cells with 1 nM (= 107.16
ng/1) mtoluidine for 48 h did not inhibit the cell grow h.
Bayer AG Leverkusen

(74)

I ncubation of enbryo chicken trachea with 5 mM (= 535 ng/l)
mtoluidine in ethanol did not inhibit the ciliary activity
within 60 m nutes.
Bayer AG Leverkusen

(74) (76)

30 min after a single intravenous adm nistration of 0.77
mmol (= 111.1 ng) mtoluidine-HCO /kg b.w. to dogs a maxi mum
concentra- tion of 3.5 ug mnitrosotol uene/m bl ood was
reached. 5 hours after the injection the concentration of
m ni trosot ol uene was still ca. 1 ug/nm bl ood.
Bayer AG Leverkusen

(77)

An intraveneous injection of 0.25 nmol (= 26.79 ny)
mtol uidine- HJd/kg b.w increased the nethenogl obin content
in the blood of cats. The maxi num was reached after 4 hours,
t he mean maxi mum was 60.2 % henogl obi n nmeasured as
nmet henogl obi n.
Bayer AG Leverkusen
(78) (79)

Intraperitoneal injection of mtoluidine (1-80 ng/kg b.w in
corn oil) led to an increase of methenoglobin in the blood
of cats. The effect was dose-dependent, but doses above 30
ng/ kg b.w did not cause any further increase of the

nmet henogl obin level. A dose of 2 ng/kg b.w caused a
formation of Heinz-Ehrlich bodies in 10 % of the
erythrocytes, a dose of 80 ng/kg b.w generated

Hei nz-Ehrlich bodies in up to 70 % of the erythrocytes. At
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

hi gh net henogl obi n concentrati ons the cats showed an

i ncreased pul nonary respiration; higher dosages of
mtoluidine led to a | oss of muscle tone with dilated pupil
somol ence, voniting, incontinence and often severe

sal i vati on.

Bayer AG Leverkusen

(80)
An application of 700 ng mtoluidine/kg b.w led to an
i ncrease of nethenoglobin from1.3 %up to 32.6 %in the
bl ood of rats.
Bayer AG Leverkusen
(51)

An exposure of 40 ppm (176 nmg/nB) in the air for 60 mnutes
produced severe intoxication in persons (no further details
avail abl e) .
Bayer AG Leverkusen

(81)

m t ol ui di ne was detected in the blood plasma of rats after
dermal application (tail). The plasma levels correlated with
the dose- |evel.
Bayer AG Leverkusen

(82)

mtol ui dine was detected in the urine of rats after a single
oral application (stomach tube) of 20, 100 or 200 ng/kg b.w.
H gh correl ation between | evel s adm ni stered and el i n nated,
was observed (no further details avail able).
Bayer AG Leverkusen

(83)

Met henogl obi n concentrations up to 36.4 % were detected in
the blood of rats after a single oral application (200 ng/kg
b.w ; stomach tube) of mtoluidine. Concentrations up to 40
% were detected after dermal exposure (2.5-12.5 ng/m) for
2-6 h (no further details avail able).
Bayer AG Leverkusen

(84)

0.6 nmmol (= 64.3 ng)/kg b.w. mtoluidine was orally
(gavage) administered to fermale rats. After 24 h a coval ent
bi ndi ng of mtol uidine to henogl obin was found. The
henogl obi n bi ndi ng i ndex was determ ned as 4.9 mmol
m t ol ui di ne/ nol henogl obi n/ dose (mmol /kg b.w ).
Bayer AG Leverkusen
(85)
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5. Toxicity

Dat e: 25- SEP-2001
I D 108-44-1

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

Type:
Renar k:

Sour ce

2.5 %of the adm nistered mtoluidine was recovered as
mtoluidine in the 24 h urine fromrats after a single oral
application of 500 ng mtoluidine/kg b.w. Two urinary neta-
bolites were qualitatively identified: 2-am no-4-nethyl -
phenol and 4-am no-2- net hyl phenol

Bayer AG Leverkusen

(86)
In vitro, the p-hydroxylation of mtoluidine by rabbit
[iver mcrosones was neasured with a specific activity of
0.43 nnol/ min and ng m crosomal protein.
Bayer AG Leverkusen
(87)

After single oral administration (stomach tube) of
3'-Met hyl -4- (di met hyl am no) azobenzene or
3' - Met hyl - 4- (et hyl ami no) azobenzene to nmale rats,
m t ol ui di ne was detectable in the enzymatically hydrol yzed
bil e and urine anong ot her netabolites.
Bayer AG Leverkusen

(88) (89) (90)

I ncubation of 3'-Methyl-4-(di nethyl am no)azobenzene with
rat liver slices for 3 h or with rat |iver honogenates for 2
h: in extracts fromthe incubation m xture mtoluidine was
identifiable anong other netabolites.
Bayer AG Leverkusen

(91)

I ncubation of human diploid enbryonic lung fibroblasts with
25 MM (= 2679 ng/l) mtoluidine for 30 m nutes did not
damage t he nmenbrane
Bayer AG Leverkusen
(74) (92)

6 hours after a single intravenous admnistration of 0.77
mmol (= 111.1 ng) mtoluidine-HO /kg b.w to dogs the
concentration of nethenogl obin was ca. 56 %
Bayer AG Leverkusen
(77)

The m crosomal oxidation of mtoluidine was described as
follows (no further information avail able):

- with atnospheric oxygen to the corresponding primary
hydr oxyl ami ne or to the correspondi ng nitroso conmpound

- with water to the correspondi ng p- hydroxy- or

o- hydr oxyam ne

Bayer AG Leverkusen
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5.11 Experience with Human Exposure
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7.2 Hazard Summary
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Dat e: 28- SEP-2001
1. GCeneral Information ID: 106-49-0

1.0.1 CECD and Conpany I nfornmation

Type: ot her: co-sponsoring organi zati on

Nane: American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Panel

Street: 1300 W/ son Boul evard
Town: 22209 Arlington, VA
Country: United States

25- SEP- 2001

Type: cooperating conpany
Nane: Al bemar | e Cor poration
Country: United States

25- SEP- 2001

Type: cooperati ng conpany
Nane: Bayer Corporation
Country: United States

25- SEP- 2001

Type: cooperati ng conpany
Nane: Buf fal o Col or Corporation
Country: United States

25- SEP- 2001

Type: cooperati ng conpany
Nare: ChenFirst, Inc.
Country: United States

25- SEP- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

1.1 General Substance |Information

1.1.0 Details on Tenpl ate

1.1.1 Spectra
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Dat e: 28- SEP-2001
CGeneral Information ID: 106-49-0

.2 Synonyns

.3 Inmpurities

.4 Additives

.5 Quantity

.6.1 Labelling

.6.2 Cdassification

.7 Use Pattern

. 7.1 Technol ogy Production/Use

.8 Cccupational Exposure Limt Val ues

.9 Source of Exposure

.10.1 Recommendat i ons/ Precauti onary Measures

. 10. 2 Enmergency Measures

.11 Packagi ng

.12 Possib. of Rendering Subst. Harnl ess
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CGeneral Information

Dat e: 28- SEP-2001
I D: 106-49-0

.13

.14,

.14,

.14,

.15

.16

.17

.18

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Listings e.g. Chemical Inventories
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Dat e: 28- SEP-2001

2. Physico-chem cal Data I D: 106-49-0

2.1 Melting Point

Val ue:

Met hod:

Test subst ance:
Reliability:

Fl ag:
15- AUG 2001

Val ue:
Renar k:
15- AUG- 2001

2.2 Boiling Point

Val ue:

Met hod:

Test subst ance:
Reliability:

Fl ag:
15- AUG 2001

Val ue:
15- AUG- 2001

Val ue:
Renar k:

15- AUG 2001

Val ue:
Deconposi tion:
Met hod:

Test condition:
15- AUG- 2001

2.3 Density

Type:

Val ue:

Met hod:

Test subst ance:
Reliability:

Fl ag:
15- AUG 2001

Type:
Val ue:
15- AUG 2001

43.7 degree C

ot her:

other TS: p-toluidine; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data
Critical study for SIDS endpoi nt

>= 43 degree C
solidification point

200. 4 degree C at 1013 hPa

ot her:

other TS: p-toluidine; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data
Critical study for SIDS endpoi nt

= 200 degree C at 1013 hPa

>= 220 degree C
endot her m deconposi tion
(1 sot her m St uf en- DTA)

> 500 degree C at 1013 hPa
yes

ot her: DTA

10 K/mn

density

. 9619 g/cnB at 20 degree C

ot her:

other TS: p-toluidine; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data
Critical study for SIDS endpoi nt

density
= 1.046 g/cnB at 20 degree C
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2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 106-49-0

Type:
Val ue:
15- AUG 2001

Type:
Val ue:
15- AUG 2001

2.3.1 Ganul onetry

density
= 1.05 g/cnB at 20 degree C

(4)

bul k density
= 700 kg/ nB
(4)

2.4 Vapour Pressure

Val ue:

Met hod:

Test subst ance:
Reliability:
Fl ag:

28- SEP- 2001
Val ue:

15- AUG- 2001
Val ue:

Met hod:

Test subst ance:
Reliability:
Fl ag:

25- SEP- 2001
Val ue:

25- SEP- 2001

.381 hPa at 25 degree C

ot her (neasured)

other TS: p-toluidine; purity not noted
(2) wvalid with restrictions

Critical study for SIDS endpoi nt

(6)

= 1.3 hPa at 43 degree C
(2)

10 hPa at 77.1 degree C

ot her (neasured)

other TS: p-toluidine; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data
Critical study for SIDS endpoi nt

(7)

= .26 hPa at 20 degree C
(8)

2.5 Partition Coefficient

| og Pow.
Met hod:
Year :
GP:

Test subst ance:

Reliability:

Fl ag:
15- AUG 2001

1.623
ot her (cal cul ated): KOMVYN Program (v1.65)

no

other TS: nol ecul ar structure
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(9)
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2. Physico-chem cal Data

Dat e:

I D: 106-49-0

28- SEP- 2001

| og Pow. 1.39
Met hod: ot her (neasured): according to Hansch et.al,
Year :
GLP: no data
Test subst ance: other TS: p-toluidine; purity not noted
Reliability: (2) wvalid with restrictions

Dat a from Handbook or

Fl ag: Critical study for SIDS endpoi nt

15- AUG 2001

| og Pow. =1.6

Met hod: ot her (cal cul ated):
Ponona Col | ege, O ernont CA

Year : 1986

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt

15- AUG 2001

2.6.1 Water Solubility

Val ue: 7.225 g/l

at 25 degree C

Met hod: ot her: WBKOW (v1. 36)

Resul t: Log Kow
Log Kow (

(estimated) : 1.62
experinental): 1.39

Cas No: 000106-49-0

Name
Ref er

Log Kow used by Water solubility estimtes: 1.

Equati on
Log S

Log Water Sol ubility

p- Tol ui di ne
Hansch et al; 1995

Used to Make Water Sol

(in noles/L)

coll ection of data

Medchem Sof t ware CLOGP3, Rel ease 3. 42,

esti mat e:
(rmol /L) = 0.796 - 0.854 | og Kow -

Water Solubility at 25 deg C (mg/L): 7225

Reliability: (2) wvali
Accept ed

Fl ag: Critical

15- AUG 2001

Val ue: = 11 g/l

pH: =7

Fl ag: Critical

15- AUG 2001

Val ue: = 19 g/l

15- AUG 2001

Val ue: = 24 g/l

15- AUG 2001

2.6.2 Surface Tension

d with restrictions
cal cul ati on et hod
study for SIDS endpoi nt

at 20 degree C

study for SIDS endpoi nt

at 60 degree C

at 60 degree C

- 6/55 -

1995

0.00728 MV

-1.171

(10)

(11)

(9)

(4)

(8)

(4)



Dat e: 28- SEP-2001
2. Physico-chem cal Data I D: 106-49-0

2.7 Flash Poi nt

Val ue: = 87 degree C
Type: cl osed cup
Met hod: other: DIN 51758
Year :
15- AUG 2001 (8) (4) (12) (2)

2.8 Auto Flammability

Val ue: ca. 480 degree C
Met hod: other: DIN 51794
15- AUG 2001 (2)

2.9 Flanmability

2.10 Expl osive Properties

2.11 Xidizing Properties

2.12 Additional Renarks

- 7155 -



Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways I D: 106-49-0

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensiti zer: H

Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: .000000000001320953 cnB/ (nol ecul e * sec)

Degr adat i on: 50 % after 1 hour(s)
Met hod: other (calculated): AOP Programv. 1.89

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
15- AUG 2001
Type: air
| NDI RECT PHOTOLYSI S

Sensitizer: H

Conc. of sens.: 500000 nol ecul e/ cnB

Rate constant: = .00000000016 cnB/(nol ecul e * sec)

Degr adat i on: = 50 %after .1 day
Met hod: ot her (cal cul ated): Atkinson

Year : 1988 GLP:
Test substance: other TS: p-toluidine; purity not noted
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
15- AUG 2001

3.1.2 Stability in Water

Type: abiotic
Met hod: other: from Schultz, T.W et al. (1989) Bull. Environ.
Toxi col. Chem 42: 192-198.
Year : 1989 G.P: no data
Test substance: other TS: p-toluidine; purity not noted
Resul t: A solution in distilled water |lost 8.8% (+/-0.2)
Reliability: (2) wvalid with restrictions

Meets generally accepted scientific standards, well

and acceptable for assessnent
Fl ag: Critical study for SIDS endpoi nt
15- AUG 2001

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

- 8/55 -

(9)

(13)

in 48 hours.

docunent ed

(14)



Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways I D: 106-49-0

3.3.1 Transport between Environnmental Conpartnents

Type: fugacity nodel level 111

Medi a: other: other: air - water - soil - sedinent

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.II/111):

Soil (L.1L/111):

Met hod: other: EPIWN Level 11l Fugacity Mdel

Year :
Resul t: Medi a Distribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Air 0. 352 1.94 1000 6. 5e- 012
\Wat er 49. 8 360 1000 3. 8e-011
Soi | 49. 8 360 1000 7.79e-010
Sediment 0.1 1. 44e+003 0 3. 08e-011

Persi stence Tine: 270 hr
Reaction Ti me: 315 hr
Advection Tine: 1. 88e+003 hr
Percent Reacted: 85.6

Percent Advected: 14.4

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
15- AUG 2001 (9)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c
| nocul um activated sludge, industrial, non-adapted
Degr adat i on: 94 % after 10 day
Test subst ance: 3 hour(s) 10 - 15 %
5 day 50 %
Met hod: CECD Guide-line 302 B "lInherent biodegradability: Mdified
Zahn-\Wel | ens Test"
Year : 1986 GLP: no
Test substance: other TS: p-toluidine; purity not noted
Reliability: (1) wvalid without restriction
Qui del i ne st udy
Fl ag: Critical study for SIDS endpoi nt
15- AUG 2001 (15)
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Dat e: 28- SEP-2001

3. Environnmental Fate and Pat hways I D: 106-49-0
Type: aer obi c
| nocul um activated sludge, industrial
Degr adat i on: 94 % after 8 day
Met hod: CECD Guide-line 302 B "lnherent biodegradability: Mdified
Zahn-\Wel | ens Test"
Year : G.P: no data
Test substance: other TS: p-toluidine; purity not noted
Reliability: (1) wvalid without restriction
Qui del i ne st udy
Fl ag: Critical study for SIDS endpoi nt
15- AUG 2001 (16)
Type: aer obi c
| nocul um ot her bacteria: adapted to the test substance
Degr adat i on: ca. 60 %
Met hod: other: Respironeter test, simlar to nodified MTI Test
Year : GLP: no
Test substance: no data

Renar k:
Reliability:

15- AUG 2001

Type:
| nocul um
Degr adat i on:
Met hod:

Year :
Test subst ance:
Renar k:
Reliability:

15- AUG 2001

3.6 BOD5, COD or

test period not reported
(2) wvalid with restrictions
Conmparable to Guideline study with acceptable restrictions

(17) (16)
aer obi ¢
ot her bacteria: soil bacteria
100 %
other: shake flask test, simlar to nod. OECD Screeni ng Test
G.P: no
no data

test period not reported

(2) wvalid with restrictions

Conmparable to Guideline study with acceptable restrictions
(18) (16)

BOD5/ CCD Rati o

- 10/55 -



3.  Environnental

Dat e: 28- SEP-2001
Fat e and Pat hways I D: 106-49-0

3.7 Bi oaccumnul ati on

Speci es:
Exposure period:
Concentration:
BCF:
El i m nati on:
Met hod:

Year :
Test subst ance:
Resul t:

Reliability:
Fl ag:
15- AUG 2001

ot her
2.35
ot her: BCF Program (v2.13)
GLP:
Log Kow (estimated) : 1.62

Log Kow (experinental): 1.39
Log Kow used by BCF estimates: 1.39

Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 0.370 (BCF = 2. 346)
(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

3.8 Additional Remarks

- 11/55 -
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Dat e: 28- SEP-2001

4. Ecotoxicity I D: 106-49-0
AQUATI C ORGANI SVB
4.1 Acute/Prolonged Toxicity to Fish
Type: static
Speci es: Cyprinodon variegatus (Fish, estuary, marine)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
LC50: 60
Met hod: ot her: USEPA TSCA Cui deline 797. 1400
Year: 1985 GLP: yes
Test substance: other TS: p-Tol uidine (106-49-0), purity: 99.5%
Remar k: The Test Type is Static, Renewal. Test material analysis not
done under G.P
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
25- SEP- 2001 (19)
Type: static
Speci es: Brachydanio rerio (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nmonitoring: no
LCO: 50
LC50: 100 - 220
LC100: 220
Met hod: CECD Guide-line 203 "Fish, Acute Toxicity Test"
Year: 1990 GLP: yes
Test substance: other TS: p-toluidine; purity not noted
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
15- AUG 2001 (20)
Type: flow t hrough
Speci es: Pi nephal es pronelas (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
LC50: 149
EC50 137
Met hod: EPA OPP 72-1
Year : 1985 G.P: no data
Test substance: other TS: other TS: p-toluidine; purity = 99 %
Remar k: Anal ytical nonitoring: G.C
LC50, 95 % confidence interval: 135-163 ny/l
Reliability: (1) wvalid without restriction
Qui del i ne st udy
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (21)

- 12/55 -



4. Ecotoxicity

Dat e:

28- SEP- 2001
I D: 106-49-0

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Renar k:

Reliability:
15- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LCO:
LC50:
Met hod:
Year :
Test subst ance:
Reliability:

15- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LCO:
Met hod:
Year :
Test subst ance:
Reliability:

15- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
15- AUG 2001

flow t hrough

Pi nephal es pronelas (Fish, fresh water)
96 hour (s)
ng/ | Anal ytical nonitoring: yes
171
EPA OPP 72-1
G.P: no data
other TS: p-toluidine; purity not noted
95 % confidence interval: 138-213 ng/|
Anal ytical nonitoring: HPLC
(1) wvalid without restriction
Qui del i ne study
(22)
static
Brachydanio rerio (Fish, fresh water)
48 hour (s)
ng/ | Anal ytical nmonitoring: no
50
137
CECD Guide-line 203 "Fish, Acute Toxicity Test"
GLP: yes
other TS: p-toluidine; purity not noted
(1) wvalid without restriction
GLP gui del i ne study
(20)
static
Leuci scus idus (Fish, fresh water)
48 hour ('s)
ng/ | Anal ytical nmonitoring: no
20
other: DI N 38412, Part 15
1973 GLP: no
other TS: p-toluidine; purity not noted
(1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
(23)
static
Oryzias latipes (Fish, fresh water)
24 hour (s)
ng/ | Anal ytical nonitoring: no data
60
ot her: based on OECD Cuideline 203
GLP: no
no data
(24)
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4. Ecotoxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Type:

Speci es:
Exposure period:
Unit:

LC50:

Met hod:

Year :
Test subst ance:
15- AUG 2001

Type:
Speci es:
Exposure period:
Unit:
LC50:
Met hod:

Year:
Test substance:
15- AUG 2001

sem static

Poecilia reticulata (Fish, fresh water)

14 day

ng/ | Anal ytical nonitoring: no data
10. 72

other: 14 day test acc. to Koenemann, H.; Toxicol ogy 19,
209- 238 (1981)

4.2 Acute Toxicity to Aquatic Invertebrates

Type:
Speci es:
Exposure period:
Unit:
EC50:
NOEC
Met hod:

Year :
Test subst ance:
Remar k:

Reliability:
Fl ag:

25- SEP- 2001
Type:

Speci es:

Exposure period:
Unit:
ECO:
EC100:
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
25- SEP- 2001

GLP: no
no data
(25)
static
Oryzias latipes (Fish, fresh water)
48 hour ('s)
ng/ | Anal ytical nonitoring: no data
42
ot her: based on OECD Cuideline 203
GLP: no
no data
(24)
static
Mysi dopsi s bahia (Crustacea)
96 hour (s)
ng/ | Anal ytical nonitoring: yes
1.5
.63
ot her: USEPA TSCA Cui deline 797.1930
1985 GLP: yes
other TS: p-Tol uidine (106-49-0) , purity: . 99.5%
Test material analysis not done under G.P
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(26)
Daphni a magna (Crustacea)
48 hour ('s)
ng/ | Anal ytical nonitoring: no data
. 0002
50
other: DI N 38412, Part 11
GLP: no
other TS: p-toluidine; purity not noted
(1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
Critical study for SIDS endpoi nt
(27)
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4. Ecotoxicity

Dat e:

28- SEP- 2001
I D: 106-49-0

Type:
Speci es:

Exposure period:

Unit:
ECO:
EC100:
Met hod:
Year :
Test subst ance:
Reliability:

25- SEP- 2001

Type:
Speci es:

Exposure period:

Unit:
ECO:
Met hod:
Year :
Test subst ance:
15- AUG 2001

Daphni a magna (Crustacea)

24 hour (s)

ng/ | Anal yti cal nonitoring:
1.6

500

other: DI N 38412, Part 11

GaP:

no data
(2) wvalid with restrictions
Meets National standards nethod (AFNOR/ DI N)

Daphni a magna (Crustacea)

48 hour (s)

ng/ | Anal yti cal nonitoring:
<.6

other: see Authors of this publication

GaP:

no data

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
ECO:
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
15- AUG 2001

Speci es:
Endpoi nt :

Exposure period:

Unit:
Met hod:
Year :
Test subst ance:
Renar k:

15- AUG 2001

Scenedesnus quadricauda (Al gae)

other: inhibition of cell multiplication

96 hour (s)

ng/ | Anal ytical nonitoring:
<8

other: see Authors of this publication

GaP:

other TS: p-toluidine; purity not noted

(2) wvalid with restrictions

Meets generally accepted scientific standards,

and acceptable for assessnent
Critical study for SIDS endpoi nt

Agrenel | um quadr upl i catum (Al gae)

Anal yti cal

GaP:

other TS: p-tol uidine; not ed
strain PR 6

The addition of 50 ppb during exponenti al

purity not

noni t ori ng:

no data

no

(27)

no

no

(28)

no data
no
docunent ed

wel |

(28)

growmh in aliquid

culture resulted in a bending of the growh curve to a

pl ateau within 4 hours.
gr ow.

- 15/55 -

Cul tures contai ning 500 ppb did not
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4. Ecotoxicity

Dat e: 28- SEP-2001
I D: 106-49-0

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:
15- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
ECO:
Met hod:
Year :
Test subst ance:
15- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
ECO:
Met hod:

Year :
Test subst ance:
Reliability:
15- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
TT :
Met hod:

Year :
Test subst ance:
Renar k:
15- AUG 2001

aquatic

activated sl udge

3 hour (s)

ng/ |

100

OECD Cui de-1ine 209
Test™

Anal ytical nonitoring: no data

"Activated Sludge, Respiration Inhibition

G.P: no data
no data

(1) wvalid without
Qui del i ne st udy

restriction

(30)
aquatic
Escherichia coli (Bacteria)
24 hour (s)
ng/ | Anal ytical nmonitoring: no
1000
other: see Authors of this publication

GLP: no

other TS: p-toluidine; purity not noted

(28)
aquatic
Pseudononas fl uorescens (Bacteria)
24 hour (s)
ng/ | Anal ytical nonitoring: no
500
ot her: Bestinmung der bi ol ogi schen Schadwi r kung toxi scher
Abwaesser gegen Bakterien. DEV, L 8 (1968) nodifiziert
1973 G.P: no
other TS: p-toluidine; purity not noted
(1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)

(23)
aquatic
anaerobi c bact. froma donestic water treatnent plant
24 hour (s)
ng/ | Anal yti cal nonitoring: no
250
ETAD Fernmentati on tube nethod "Determ nation of damage to
ef fluent bacteria by the Fernentation Tube Met hod"

GLP: no
other TS: p-tol uidine; not ed

TT = Toxicity Threshol d

purity not

(15)
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Dat e: 28- SEP-2001

4. Ecotoxicity I D: 106-49-0
Type:
Speci es: Tetrahynmena pyriforms (Protozoa)
Exposure period: 24 hour(s)
Unit: ng/ | Anal yti cal nonitoring:
EC50: 150
Met hod:

Year : GLP:
Test substance: other TS: p-toluidine; purity not noted
15- AUG 2001

4.5 Chronic Toxicity to Aquatic Organi sms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks

- 17/55 -

(30)



5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
15- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
15- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
15- AUG 2001

Toxicity

LD50
rat

= 620 ng/ kg bw

Directive 84/449/EEC, B.1 "Acute toxicity (oral)"
GLP: no data

other TS: p-toluidine; purity not noted

(1) wvalid without restriction

Qui del i ne st udy

Critical study for SIDS endpoi nt

(31)
LD50
r at
656 ng/ kg bw
EPA OPP 81-1
G.P: no data
other TS: p-toluidine; purity not noted
(2) wvalid with restrictions
Qui del i ne study w thout detailed description
Critical study for SIDS endpoi nt
(32)
LD50
r at
= 1285 ng/ kg bw
EPA OPP 81-1
G.P: no data
other TS: Hydrochl oride salt
(2) wvalid with restrictions
Qui del i ne study w thout detailed description
Critical study for SIDS endpoi nt
(32)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
15- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

15- AUG 2001

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

15- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

15- AUG 2001

LD50
nouse

= 794 ng/ kg bw
EPA OPP 81-1

G.P: no data
other TS: p-toluidine; purity not noted
(2) wvalid with restrictions
Qui del i ne study w thout detailed description
Critical study for SIDS endpoi nt

LD50
rat

= 760 ng/ kg bw
ot her: keine Daten

G.P: no data
other TS: p-toluidine; purity not noted

LD50
rat

= 2951 ny/ kg bw
G.P: no data
other TS: Hydrochlorid

LD50
rat

= 794 ng/ kg bw

G.P: no data
other TS: p-toluidine; purity not noted

- 19/55 -
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5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

15- AUG 2001

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

15- AUG 2001

LD50
nouse

= 330 ng/ kg bw
ot her: kei ne Daten

G.P: no data
no data

LD50
rabbit

= 270 ng/ kg bw
ot her: kei ne Daten

G.P: no data
no data

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
15- AUG 2001

LC50
rat

1 hour (s)
= .64 ng/l
EPA OPP 81-3
G.P: no data
other TS: p-toluidine; purity not noted
(2) wvalid with restrictions
Qui del i ne study w thout detailed description
Critical study for SIDS endpoi nt
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5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

5.1.3 Acute Dernal

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
15- AUG 2001

Toxicity

LD50
rabbit

= 890 ng/ kg bw
EPA OPP 81-2

G.P: no data
other TS: p-toluidine; purity not noted
(2) wvalid with restrictions
Qui del i ne study w thout detailed description
Critical study for SIDS endpoi nt

5.1.4 Acute Toxicity, other Routes

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Rout e of adm n.:

Val ue:
Met hod:
Year :
Test subst ance:
15- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of admn.:

Val ue:
Met hod:
Year :
Test subst ance:
15- AUG 2001

LD50
nouse

i.p.
= 50 ng/ kg bw
other: no data
G.P: no data
no data

LD50
rat

mal e

s.C
= 1012 ng/ kg bw

G.P: no data
no data

- 21/55 -
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5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Remar k

Reliability:

Fl ag:
28- SEP- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
25- SEP- 2001

r abbi t
other: 0.5 gnirabbit noistened with water
Cccl usi ve
4 hour (' s)
6
.15

not irritating

EPA OTS 798. 4470

1992 GLP: yes

other TS: p-toluidine, purity 99.8%

Al rabbits had very slight to well-defined erythema and
very slight to slight edema at the 30-60 min scoring
interval. Al rabbits were free of signs by 72 hr after
application.

(1) wvalid wthout
GLP gui del i ne study
Critical study for SIDS endpoi nt

restriction

rabbit

not irritating

Directive 84/ 449/ EEC, B.4
G.P: no data

no data

(1) wvalid without

Qui del i ne st udy

Critical study for SIDS endpoi nt

restriction

- 22/55 -

(39)

"Acute toxicity (skinirritation)”

(40)



5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI I :
Resul t:

EC cl assificat.:

Met hod:

Year :
Test subst ance:
Remar k

Reliability:
Fl ag:
25- SEP- 2001

5.2.2 Eye Irritati

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:

Year :
Test subst ance:
Resul t:

Reliability:
Fl ag:
28- SEP- 2001

rabbit

not irritating

OECD Guide-line 404 "Acute Dermal Irritation/Corrosion”

1986

ot her TS:
Exposur e:
(1) wvali

GLP: yes
p-tol uidine; purity not noted

4 h; no requirenent to classify

d without restriction

GLP gui del i ne study

Critical

on
rabbit

1
24

study for SIDS endpoi nt

undi l uted
ot her: gm
hour (s)

rinsed after (see exposure tine)

6
noder at el

y irritating

not irritating
EPA OTS 798. 4500

1992
other TS:

Maxi mum score 27.8/110 at the 24 hr

GLP: yes
p-tol uidine, purity 99.8%

Corneal opacity, irritation of the iris,

eryt hema,

chenosi s, and di scharge not ed.

i nt erval

conj unctiva

(41)

Al rabbits were free of signs by 14 days after application
FHSA score (24, 48, 72 hr average reading): 21.7/110.
Consi dered noderately irritating.

(1) vali

d without restriction

GLP gui del i ne study

Critical

study for SIDS endpoi nt

- 23/55 -

(42)



5. Toxicity

Dat e: 28- SEP-2001

I D: 106-49-0

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Renar k:
Reliability:

Fl ag:
25- SEP- 2001

Speci es:
Concentration:
Dose:
Exposure Ti me:
Comment :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
25- SEP- 2001

5.3 Sensitization

Type:
Speci es:
Nunber of
Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year :

Test subst ance:

Renar k:

15- AUG 2001

rabbit

irritating

OECD Cui de-1ine 405

1986

"Acute Eye Irritation/ Corrosion"

GP:

other TS: p-toluidine; purity not
Exposure: 24 h; R 36 - irritates

(1) wvalid wthout
GLP gui del i ne study

restriction

Critical study for SIDS endpoi nt

rabbit

slightly irritating

Directive 84/449/ EEC, B.5

GaP:

other TS: p-toluidine; purity not

(1) valid without

Qui del i ne st udy

restriction

Critical study for SIDS endpoi nt

Open epi cut aneous t est

hunman

ot her: kei ne Daten

no data

GaP:

Positive Reaktion bei 63.8 % der
(p- Phenyl endi am n) sensibilisierten Personen
(G uppensensi bi | i si erung).

- 24/55 -

yes
not ed
t he eyes

no data
not ed

no data

pri maer durch PPD

(43)

"Acute toxicity (eye irritation)"

(40)

(44)



5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Type:
Speci es:
Concentration:
Nunber of

Ani mal s:
Vehi cl e:
Resul t:

Cl assification

Met hod:
Year :

Test subst ance:

Remar k
15- AUG- 2001

5.4 Repeated Dose

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treatnent:
Post. obs.
peri od:
Doses:
Control G oup:
NOAEL
Met hod:
Year:

Test subst ance:

Remar k
Resul t:

Reliability:

Fl ag:
15- AUG 2001

Pat ch- Test
gui nea pig
occl usi ve epi cut aneous

sensitizing

G.P: no data
no data
24 h, occl usive epi cut aneous
(45)

Toxicity
r at Sex: nmale

oral feed
4 weeks

dai |y

0, 165, 825, 1650 ppm (13.8, 66.8, 125.7 nmg/ kg bw. )
yes
13.8 ny/ kg bw
ot her:
G.P: no data
other TS: p-toluidine; purity not noted
10 ani mal s/ group
Reduced body wei ght devel opnent in the hi ghest dose group, as
wel | as increased relative |liver weights above 825 ppm
(2) wvalid with restrictions
Meets generally accepted scientific standards, well docunented
and acceptable for assessnent
Critical study for SIDS endpoi nt
(32)
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Dat e: 28- SEP-2001
5. Toxicity I D: 106-49-0
Speci es: r at Sex: mal e
Strain: W st ar
Route of admin.: i.p.

Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test subst ance:
Resul t:

15- AUG 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:
Contr ol
Met hod:
Year :
Test subst ance:
Resul t:
15- AUG 2001

G oup:

5.5 CGenetic Toxici

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Reliability:
Fl ag:
16- AUG 2001

3 consecutive days
once per day

no
75 ng/ kg bw in sunflower oil
no data specified
other: Determ nation of drug netabolizing enzynes

G.P: no data
no data
decreased activity of AHH and increased activity of gl u-
tathione S-transferase in liver, kidney and |ung honpbge-
nat es

other: Wld mce Sex:
oral feed

3 days

dai |y

1025 ny/ kg Kgw.
other: no data

G.P: no data
no data

Mehr als 50 % der Tiere starben

ty 'in Vitro'
Anmes test

Sal nonel I a typhi murium TA 102

with and wi t hout
negative
CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella
t hyphi nuri um Reverse Miutati on Assay"
1988 GLP: yes
as prescribed by 1.1 - 1.4
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(48)

- 26/55 -

(46)

(47)

(49)



5. Toxicity

Dat e:

28- SEP- 2001
I D: 106-49-0

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Reliability:
Fl ag:
16- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Fl ag:
16- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Fl ag:
16- AUG 2001

Ames test

Sal nonel | a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA

1538

with and wi t hout
negative
OECD CGuide-line 471

t hyphi nuri um Reverse Miutati on Assay"

GLP:
other TS: p-toluidine; purity not
(1) wvalid without restriction
Qui del i ne st udy
Critical study for SIDS endpoi nt

Cyt ogeneti c assay

V79

negative
ot her: kei ne Daten
GLP:
no data
Critical study for SIDS endpoi nt

Cyt ogeneti c assay

V79

with
positive
ot her: kei ne Daten
GLP:
no data
Critical study for SIDS endpoi nt

- 27/55 -

no data
not ed

no data

no data

"Cenetic Toxicol ogy: Sal nonella

(50) (51) (52)

(52)

(53)



Dat e: 28- SEP-2001
5. Toxicity ID: 106-49-0
Type: Ames test
Syst em of
testing: Sal monel I a typhi murium TA 1538
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
02- FEB- 1994 (54)
Type: Ames test
Syst em of
testing: Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537, TA
1538, 46, C3076, D3052
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
02- JUN- 2000 (55)
Type: Ames test
Syst em of
testing: Sal nonel | a typhi murium TA 1535, TA 1538
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
02- FEB- 1994 (56)

- 28/55 -



5. Toxicity

Dat e:
| D

28- SEP- 2001
106-49-0

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
02- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
02- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
20- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce

Ames test

Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537

wi th and wi t hout
negative
ot her: kei ne Daten

G.P: no data

no data
Bayer AG Leverkusen

Anmes test
Escherichi a col

WP2, WP2uvr A-

wi th and wi t hout
negative
ot her: kei ne Daten

G.P: no data

no data
Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 98, TA 100

with
negative

TA 1535

G.P: no data

no data
Bayer AG Leverkusen

Anmes test

Sal monel | a typhi murium TA 98, TA 100

with and wi t hout
negative

G.P: no data

no data
test done in presence of norharman
Bayer AG Leverkusen

- 29/55 -

(57)

(55)

(58) (59)



5. Toxicity

Dat e:
| D

28- SEP- 2001
106-49-0

20- MAY- 1994

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
23- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
23- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
23- MAY- 1994

Ames test

Sal monel I a typhi murium TA 97, TA 98, TA 100, TA 104

with
anbi guous

GLP: no
no data
positive in TA 100
Bayer AG Leverkusen

Anmes test

Sal monel I a typhi murium TA 98, TA 100

with and wi t hout
negative

G.P: no

no data
Bayer AG Leverkusen

Anmes test

Sal monel | a typhi murium TA 98, TA 100

with and wi t hout
negative

G.P: no

no data
Bayer AG Leverkusen

- 30/55 -

dat a

dat a

dat a

(60)

(61) (62)

(63)

(64)



5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
24- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
24- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce
02- FEB- 1994

Ames test

Sal nonel | a typhi murium TA 97, TA 98, TA 100, TA 102, TA 104,
TA 1535, TA 1537, TA 1538

wi th and w t hout
positive

G.P: no data
other TS: Hydrochlorid
weakly mut ageni c
Bayer AG Leverkusen

(65)
Bacterial gene nutation assay
Escherichia coli WP2 uvrA
no data
negative
G.P: no data
no data
Bayer AG Leverkusen
(66)
DNA darmage and repair assay
Escherichia coli pol At/ pol A-
negative
ot her: kei ne Daten
G.P: no data
no data
Bayer AG Leverkusen
(56)
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5. Toxicity

Dat e: 28- SEP-2001

I D: 106-49-0

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
23- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Sour ce
20- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:
Sour ce
20- MAY- 1994

DNA darmage and repair assay

Escherichia coli pol At/ pol A-

no data
negative

G.P: no data

no data
Bayer AG Leverkusen

CGene mutation in Saccharonyces cerevisiae

Saccharomyces cerevi si ae

no data
negative

G.P: no data
no data
m t oti sche Konversi on
Bayer AG Leverkusen

CGene mutation in Saccharonyces cerevisiae

Saccharomyces cerevisiae strain D3

no data
negative

G.P: no data
other TS: Hydrochlorid
mtotic crossing over
Bayer AG Leverkusen
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(50) (67)

(68)

(69) (70) (71)



5. Toxicity

Dat e:

28- SEP- 2001
I D: 106-49-0

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
24- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
02- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
02- FEB- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:

CGene mutation in Saccharonyces cerevisiae

strain D3

with and wi t hout
negative

no data
Bayer AG Leverkusen
Unschedul ed DNA synt hesi s

pri maere Rattenhepat ozyten

positive
ot her: kei ne Daten

no data
Bayer AG Leverkusen

other: Al kalische El ution
V79- DNA

negative

ot her: kei ne Daten

no data

Bayer AG Leverkusen

ot her: DNA bi ndi ng

granul ocytes (human)

no data
positive

no data

positive follow ng stinmulation with phorbol

acetate

GaP:

GaP:

GP:

GP:
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no data

no data

no data

no data

nmyristate

(72) (71)

(55)

(52)



5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Sour ce:
24- MAY- 1994

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
20- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
20- MAY- 1994
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
20- MAY- 1994

Bayer AG Leverkusen

ot her: DNA damage

Chi nese hanster fibroblast (V79) cells

with
negative
other: al kaline elution nethod
G.P: no data
no data
Bayer AG Leverkusen

ot her: DNA damage

human lung cells

no data
positive

G.P: no data
no data
Bayer AG Leverkusen

ot her: DNA damage

Escherichia coli Pol A-/ Pol A+

with and wi t hout
negative

G.P: no data

no data
Bayer AG Leverkusen

- 34/55 -

(73)

(74)

(75)

(76)



Dat e: 28- SEP-2001
5. Toxicity ID: 106-49-0
Type: ot her: Fl uktuati onst est
Syst em of
testing: Escherichia coli WZ2uvrA
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi t hout
Resul t: negative
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
02- FEB- 1994 (77)
Type: other: Inhibition of cell growth
Syst em of
testing: Ascites sarcoma B P8 cells
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
20- MAY- 1994 (78) (79)
Type: ot her: Menbrane damage
Syst em of
testing: Human di pl oi d enbryonic lung fibroblasts (Iine MRC 5)
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi t hout
Resul t: negative
Met hod: ot her
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
20- MAY- 1994 (78) (80)
Type: other: Mtotische Rekonbination
Syst em of
testing: Saccharomyces cerevisi ae D3
Concentrati on:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi th and w t hout
Resul t: negative
Met hod: ot her: kei ne Daten
Year : G.P: no data
Test substance: no data
Sour ce: Bayer AG Leverkusen
23- MAY- 1994 (50) (81)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
06- MAR- 1998
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce:
06- MAR- 1998
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Sour ce:
20- MAY- 1994

other: alkaline elution

DNA frommce liver and kidney
2/ 3 of LD50

positive
other: ex vivo testing
G.P: no data
other TS: p-toluidine
Bayer AG Leverkusen
(82)

other: formati on of DNA adducts by norharman and aromatic
am nes

Sal nonel | a typhi murium TA 98
4 nmg testsubstance in 2 mM DMSO and 20 m S9 mi x

with
negative
other: nutation test: pre-incubation nmethod as descri bed by
Ames; detection of DNA adducts: 32-P-post-I|abelling nethod
G.P: no data
other TS: p-toluidine
Bayer AG Leverkusen
(83)

other: inhibition of oxidative netabolism

brown fat cells, hanster

wi t hout
negative
ot her
G.P: no data
no data
Bayer AG Leverkusen
(78) (84)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 106-49-0

5.6 Genetic Toxicity "in Vivo'

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:

Resul t:

Reliability:

Fl ag:
16- AUG 2001

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Sour ce
15- AUG 2000

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Resul t:
Sour ce
25- MAY- 1994

M cr onucl eus assay

nouse Sex:
Ch-1

i.p.

si ngl e dose

43.75, 87.50, 175.0 ny/kg

mal e/ f emal e

negative

CECD Guide-line 474 "Cenetic Toxicology: Mcronucleus Test”
1997 GLP: yes

other TS: p-Toluidine , purity: .99.80%

Doses used were 43.75, 87.50, and 175.0 ng/kg. Cells were

harvested at 24, 48, and 72 hr (females only at 72 hr, no

mal es remaining). Signs of clinical toxicity and nortality
wer e observed.

Not cytotoxic to the bone marrow (PCE: NCE ratio); no

i ncrease in mcronuclei in bone marrow pol ychromatic

eryt hrocytes.

(1) wvalid wthout

GLP gui del i ne study
Critical study for SIDS endpoi nt

restriction

(85)

ot her: DNA bi ndi ng

rat Sex:
Spr ague- Dawl ey

gavage

single adm nistration

500 ng/ kg bw given in corn oi

positive

mal e

G.P: no data

Bayer AG Leverkusen

(86) (87)

other: Al kalische El ution
mouse Sex:

i.p.
35 ng/ kg Kgw.
ot her: kei ne Daten

G.P: no data
no data
Leber -
Positiv
Bayer AG Leverkusen

und Ni er en- DNA

(88) (89)
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Dat e: 28- SEP-2001
5. Toxicity I D: 106-49-0
Type: ot her: Drosophila w ng spot test
Speci es: ot her: Drosophila mel anogast er Sex: no data
Strain: other: multiple wing hairs and flare
Route of admin.: oral feed

Exposure period:
Doses:
Resul t:
Met hod:

Year :
Test subst ance:
Resul t:
Sour ce:
06- MAR- 1998

Type:
Speci es:
Strain:
Rout e of adm n.:
Exposure period:
Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Resul t:
Sour ce:
23- MAY- 1994

fromage of 72 h until
1.0; 2.0; 5.0 nM

pupati on

5.7 Carcinogenicity

Speci es:

Strain:

Route of admin.:
Exposure period:
Frequency of

treat nent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year :

Test subst ance:
Renar k:

Resul t :
Reliability:
Fl ag:

17- AUG 2001

other: eggs fromcross between mvh fermal es and flr3 mal es,
feeding of 72-h old third-instar |arvae until pupation,
selection of flies of (mh+/+flr3) genotype
1995 G.P: no data
other TS: p-toluidine
positive at the highest concentration tested
Bayer AG Leverkusen
(90)

other: inhibition of testicular DNA synthesis
nouse Sex: no data
no data
oral unspecified
200 ng/ kg Kgw

G.P: no data
no data
positive
Bayer AG Leverkusen

(91)

r at Sex: male
other: Charles River CD
oral feed
18 Mont hs
daily
0, 1000, 2000 ppm
yes
EPA OPP 83-2

G.P: no data
other TS: p-toluidine, hydrochloride salt; purity not noted

25 ani mal s/ G oup

Resul ts showed no significant
(1) wvalid without restriction
Qui del i ne st udy

Critical study for SIDS endpoi nt
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Dat e: 28- SEP-2001

5. Toxicity ID: 106-49-0
Speci es: nouse Sex: mal e/fenmal e
Strain: Ch-1
Route of admin.: oral feed
Exposure period: 18 Months
Frequency of

treat ment: daily
Post. obs.

peri od: oservation tine for all animls was 21 nonths
Doses: 0, 6 Mon. at 1000, 2000 ppm then 12 Mon. at 500, 1000 ppm
Resul t:

Control G oup:
Met hod:
Year:

Test subst ance:

Renar k:

Resul t :

Reliability:

Fl ag:
25- SEP- 2001

Speci es:
Strain:

Route of admin.:
Exposure period:

Frequency of

treatnent:
Post. obs.

peri od:
Doses:
Resul t:
Control G oup:
Met hod:

Year:

Test subst ance:

Renar k:
Resul t:

Sour ce:
20- MAY- 1994

yes
EPA OPP 83-2
G.P: no data

other TS: p-toluidine, hydrochloride salt; purity not noted
25 ani mal s/ Gender/ Group; Matched control; 99 males and 102
femal es as pool ed control .
Among the males in both dosage groups and anmong the fermales in
t he hi gher dosage group, there occurred a significantly higher
rate of liver tunmors (adenomas, carcinonas).
(1) wvalid without restriction
Qui del i ne study
Critical study for SIDS endpoi nt

(92) (93)
r at Sex: nale/femal e
Spr ague- Dawl ey
S. C.
24 Nonate

1mal / Wbche

nach Absetzen der Behandl ung bis zum spontanen Tod
0, 25, 75 ng/ kg Kgw i n Erdnussoel

yes, concurrent vehicle

G.P: no data
no data
30 Tierel/ Geschl echt/ G uppe
Koer per gewi cht sentwi ckl ung dosi sabhaengi g reduziert; keine
subst anzbedi ngte Mortalitaet; keine klinischen Synptone;
beni gne Lebertunoren und vernehrt Leberzell nekrosen bei
hoher Dosi sgruppe; keine erhoehte |nzidenz maligner Tunoren
Bayer AG Leverkusen

(38)

5.8 Toxicity to Reproduction

5.9 Devel opnent al

Toxi city/ Teratogenicity
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Dat e: 28- SEP-2001

5. Toxicity ID: 106-49-0
5.10 G her Relevant Information
Type: Excretion
Remar k: Kani nchen (kei ne weiteren Angaben); s.c.
W r kung:
Ausschei dung als NG ucuronid imUrin
Sour ce: Bayer AG Leverkusen
23- MAY- 1994 (94)
Type: Met abol i sm
Remar k: Ratte (Sprague-Dawl ey), mmennlich, 500 ng/kg Kgw, oral,
Ei nzel dosi s, 14C- MarKki erung
W r kung:
Im 24-h-Uin finden sich als Metabolite Am nonet hyl phenol e,
i nsbesonder e 2- Am no- 5- net hyl phenol (keine quantitativen
Angaben) und 2.5 % der Dosis als unveraenderte Ausgangs-
subst anz
Sour ce: Bayer AG Leverkusen
20- MAY- 1994 (95)
Type: Met abol i sm
Remar k: Kani nchen (Japanese Al bino), maennlich, 100 ng/ kg Kgw,
Ei nzel dosi s
Ratte (Wstar) und Meerschwei nchen (Hartley), keine
CGeschl echt sangabe, 100 ng/ kg Kgw Tag, 2 Tage
W r kung:
Nachwei s von N-Arylformam d und N Aryl acetam d i m Zyto-
sol
Sour ce: Bayer AG Leverkusen
23- MAY- 1994 (96)
Type: Met abol i sm
Remar k: Reaction of p-toluidine with normal and 18-O- | abeled H2Q2 in
presence of chl oroperoxi dase and pea seed peroxygenase was
found to give quantitative incorporation of 18-Ointo the
nitroso netabolite.
Sour ce: Bayer AG Leverkusen
04- MAR- 1998 (97)
Type: ot her
Remar k: Met hyl substitution am Ring verringert die neuronuskul aere
W rkung von Anilinderivaten
Sour ce: Bayer AG Leverkusen
15- AUG 1994 (98)
Type: ot her
Remar k: Unt er suchung des Effektes von Detergentien auf Perneation,
Absorption und Verteilung von Xenobioti ka an Rattendarm
praepar at en und kuenstlichen Lipoi dmenbranen mt u. a.
p- Tol ui din al s Model | subst anz
Sour ce: Bayer AG Leverkusen
24- VAY- 1994 (99) (100) (101) (12102) (103) (104
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Type:
Renar k:
Sour ce:

06- MVAR- 1998

Type:
Renar k:
Sour ce:

06- VAR- 1998

Type:
Renar k:
Sour ce:

06- MVAR- 1998

Type:
Renar k:

Sour ce:
24- MAY- 1994

Type:
Renar k:

Sour ce:
20- MAY- 1994

Type:
Renar k:

Sour ce:
20- MAY- 1994

Type:
Renar k:

Sour ce:
02- FEB- 1994

Type:
Renar k:

Sour ce:
25- MAY- 1994

ot her
review on toxicity
Bayer AG Leverkusen

ot her
review on toxicity
Bayer AG Leverkusen

ot her
review on toxicity
Bayer AG Leverkusen

other: 50 % i nhibition concentration

50 (50 % inhibition concentration for viability) f
p- Toluidin in Bal b/3T3 betraegt 0.201 mmol

Bayer AG Leverkusen

other: Drug Metabolism

Di e Seitenkettenhydroxilierung von p-Tol uidin durch
m krosonal e Leberfrakti on von Meerschwei nchen wird
Vi tam n- C- Mangel um 80 % reduzi ert

Bayer AG Leverkusen

ot her: Drug netabolizing enzymes

p- Toluidin wird durch die mkrosomal e Leberfraktion
(Kani nchen) in der Seitenkette zu 4-Hydroxynethyl an
hydroxiliert und anschliessend zum Al dehyd oxi di ert
Bayer AG Leverkusen

ot her: Haemat ot oxi zi t aet
Ratte (Wstar), 200 ng/kg Kgw., intragastrisch bzw
0.5, 0.75, 1.0 oder 1.25 % dermal

W r kung:

Nach p.o.-Gabe 1 h p.a. erhoehte Met-Hb-Bildung (21
nach dermal er Applikation 2 - 6 h p.a. dosisabhaeng
erhoehte Met-Hb-Bildung (bis 40 %

Bayer AG Leverkusen

ot her: Haenat ot oxi zi t aet
Kat ze, 27 ng/ kg Kgw., i.v.
W r kung:

Er hoehte Met-Hb-Bil dung (bis 39.6 %
Bayer AG Leverkusen
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Dat e: 28- SEP-2001
I D: 106-49-0

Type:
Renar k:

Sour ce
23- MAY- 1994

Type:
Renar k:

Sour ce
20- MAY- 1994

Type:
Renar k:

Sour ce

06- MAR- 1998
Type:
Renar k:

Sour ce

06- VAR- 1998

Type:
Renar k:

Sour ce
20- MAY- 1994

Type:
Renar k:

Sour ce
04- MAR- 1998

Type:
Renar k:

Sour ce
20- MAY- 1994

ot her: Haenat ot oxi zi t aet
Maus (kei ne naeheren Angaben), 0.5 mmol (ca.=54.5 ng)/
kg Kgw, Einzeldosis, i.p.
W r kung:
Met - Hb- Bi | dung (max. nach 10 mn., 6.9 %
Bayer AG Leverkusen
(114)

ot her: Henogl obi n bi ndi ng
Ratte (Wstar), weiblich, 0.6 mmol/kg Kgw (ca.=64.2 ng/ kg
Kgw) in 1,2-Propandiol; Schlundsonde
W r kung: Haenogl obi n- Bi ndungs-1ndex: 4.3 (nmol/nol Hb/Dosis
(ol / kg) )
Bayer AG Leverkusen
(115) (116)

other: MetHb formation

Assessment of MetHb formation of aniline derivates; in vitro
met hod using rat blood and hepatic nmetabolic activation
system (english abstract from japanese paper only).

Bayer AG Leverkusen

(117)
other: MetHb formation
After i.v.-adm nistration of 0.025 mMp-toluidine or its
correspondi ng N-hydroxy derivate to rabbits p-toluidine
produced rmuch snal |l er anobunts of MetHb
Bayer AG Leverkusen

(118)
other: N-oxidation in vivo
Hund (kei ne naeheren Angaben), 111.1 ng p-Tol - HC / kg Kgw,
i.v. Einzeldosis, 4 Tiere
W r kung:
Bi | dung von Met haenogl obi n und p-Ni trosotol uo
Bayer AG Leverkusen

(119)

ot her: N-oxidation of aromatic am nes

The N-hydroxilation of p-toluidine which forms the nitroso
derivate of the aromatic amine is paralleled by

met henogl obi n production in the cat.

Bayer AG Leverkusen

(120)
ot her: Nephro- and Hepatotoxicity
p-Toluidin ist imVergleich zu Anilin weniger nephro-
toxi sch, aber staerker hepatotoxisch
Bayer AG Leverkusen
(121)
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Dat e: 28- SEP-2001
I D: 106-49-0

Type:
Renar k:

Sour ce
20- MAY- 1994

Type:
Renar k:

Sour ce

24- MAY- 1994

Type:
Renar k:

Sour ce
24- MAY- 1994

Type:
Renar k:

Sour ce
20- MAY- 1994

Type:
Renar k:

Sour ce
23- MAY- 1994

Type:
Renar k:

Sour ce
06- MAR- 1998

Type:
Renar k:

Sour ce
24- MAY- 1994

Type:
Renar k:

Sour ce
24- MAY- 1994

other: Toxicity by cutaneous application

Al bi no- Maus (kei ne naeheren Angaben); kei ne Dosi s- Angabe;
Appl i kation auf Schwanzhaut; Wrkung: nach 6h keine Wr-
kung auf Atmung oder notorische Reaktion

Bayer AG Leverkusen

(122)
ot her: aromatase inhibitors
p- Tol ui di n besitzt kei ne Aromatase inhibi erende Wrkung.
Bayer AG Leverkusen

(123)

ot her: dermal absorption
p-Toluidin wird aus 1 % waessriger Loesung von Ratten durch
di e Schwanzhaut schnel | er absorbiert als durch Rueckenhaut
Bayer AG Leverkusen

(124)

ot her: dermal penetration
p- Toluidin zeigt in dem Mddell nach Potts und Guy (human
skin in vitro) eine signifikante dermal e Absorption
Bayer AG Leverkusen
(125)

ot her: henogl obi n bi ndi ng
Ratte, (Wstar), weiblich, 0.5 nmol (ca.= 54 ng)/ kg Kgw,
Schl undsonde, Ei nzel dosi s
W r kung:
Henogl obi n binding index (HBI): 4.3
Bayer AG Leverkusen
(126)

ot her: netabolic activation

p- Tol ui di ne was N-acetyl ated by reconbi nant human NAT1 and
pol ymor phi ¢ NAT2 acetyl transferases.

Bayer AG Leverkusen

(127)
ot her: microsonal netabolism
Di e Metabolisierung von p-Toluidin durch die m krosonal e
Leberfrakti on maennlicher Wstar Ratten wird durch Chlor-
ierung in ortho-Position verl angsant
Bayer AG Leverkusen

(128)
ot her: mcrosonal netabolism
p- Toluidin wird durch die mkrosonal e Leberfraktion von
Ratten und Maeusen zu p- Am nobenzoesaeure netabolisiert
Bayer AG Leverkusen

(129)
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Type:
Renar k:

Sour ce
24- MAY- 1994

Type:
Renar k:

Sour ce
24- MAY- 1994

Type:
Renar k:

Sour ce
24- MAY- 1994

Type:
Renar k:

Sour ce
24- MAY- 1994

Type:
Renar k:

Sour ce
10- MAR- 1998

Type:
Renar k:

Sour ce
10- MAR- 1998

ot her: mcrosonal netabolism
Die N-Hydroxilierung aromati scher Ami ne durch die m kro-
somal e Leberfrakti on von Kani nchen ist Cytochrom P-450
abhaengi g
Bayer AG Leverkusen

(130)

other: mcrosonmal netabolism
Die N-Oxidation von p-Toluidin durch die m krosomnal e
Leberfrakti on verl aeuft bei Meerschwei nchen, Kani nchen
Hanster, NMaus oder Ratte mt unterschiedlicher Aktivi-
t aet
Bayer AG Leverkusen

(131) (132)

ot her: microsonal netabolism
Bei Metabol i sierung durch m krosomal e Leberfraktion
(Ratte) bildet p-Toluidin keine intermnmedi aeren Konpl exe
mt Cytochrom P-450
Bayer AG Leverkusen
(133)

ot her: microsonal netabolism
Bei Pyruvatzusatz wird die Acetylierungsrate von p-Tol uidin
durch Rattenl eber honogenat (Sprague-Dawl ey, male) um 15 %
gehemmt
Bayer AG Leverkusen

(134) (135)

ot her: toxicodynam c properties in chronic poisoning
Aimof study was to assess del ayed toxic effects of
tol ui dine i somers during prol onged exposure in female Wstar
rats. lIsomers were added to food containing 24% protein.
Wthin the dose and exposure-duration ranges used,
o-tol ui di ne reached hi ghest bl ood and urine concentrations
(fromenglish abstract of polish publication).
Bayer AG Leverkusen

(136)

ot her: toxicodynam c properties in chronic poisoning
Aimof study was to assess del ayed toxic effects of
tol ui dine i somers during prol onged exposure in female Wstar
rats. lIsomers were added to food containing 8% protein.
Wthin the dose and exposure-duration ranges used,
o-tol ui di ne reached hi ghest and p-tol uidine | owest bl ood and
urine concentrations (fromenglish abstract of polish
publication).
Bayer AG Leverkusen

(137)
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Dat e: 28- SEP-2001
I D: 106-49-0

5.11 Experience with Human Exposure

Renar k:

Sour ce:
20- MAY- 1994

Renar k:

Sour ce:
20- MAY- 1994

Renar k:

Sour ce:

23- VAY- 1994

Renar k:

Sour ce:
23- MAY- 1994

Renar k:

Sour ce:
24- MAY- 1994

Renar k:

Sour ce:
24- MAY- 1994

Renar k:

Sour ce:

24- VAY- 1994

Renar k:

Sour ce:
04- MAR- 1998

Bei Rauchern wird im Vergleich zu N cht-Rauchern ei ne-
von den Rauchgewohnheiten abhaengi ge- erhoehte Bil dung
von Addukten aus Haenogl obi n und aromati schen Am nen
beobachtet ("bl onde- or bl ack-tobacco snoking")
Bayer AG Leverkusen
(138) (139)

Nachwei s von p-Toluidin imUin von 2/11 Rauchern und
4/ 9 N cht-Rauchern
Bayer AG Leverkusen

(140)
Di e unterschiedlich ausgepraegte Bil dung von Haenogl obi n-
Addukten mit aromati schen Ami nen bei Rauchern korreliert
mt individuellen Stoffwechsel unterschi eden
Bayer AG Leverkusen

(141)
Bei Rauchern wurde eine |eicht erhoehte Tendenz zur Bil-
dung von Am n- Haenogl obi n- Addukt en beobachtet; keine
strenge Assozi ation zw schen Raucher-Status und Haeno-
gl obi n-Bi | dung
Bayer AG Leverkusen

(142)
Tol ui di ne (I sonerengem sch, kei ne naeheren Angaben)
zeigen die gleichen Vergiftungssynptome wie Anilin, je-
doch mt schwaecher ausgepraegter Zyanose. Synptone:
Stranguri e, Haenogl obi nurie, Anaenie
Bayer AG Leverkusen

(143)

I nhal ation von 40 m/cubic nmetre (ca.= 176 ng/cubic netre)
Tol uidin (Isomerengemnm sch) ueber 60 min fuehrt zu schweren
Ver gi ft ungser schei nungen. Bei fortdauernder Exposition
treten ab 10 m/cubic netre (ca.= 44 ng/cubic nmetre) Synp-
tone auf

Bayer AG Leverkusen

(144)
Bei der zytoskopi schen Untersuchung an 75 von 81 Beschaef -
tigten einer ofp-Tol uidin-Produkti on wurden in 2 Faellen
Bl asenpapi | | ome di agnosti zi ert
Bayer AG Leverkusen

(145)

p- Tol ui di ne can be determ ned simultaneously w th nunerous
other aromatic amines in urine, plasma or erythrocytes.
Bayer AG Leverkusen

(146)
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Remar k

Sour ce
04- MAR- 1998

Remar k

Sour ce
06- MAR- 1998

Remar k

Sour ce
04- MAR- 1998

Remar k

Sour ce
06- MAR- 1998

No correlation could be found between increasing urinary
cotinine levels indicating increasing exposure to
envi ronnent al tobacco snoke and henogl obi n adducts of
p-tol ui di ne i n nonsnoki ng pregnant womnen.
Bayer AG Leverkusen

(147)

p- Tol ui di ne was detected in the urine of nonsnoki ng subjects
who were not occupationally exposed to aryl am nes.
Bayer AG Leverkusen

(148)
The amount of Hb-adducts of p-toluidine in the bl ood of
exposed workers can be quantified by GC M5
Bayer AG Leverkusen

(149)

There were no significant differences in renal excretion of
p-tol ui di ne between occupationally exposed and non exposed
snokers and nonsnokers.
Bayer AG Leverkusen

(150)
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