HE4

FNER#E R (EU-RAR)

JRX (EU-RAR)

1. — iR

GENERAL INFOMATION
1.01 MEFR

SUBSTANCE INFOMATION

CASES

98-54-4

98-54-4

WE % (BAFESH)

p-tert-FFILIx/—)L

MEH (EH)

p—tert—Butylphenol

p—tert—Butylphenol

A% %

ERNERESDES

ERNERETYES

OECD/HPV%£¥§

p—tert—Butylphenol

p—tert—Butylphenol

EEE

C10H140

C10H140

BiE=

CHy
HO le— CHy

CHy

CHy
HO le— CHy

CHy

&=

SF=: 15022

Molecular Weight 150.22

1.02 REMERINESEE HE
SPONSOR INFOMATION

EEREICET HFER

(235K

OECD/HPVZ OS5 L., (SIAM10, 2001/5/15-17) [IC&YIRESH
f=1&%R
(http://cs3-hq.oecd.org/scripts/hpv/)

OECD/HPV Program , SIDS Dossier , assessed at
SIAM10(March 15-17, 2000)
(http://cs3-hq.oecd.org/scripts/hpv/)

REEH

P 7E #h B UNE AR S

HLUEKS
ST

FEEEpELL:
HLEER S (BEES)

HLEBIRE (A—)LTFLR)

HmEEERA

&=

ARV —E:BE

Sponsor Country: Japan

1.03 A7) —5H i
DETAILS ON CHEMICAL CA

1.1 —fRET Y E IR

TEGORY

GENERAL SUBSTANCE INFOMATION

MEDZAT

HREEYME

organic

NEQE- 2B - BREDER

HERRIREE (20°C, 1013hPa)

E1ZS

solid

99.9%

99.9%

HEESE/E8%)
H B

&EE

1.2 T§5H
IMPURITIES

CASES

WME AT (IUPAC)

ERERETOES

BARZERICETHEH

5% (%)

H B

&EE

T

Unknown

1.3 &N
ADDITIVES

CASES

WME AT (IUPAC)

ERERETOES

BARZERICEHTLEH

=2HE (%)

H B

&EE

None

1.4 34
SYNONYMS

B %1

4-EREFXS —tert-TFILALEY

4-Hydroxy—tert—butylbenzene

H B

&EE

15 @& -HAE
QUANTITY

WS- BMAE

5,000 t/£

5,000 tonnes/year

HEEF

1993 (HA)

1993 (Japan)

g

MITI, Japan (1997)

MITI, Japan (1997)

&%

Wi -WAS

11,000 t/4F

11,000 tonnes/year

HREF

1990 (ZAYHERE)

1990 (USA)

H B

ECDIN Database

ECDIN Database

&EE

1.6 FAZIER
USE_PATTERN

|Intermediate

I|IEFH$$T§¥&

I CEIGIES




T EMAE

FASHRICE 1T 5K

Intermediate in closed system

BA&ntE MERIEH]. BEBE Iz /—ILEtIE. REBIAETH]. Bih/HBHFED |Intermediate for antioxidants, oil-soluble phenolic resins, pour
TS5RFVI/BBEN/ ALEHZEIZBVBRIIEFIDI=6HDH |point depressors and emulsion breakers for petroleum oil and
kG some plastics;

H ECDIN Database ECDIN Database

EE

T ARER EiEER Direct use

TEMAE DE Plasticizer

A& BEfg )L O— X A2 F| Plasticizer for cellulose acetate

H ECDIN Database ECDIN Database

EE

F A RARER BARICE T EAEEAEL No consumer use is known in Japan

TEHAE

A&

Hi B MITI, Japan (1997) MITI, Japan (1997)

EE

17 BRESLVANORERER
SOURCES OF EXPOSURE

REICHTHER

HEHSEAR: B
BERSY D E: 12,000 ke/4F

g

Media of release: Bay
Quantities per media: 12,000 kg/year

Company data

Company data

&%

1.8 B ANTE#
ADDITIONAL INFOMATION

BLf 5 18

BERERA

TWA: 0.08 ppm (0.5 mg/m")

TWA: 0.08 ppm (0.5 mg/m°)

BELE

XEREHE DEEE & B F
H B

RTECS Database

RTECS Database

&EE

BV A—RE)T RAR

Country: Germany, Austria, Switzerland

BRESE

BERBRA

TWA: 10 ppm (60 mg/m°)

TWA: 10 ppm (60 mg/m°)

BRELE

XERSHZE DEEEA S B {F
g

RTECS Database

RTECS Database

Bz

EA—RLSUT

Country: Australia

2. LSRR

PHYSICAL CHEMICAL DATA
21 R

MELTING POINT

HBRYE %

CASES

MEE

IR
Bix

GLP

RERET o5

SERE N

#ER

Bhm:  °C

99.3°C

R C

No

HE T

No

fil

EZTN

EEERaT

ERE QIR

Hi B
5| FXER

Tokyo Kasei Chemical Co.

Tokyo Kasei Chemical Co.

&=

22 A
BOILING POINT

HBRYEH

CASES

MEE

ER

Hix

R

Unknown

GLP

%L

No

HERETo5F

SERE N

#ER

Bm: °C

237°C

237°C

EA

1,013 hPa

1,013 hPa

nEE:C

L

No

fiel

EZTN

EEERaT

B D FI TR




g

5| FSCER

The Merck Index (11th edition)

The Merck Index (11th edition)

&EE

HERMES

CASES

HEE

ER

FiE

R

Unknown

GLP

Tl

No

HERETo5F

SEREH
=3

31

237 °C

237°C

1,013 hPa

1,013 hPa

AL

No

EIa
0 aff

ERR

EEHERa7

ERE QR
Hi B

5| SRR

IUCLID Database (Huels AG Marl)

IUCLID Database (Huels AG Marl)

&%

23 FE(LE)

DENSITY (RELATIVE DENSITY)

HBRYEH

CASES

MEE

ER

SAT EE

Type: Density

Hix

R

unknown

GLP

L

No

HERETo5F

SEREH
#ER

0.92 g/cm3

0.92 g/cm3

247

110 °C

110 °C

EZTN

EEERaT

B D FIHTRAL
£

Hig
5| FSCER

IUCLID Database (Huels AG Marl)

IUCLID Database (Huels AG Marl)

&EE

24 ZRE
VAPOUR PRESSURE

HEMEH

CASES

HEE

ER

HiE

measured

GLP

AlE
?

?

HERETo5F

SEREH
#ER

ESE

1.3 x 102 Pa

1.3 x 102 Pa

mE:  °C

60 °C

60 °C

nfE: C

Fh

ERR

EEHERa7

ERE QIR
Hi B

5| SRR

The Sigma—Aldrich Library of Regulatory and Safety Data

The Sigma—Aldrich Library of Regulatory and Safety Data

&%

HBRYE A

CASES

MEE

IR
BiE

HIFE

measured

GLP

?

RERETo5F

SERE N

R

ERE

0.3 hPa

0.3 hPa

mE:  C

50 °C

50 °C

R °C

TN
N0 o]

EZTN

EEERaT

(BB D FIBR B
E

Hig
5| FSCER

IUCLID Database (Huels AG Marl)

IUCLID Database (Huels AG Marl)

&EE




2.5 53R (log Kow)
PARTITION COEFFICIENT

HBRYEH

CASES

MEE

EZTN
Bix

HIE, OECD TRRAARSA> 107

measured, OECD TG 107

GLP

[EXR)

Yes

HERETo5F

SEREH

#ER

Log Kow

3.29

3.29

mE:  C

25 °C

25 °C

B

IR

EEHERa7

B D FIHTRAL
g

= FXE

MITL Japan (1997)

MITI, Japan (1997)

&EE

HERMEH

CASES

HEE

IR
i

AITE. OECD TRMIARSMY 107 (TS RAIIREE)

measured, OECD TG 107 (Flask—shaking method)

GLP

No

No

HERETo5F

SEREH

#ER

Log Kow

mE:  °C

fiel

EZN

EEHERa7

EREE QIR

Hi B
5| FAXER

IUCLID Database (Huels AG Marl)

IUCLID Database (Huels AG Marl)

&%

26.1 KRR (REERESD)

WATER SOLUBILITY & DISSOCIATION CONSTANT

HBRYEH

CASES

EE

IR
BiE

OECD TRRHARSA> 105

OECD TG 105

GLP

[EXR)

Yes

HERETo5F

SERE

#ER

KRR

610 mg/I

mE:  C

25 °C

pH
pHEIER DY ERE

FEEm

Slightly soluble

EZTN
EEERaT

B QTR

g
5| FAXER

MITI, Japan (1997)

MITI, Japan (1997)

&%

FRREE 2

[ —1%
Bk

OECD TRRHARS A 112 RIRILEK)

OECD TG 112 (Photo absorption method)

EE:  °C

GLP

No

No

HEREH

HERETo5F

#ER

pKa {E: 10.16 at 25°C

pKa value: 10.16 at 25°C

fiel

T
EBEHERaT

{E3E1E D FIBR B

g
5| FSCER

MITL Japan (1997)

MITI, Japan (1997)

&EE

26.2 RERAN
SURFACE TENSION

2.7 51K R GRAK)
FLASH POINT(LIQUIDS)

HBRYEH

CASES

MEE

IR
BiE

A—7> 57 (DIN ISO 2592)

Open cup (DIN ISO 2592)

GLP

LMNE

No




HEREToF

HEREH

e
5|Km:  C

#3115 °C

—

ca. 115 °C

HERDEAT

fil

EZTN

EEERaT

B D FI TR
g

= FXE

IUCLID Database (Huels AG Marl)

IUCLID Database (Huels AG Marl)

&EE

28 BEMRENE (Bfk S

AUTO FLAMMABILITY (SOLIDS/GASES)

HEMEH

CASES

HEE

ER

HiE

GLP

HERETo5F

SEREH

#ER
EEEI -

EhH

B

FIARIRER T —2I13L

No data are available

R

EEHERa7

ERE QIR
Hi B

5| SRR

&%

29 51K
FLAMMABILITY

HBRYEH

CASES

MEE

ER

Hix

GLP

HERET o5

SEREH

EE I —

EADI5E

Bl REMNF

SEDEE

KEDFER

B

FIFARIRER T —2I13L

No data are available.

R

EEHERa7

ERE QR
Hi B

5| SRR

&=

210 RHEME
EXPLOSIVE PROPERTIES

HBRYEH

CASES

E%

IR
Bi&

GLP

HERETo1-5F

EEE&%#

R
KIZEYIRFE

m-CohARD B KU EERICERE

m-C=hOR B LY RIS

BREMEN

ZDth

B

FIFARIRER T —2I13L

No data are available.

IR

EEHERa7

ERE QLRI
Hi B

5| SRR

&%




2.11 BAetE

OXIDISING PROPERTIES

HBRYEH

CASES

MEE

ER

Hix

GLP

HERETo5F

SERE N

R

ErEhEYBLY

RARGEEENSRESWER

FHERBTELORE

SERREtE

Z 0t

Fh

L None

SEIR

EBEHERIT

B QI HTRAL
g

= AR

&EE

212 B ETARTUOvIL

OXIDATION/REDUCTION POTENTIAL

213 Z OO ML LHMERICEI T 18R
ADDITIONAL INFOMATION

HEMEH

CASES

HEE

ER

HiE

T8 unknown

GLP

? ?

HERETo5F

SEREH

pKa: 10.39 pKa: 10.39

EZN

HIEE measured value

EEHRa7

EREE QR
Hi B

5| SRR

IUCLID Database (Huels AG Marl) IUCLID Database (Huels AG Marl)

&=

3 IRGE AN SHEER

ENVIRONMENTAL FATE AND PATHWAYS

31 REM
STABILITY
311 KD

PHOTODEGRADATION

HEMEH

CASES

HE calculated

AR Air

GLP

? ?

HERET o E

SR E R R (hm)

ABFEEICE DR EE

MEDARIEIL

ERE N

#ER

MERE

HREE (°C)

B R

B HEAL /2

S BE R () & B ]

EFIRE (%)

EEA R

RRH (A1)

R HR R

REEH

43.4% 10-12 cm™/ R F*8) (ST HIL) 43.4% 10-12 ocm®/molecule*sec (radical)

F At /2

DERERY)

fiel

ER

FRHA D8I, RIEEFE $43.4%10-12 cm3/ 53 F/FIZE |Half-life of 8.9 hour is calculated based on the rate constants
DE. KKFDOHSPHILEEZ500,0005 F/cm3EL TEH LTz |(43.4 * 10-12 cm3/molecule*sec) by using the concentration of
fiE, OH-radicals of 500000 molecule/cm3 in atmosphere.

EEHERa7

ERE QIR
Hi B

5| SRR

IUCLID Database (Huels AG Marl) IUCLID Database (Huels AG Marl)

&=




3.1.2. KPR E M (K AEME)
STABILITY IN_WATER

HERMEH

p—t—Butyl phenol

p—t—Butyl phenol

CASES

HEE

HRE - 99%

purity: 99%

ER

FiE

OECD TRRHARSA> 111

OECD TG 111

GLP

[E{A)

Yes

HERETo5F

SEREH

#ER

RERE

HRIRE

FTE R R D2 ARE®). pH.RE

25 °CTpH 4, 7& ITIERTE

Stable at pH 4, 7 and 9 at 25 °C

EEE!

SERERY

B

R
fEmEEzay

ERE QR

Hi B
5| FXER

MITI, Japan (1997)

MITI, Japan (1997)

&=

313 HIEhREME
STABILITY IN_SOIL

CASES

MEE

IR
Bix

GLP

HERETo5F

HEREH

SHERHARE
#ER

B0 AT

SN

EE

| LIZRE °C

tiZdipH

[ TETEE ®

EX DU

HEESE (o)

FHRER (o)

BAA> ZHge

WEWMNAATRBE

SH K BER (DT50, DT90)

S RE R

BECEDHKE

FEEm

FFARIREA T — 213

No data are available.

EZTN

EEERaT

BB D FBR B
g

= FXE

&EE

32 E=AYLYT T—RIRER)

MONITORING DATA(ENVIRONMENT)

HERMEH

CASES

HEE

ER

FiE
HESAT (=)

ZDth

Other

L3S

=EK (@)

Surface water (sea)

#ER

ND (#RHHFR 5 0.0005 mg/D) (1977, B, 4ithis)

ND (Detection limits: 0.0005 mg/1) in 4 areas in Japan as of 1977

EZo
0 o

ND: K& H

ND: Not detected

R

EEHERa7

B D FI TR

g
5| FSCER

Chemicals in the environment, EA, Japan (1977)

Chemicals in the environment, EA, Japan (1977)

&EE

HEMES

CASES

HEE

ER

FiE
HESAT (=)

ZDith

Other

LIS

FEK Gallll)

Surface water (river)




e

ND (#RHHFR57:0.002 mg/l) (1977, BA, 4ithis)

ND (Detection limits: 0.002 mg/1) in 4 areas in Japan as of 1977

B

ND: K& H

ND: Not detected

SR

EEHERaT

B QMR
g

= AR

Chemicals in the environment, EA, Japan (1977)

Chemicals in the environment, EA, Japan (1977)

EZ

HEMEH

CASES

HEE

ER

5

BAEZAT ()

ZDth

Other

Z37

FEK GIO)

Surface water (estuary)

e

ND #RHIFR 5 0.005 mg/l) (1977, HA, 21thiz)

ND (Detection limits: 0.005 mg/1) in 2 areas in Japan as of 1977

B

ND: K& H

ND: Not detected

R

EEHERaT

B D FI TR
g

= A

Chemicals in the environment, EA, Japan (1977)

Chemicals in the environment, EA, Japan (1977)

EZ

HERMEH

CASES

HEE

ER

5

BAEZAT ()

ZDith

Other

L3S

EH ()

Sediment (sea)

#ER

ND (BRHIBR SR : 0.03 mg/kg) (1977, AR, 4ithizh)

ND (Detection limits: 0.03 mg/kg) in 4 areas in Japan as of 1977

B

ND: K& H

ND: Not detected

R

EEHERaT

{E3E1E D FIBR B
g

= FXE

Chemicals in the environment, EA, Japan (1977)

Chemicals in the environment, EA, Japan (1977)

&EE

HERMEH

CASES

HEE

ERR

5

BAEZAT ()

ZDth

Other

L3S

EE JID

Sediment (river)

#ER

ND (REIFR S : 0.04 mg/kg ) (1977, B A, 4ithis)

ND (Detection limits: 0.04 mg/kg ) in 4 areas in Japan as of 1977

B

ND: K& H

ND: Not detected

R

EEHERaT

B D FI TR
g

= FXE

Chemicals in the environment, EA, Japan (1977)

Chemicals in the environment, EA, Japan (1977)

&EE

HERMEH

CASES

HEE

ER

5

BAEZAT ()

ZDith

Other

L3S

EZ Gl

Sediment (river)

#ER

ND (IRHIFR A 0.04 mg/kg) (1977, HA, 4itaish)

ND (Detection limits: 0.04 mg/kg ) in 4 areas in Japan as of 1977

B

ND: K& H

ND: Not detected

R

EEHERaT

B D FI TR
g

= AR

Chemicals in the environment, EA, Japan (1977)

Chemicals in the environment, EA, Japan (1977)

&EE

HEMEH

CASES

HEE

ER

5

GC/MS &4t

GC/MS analysis

BAlEZAT ()

NV TZIVE

Background

L3S

REK

Surface water




I

4—tert-TFIL T/ —)LIE. SANI(Weil, Mainz;, FAY)H5D16
ST INDSE55 T ILEH S, A2 )1|(Kostheim, Germany)hY
S5D549 T LRt STz, Th U EDOFATEDFREEL,

4-tert-Butylphenol was identified in 5 of 16 samples from the
river Rhein (Weil, Mainz; Germany) aand in 1 of 5 samples from
the river Main

(Kostheim, Germany); no further information available.

a5

T

EEHRIT

EFEME D FETIEHL

Hig

5| SRR IUCLID Database (Huels AG Marl) IUCLID Database (Huels AG Marl)

EZ

HERYELA

CASES

HEE

R

ey XAD-2 5347 XAD-2 analysis

HIE 2T (Hha) BiREMT At concentration site

(T4 #h oK Ground water

R USAIKZERAAL12H 28 (FID) ZAULV\-H XY 0O 57 4—T|Concentration for gas—chromatographic peaks likely identified as
Atert-DFIL I/ —)LEHERINT-E—IDRE:0.035-0.118 4 |4-tertbutylphenol via relative flame ionization detector (FID)
g/l TS TILDIREREFEA L 19802 A M3 A BATILF 4 |response: 0.035 —0.118 ug/I; ground water samples were taken
YADTIIFMIT=v I RICHDREZEEIZEBEK (TR [from February to March 1980 beneath a rapid infiltration site for
IBK) MEBIZ DT A SIRELT=, wastewater (secondary effluent) in Phoenix, Alizona, USA.

fetl

T

EEHRIT

EFEME D FETIEHL

Hig

5| SRR IUCLID Database (Huels AG Marl) IUCLID Database (Huels AG Marl)

EZ

HERWE LA

CASES

HEE

TN

Hik

HIE 2T () BiREMT At contaminated site

JEZS HK, BFE-I-KEEE Waste water, receiving water and sediment

e Concentration of 4-tert—butylphenol in waste water from a
L RR R TSNS DEKPDI-tert-TFILTT/—ILDE  |specialty
E:1-150 pg/l; BAKFRAANNKBPDEE:3 ug//(1H>FILT  |chemicals manufacturing plant: 1 — 150 ug/I; concentration of
DHEH) B EHEYTDERE 02~Tug/g; YT ILIE, 1975 |waste water receiving river water: 3 ug/| (detected only one
FERT1976FIZT AABERNDE KA TRERL = sample); concentration in related sediment: 0.2 -7 ug/g; samples

were taken in 1975 and 1976; Brackish River, USA.

[t

R

EEHRIT7

EEHDFIBTIR L

High

Ell:: B IUCLID Database (Huels AG Marl) IUCLID Database (Huels AG Marl)

EE

33. BEIEHER

TRONSPORT AND DISTRIBUTION

331 RERSHEOBH

TRANSPORT BETWEEN ENVIRONMENTAL COMPARTMENTS

HBRYEH

CASES

MEE

ER

Hix

#ER

[EIES

RBESHFRHCEAPRE
(levelll/ID)

FIFAAIREL T —AE AL

No data are available.

il

T
EBEHERaT

B D FI TR

g
5| FSCER

&EE

33.2 HBL
DISTRIBUTION

HERMEH

CASES

HEE

IR

BREAK

AS-EY-EEH-TE-K

Air-biota—sediment—soil-water




Dok IFHIT4—LAL Fugacity level III
HEREH
"R
T
| K&~ R~ T~ Release Release Release
ayn’ —=ppvp 100%HEH 100%HEH 100%HEH Compartment | 100% to air | 100% to water | 100% to soil
KA 39. 7% 0. 2% 0. 0% Air 39. 7% 0. 2% 0. 0%
K 23.3% 95. 3% 0. 4% Water 23. 3% 95. 3% 0. 4%
+35 35. 9% 0. 2% 99. 6% Soil 35.9% 0. 2% 99. 6%
JEEE 1. 1% 4. 4% 0. 0% Sediment 1. 1% 4. 4% 0. 0%
HEER
ER
EEHRIT
EEHDFIBTIRIL
High
5| FCER
EE
34 FRIEE SRR
AEROBIC BIODEGRADATION
HERYMEL
CASEE
MEE T8 unknown
AR
ik 5 EEC/92/69, Part II, C. 4-A DOC Die Away Test Directive EEC/92/69, Part II, C. 4-A DOC Die Away Test
EE AR IR aerobic
HEiER XEIME non-adapted
GLP Ly Yes

SERE(T o F

ES;
HBRMERE 30 mg/| (DOCEHEDHHRFLLT) 30 mg/I in organic carbon related to DOC
HiERE

BEERE °C

XTERYIE 85 L iR B (me/L)

HRERESE

NREEHAE

#ER
=ICOBEE (%) BHE

) (HE)

W (EHH)

SEERE

98 % (28H %)

98 % after 28 days

D ERE-2

SRR -

AEE

SERE R

LEEBRUND D REBRIE AR
RUZOHER

HREMED7, 14BBDNRE

Z0fth

Fh

o

readily biodeg.

IR
fEEEzay

ERE QR
Hi B

5| SRR

IUCLID Database (Huels AG Marl)

IUCLID Database (Huels AG Marl)

&=

3.5. BOD-5, COD#7=[&BOD-5./CODLL
BOD-5. COD OR RATIO BOD-5/COD

HEMES

CASES

HEE
R

é;ooso)ﬁm?iii

GLP

HERETo5F

BREH

#ER

RE

R meg0,/L

BOD/CODLt

ZDth

B

FIFARIRER T —2I13L

No data are available.

R
fEEEzay

ERE QIR
Hi B

5| SRR

&EE

36 EMIRMENE
BIOACCUMULATION

HBRYEH

14C—1258 4t-JFI)LIx/—)L

14C-labelled 4—t-butylphenol

CASES

HES

2= 98%

>=98%

EZTN




Bk

EYRfEtERER. BEE, bk
1EKKDFIE; 5 IL/10LK (160-170 mg CaO/LEEE DK + 5 LT
A1 KES14y7)

bioaccumulation test, measured, static
Static procedure; 5 fishes/10 | water (5 | tap water of 160-170
mg CaO/| hardness + 5 | deionized water)

EiE

$48 (Leuciscus idus melanotus)

Fish (Leuciscus idus melanotus)

KEHHE (H)

BRERE

Bt EAR

GLP

HERETo5F

DWHE

HEREH

225 °C

225 °C

HWERYE R

46 ug/l

46 ug/I

xt BB

*ERYE 5 R USHAE

B X Eff

R

SRR 178

EEEEE ()

SER T DIFER Y B IR

= #EfR I (BCF)

120

120

HuA - B T 3

HEAEEST

K%

EZTN

EEERaT

B QTR
E

Hig
5| FSCER

IUCLID Database (Huels AG Marl)

IUCLID Database (Huels AG Marl)

&EE

HERMEH

14C—4Z8 4T FI)LIz/—)L

14C-labelled 4-t-butylphenol

CASES

HEE

>=98%

>= 98%

ER

HiE

EEmERER, AR, EKR
SEHEDEE: 100 mgBZ B8 /L (50 mgiREE/L);BCFIXEEDE
FEEHELRDI,

bioaccumulation test, measured, static
Static procedure; concentration of algae: 100 mg dry weight/| (50
mg wet weight/1); BCF was related to wet weight of the algae.

EMiE

58 (Chlorella fusca)

Algae (Chlorella fusca)

ZEHHE (H)

24

24

BRERE

Bt EAR

GLP

HERET o5

DWFE

SEREH

225°C

225 °C

50 ug/I

50 ug/I

IR E R
xt B )

*ERWE 5 R US A E

B X Ehf

R
SRR 1TE)

EEEEE ()

SER T DIFER Y B IR

R #EfR I (BCF)

34

34

EZTN
EEERaT

B D FI TR

g
5| FSCER

IUCLID Database (Goyer et al., Chemosphere, 10, 1307 (1981))

IUCLID Database (Goyer et al., Chemosphere, 10, 1307 (1981))

&EE




HE4

FNER#E R (EU-RAR)

JRX (EU-RAR)

-1 A~DAMEN
ACUTE_TOXICITY TO_FISH

1.1 ~ 14TIRE

As prescribed by 1.1 — 1.4

il :99.5%

purity: 99.5%

B —1f%
Bk

OECD FRRHARS A 203 (1992)

OECD TG 203 (1992)

GLP

(AIAY.4

No

HEREToEF

BIE. R HieE

AE N (Oryzias latipes)

Medaka (Oryzias latipes)

IVRRAUE
T DA &

HBRYMEDS
T2k

(AIAY.4

No

HEME DS
1 &

FERDHEE AR
HEBADAEH. Ak . KE

ek
ABRAKEHYDARE

SEYETORZHARER

CoAfbZEH

KR

FIKDIEZHEE

gﬁﬁiﬁiﬁ(&lﬂ%ﬁiﬁi&)t%@

=
e

HEBRMENBFRDTCOREM

IRRRBE AR DIBEEZDRE

RERH

F &1

96 BFfH

96 h

HEBROL21T: FibKk=K, KR

Type of test: semi—static
open—system

MoK /BRI

EH. ELYDA

FENRRINDAEDTRER
BRUXEBRXICH1THKE

SRR B #0

BREADIKE

R EREDEE S E
HER

RERE

SEAlRE

AP EERE

ZERTEDR

HETHIFER

R

110D AF DERTERE20, 30, 45, 6.88 LT 10 mg/IDFHRER
MERKRIZRE L=, 100 mg/| DDMSO & HCO-40 (EELtt4:1)
ERBELTHERL=, 100 mg/| DRI LIS RKEKE X R
BLLTHEALTz, 96B5REILC501EIL 5.1 me/1(95 % 1SR MEIE
4.7 mg/| ~ 5.8 mg/1) TH>1=,

Group of ten Medaka were exposed to nominal concentrations of
2.0, 3.0, 4.5, 6.8 and 10 mg/I. 100 mg/I DMSO & HCO-40 (4:1
weight ratio,) was used as solubilizer. 100 mg/| solubilizer and
dechlorinated tap water were used as control. The LC50 (96h)
was determined to be 5.1 mg/I with 95 % confidence limits of 4.7
mg/| to 5.8 mg/I.

RERICHTHETE

EERIS
1@@?&%?&%%
f

#£ 2 (96h-LC50)

LC50 (248%f) = 5.1 mg/I
LC50 (48H%fH]) = 5.1 mg/I
LC50 (728%R8) = 5.1 mg/I
LC50 (968%fH]) = 5.1 mg/I

LC50 (24h) = 5.1
LC50 (48h) = 5.1
LC50 (72h) = 5.1
LC50 (96h) = 5.1

mg/|
mg/|
mg/|
mg/|

EEERaT

X257«

ERE QR
Hi B

5| SRR

RIS, BA (1995)

Environment Agency of JAPAN (1995)

&E

E—

#HEE: > 99%

Purity: > 99%

Hix

GLP

HEBREToF

B8 R fHGE

27YRANYRS/— (Pimephales promelas)

Fathead minnow (Pimephales promelas)

IVRRAVE
DA &

IFLy

Yes

HERME DS
HEBRMED ST E
T 3%

#=52 DHfiEAZ
HRBOPE, AR, HE

S

HBRAKEH-YDAKSE

ZSEMECORZMEHBER

CoAfb&H

FHKIR

FFKDILFHHEE

iﬁ%ﬁi@f&(&(ﬂ%ﬁiﬁf&)&%@%ﬁ@

FENEOEAE COREE

AR/ BRIOEREZORE

REBR

RN 96 B¥FE 96 h
BRA HEBEDEA4T F1E KK Type of test: semi—static
K3/ H KSR

B ELEYDAK

FENARINDAEDTRER
BRUXEBRXICH1THKE

SRR B #R




BB DIRE

449 mg/1; 24DLEMAE LF*ICHURBRERE LT

EMFHEEHR
BRRCEDE
TSR
o Q o o= Water for testing was obtained from Lake Superior. Age of
SHERKIEZAANYF VK EB ALz, T7URAYRS/—(E31~ h o e .
SEIR 3508 JKB245°C. ATFEER 14 me/l: FEFE ( CaCO3ELT) fathead minnows, 31 to 35—day—old; Water temperature, 24.5° C;

DO, 7.4 mg/|; hardness, 44.9 mg/| as CaCO3; Toxicity tests were
conducted together with 24 chemicals.

MEXICHFTHFETE

EERIS

ﬁﬁ@ﬁﬁ-‘ﬁ%%

i3 Gff

#5522 (96h-LC50)

LC50 (2485R) = 6.2 mg/I
LC50 (488%fE) = 5.7 mg/I
LC50 (7285R) = 5.3 mg/I
LC50 (968%fE) = 5.1 mg/I

|

LC50 (24h) = 6.2 mg/I
LC50 (48h) = 5.7 mg/I
LC50 (72h) = 5.3 mg/I
LC50 (96h) = 5.1 mg/I

EFEMERIT

XF—2RE3T4

EFEME D FETIEHL

Higt

E B Holcombe G.W., Phipps, G.L., Knuth, M.L. and Felhaber, T. (1984) |Holcombe G.W., Phipps, G.L., Knuth, M.L. and Felhaber, T. (1984)
Environ. Pollut. (Ser. A) 35, 367-381. Environ. Pollut. (Ser. A) 35, 367-381.

#EZ

4-2 KEFEERBM~DEUESHEBHIZIEIDUD)
ACUTE TOXICITY TO AQUATIC INVERTEBRATES (DAPHNIA)

HERME 11 ~ 14TRE As prescribed by 1.1 — 1.4
E—1% HHEE: 99.5 % purity: 99.5 %
HiE OECDTRMHARS A2 202 OECD TG 202
GLP WE No
HEREITo-F

Eie, Rif, HEE Daphnia magna (A 743> 3) Daphnia magna
IURRAVE

ERVEDRTDEE L No
HEMED AL

$= R DR F IR

ERE M

HEREYDIER. g, BEHE

SHEYPECORZHEARER

SLERGA A B D B R

KR

FEKDILERIEE

itﬁi@i&(&(ﬂ%ﬁiﬁi&)&%@%ﬁ]i&

HABRYEDBRHTOREN

BRI/ BRIOBELTORE

RABDH

=AM 48EFRS 48 h

SHER AT SHEED AT 1k BT Type of test: semi-static

open—system

EHL LELYQHEREYH

R EZEABESNDEED
VRERICHEITHKE

BRI B i

BB DIRE

Lol TR
BT

EARE

iff ik B 25 3

ZHEBKEERDE

R

20EDIT 0 (43 ; &B5)%F. 1.0,1.8,3.2, 56 KU 10 mg/ID
SEREORBRYEBRRICRELIz, 10 mg/I DMSO &
HCO-40 (EE Ltk 41)ZFRELLTHERALIZ, 10 mg/| DIBFELR
ERKEKERBEEL THERALT, 4885/ EC50{EIL 6.7 me/|
(95 % {S4EXE: 5.2 mg/l ~ 9.7 mg/l) T&H1=,

20 daphnids (4 replicates; 5 organisms per replicate) were
exposed to nominal concentrations of 1.0, 1.8, 3.2, 5.6 and 10
mg/Il. 10 mg/| DMSO & HCO-40 ( 4:1 weight ratio) was used as
solubilizer. 10 mg/| solubilizer and dechlorinated tap water was
used as control. The EC50 (48h) was determined to be 6.7 mg/I
with 95 % confidence limits of 5.2 mg/I to 9.7 mg/I.

AR DRI (L A

SBXIZE D RIEDZ BEDEER

HEE

#£(48h-EC50)

EC50 (24B%5f) = 7.3 mg/I
EC50 (488%FE]) = 6.7 mg/I
NOEC < 1.0 mg/I

EC50 (24h) = 7.3 mg/|
EC50 (48h) = 6.7 mg/I
NOEC < 1.0 mg/I

BT

F—RETA

ERE QIR
Hi B

5| SRR

REE, B (1995)

Environment Agency of JAPAN (1995)

&EE

E—

Hix

GLP

B

?

HERET o5

EWIE, R BiGE

Daphnia magna (743> >20)

Daphnia magna

IVRRAVE

HEBYEDOAMOEE

LNVZ

No




HEBRME DL E |

$ER Dt AR F A

SR
HABREMORR, FIE, KIS %

ZEMETCORZMERBER

SAERBAIA B O B Fl i

KR

FFKDILFHEE

iﬁ%ﬁiﬁi&(&(ﬂ%ﬁiﬁi&)&%@%ﬁ@

FRNEOEAE COREE

AR/ BROEREZORE

RO
il 48 BFRS 48 h
FBRA HEBDRA/T 1EKHK Type of test: static

&N 1 ELEUORBEDR

R EZEABESNDEED
VRERICHEITHKE

BRI P i

B DIRE

1538 T R D it E 5

ZHEBKEE RN

SRERENY (6~ 24B5FEIER) £50mLE —h—rh T, 2B K (pH
8.0+0.2, 20°CIZH#iHF) ITBMLIzC DL E IC48HHRTEL
fo B L TWRID o an ¥ Z S,

SUU0 (5~24B5[ER) % ECSOEDEH D=8, 3~4REDEH
EBYMBEBRRICREL -, BEBRERE134.0 mg/IREIZITES
Motz, 5S0IBFED L EMBE L EICHEEHABRERML -,

Ten test animals (6-24 h old) were exposed to this chemical
dissolved into the dilution water (pH, 8.0 + 0.2, kept at 20° C) in
a 50 ml beaker for 48h. Daphnids of swimming were counted.

Daphnids (5-24 h old) were exposed to 3 to 4 concentrations to
calculate EC50. DO value was not below 4.0 mg/I. Toxicity tests
were conducted together with 50 chemicals.

SERICH T DRI IEZ 5 H

HIBXIZH T HRIEDZ UMD ER

o+ =
i3 afff

#£(48h-EC50)

EC50 (24B5fH) = 3.4 mg/I
EC50 (4885FH) = 3.4 mg/
ECO (48F%fH) = 0.34 mg/!

EC50 (24h) = 3.4 mg/I
EC50 (48h) = 3.4 mg/|
ECO (48h) = 0.34 mg/I

EEERIT

=BT«

EFEME D FETIEHL

Hig

2| Kuhn, R., Pattard, M., Pernak, K.D. and Winter, A. (1989) Water Kuhn, R., Pattard, M., Pernak, K.D. and Winter, A. (1989) Water
Res., 23, 495-499. Res., 23, 495-499.

[

4-3 KEEY~DHMEBIZITELE)

TOXICITY TO AQUATIC PLANTS e. g.

ALGAE

1.1 ~ 14THRE

As prescribed by 1.1 — 1.4

fHREE: 99.5%

purity: 99.5 %

F—1E
Bk

OECD TARRHARS A 201 (1984)

OECD TG 201 (1984)

GLP

(AIAY.4

No

HERETOEF

EMIE, R Hi6E

Selenastrum capricornutum ATCC 22662

Selenastrum capricornutum ATCC 22662

IURRAUE

NARR

Biomass

SHBEEHICANV-T—3DEE

HEYEDAMDE

IFLy

Yes

HBRMEDNMTEE

FEIR DIREARAT T &
FRERSE
SERIESR TOEBMRAEES X

EBOIEED L EZR TR

ZEMETORZMEHBER

KR

B EFRIEE

gﬁﬁiﬁiﬁ(&lﬂ%ﬁiﬁi&)t%d)éﬁﬂ

REEOEAT COEEE

IRRRBE] AR DIBEEZDRE

RERHE

R

728508

72 h.

B %R

open—system

X

ERERODGELTEBTAR
BB T BOKE

SRR B #n

HREADIKE

iﬂiﬁ'lﬁi%rﬁ@%%?iiﬁ

SR

EAIRE

(MG | M (K

HAREE

ERMBEEE®

FRERICEH 254 KR

ZDBREFER

R

LEKRRRER, /A A T AD AL (%FEE) DEC50fE L. 5D R
EIRE (953,172, 30.9, 55.6 85 KT8 100 mg/ N b EHEINT-, &%
{ES D Tween 80 - 7Hzh> (1:1) FHLME DMSO - HCO-40 (9:1)
AEEELTHEALE,

Static test. The EC50 value for biomass change (% inhibition) was
calculated based on five nominal concentrations (9.53, 17.2, 30.9,
55.6 and 100 mg/1). Minimal amount of Tween 80 — acetone (1:1)

or DMSO - HCO-40 (9:1) is used as solubilizer.

MERTHDEREZ U




HERX BT AR DEEEDER

SO

-‘fh:aml

#& R (ErC50) INARA(TURRAR): EC50 (72B5R8) = 22.7 mg/I Biomass(Endpoint): EC50 (72h) = 22.7 mg/I

#5 (NOEC) INAFRRA(TZURARA2R): NOEC = 9.53 mg/I Biomass(Endpoint): NOEC = 9.53 mg/I
LOEC = 17.2 mg/I LOEC = 17.2 mg/I

EEMERDT

F—REATA
EFEME D FETIEHL
Hi

5| FA LRk IREE. BA (1995) Environment Agency of JAPAN (1995)
&EZ

4-4 WEM~OEFEBIZIEAITIT)
TOXICITY TO MICROORGANISMS e. g. BACTERIA

R—1% i A8 Purity: unknown

Bk Z Dt (Huels—Methode) LTwS-Nr. 10. Other (Huels-Methode) LTwS-Nr. 10.
HREEDIESE B4 7 KM Type: Aquatic

GLP L\WVE No

HBREToF

EXTEd Pseudomonas putida Pseudomonas putida

HERVE DT OEE BN ?

HBRMEDLHHE

Rl 6B%R 6 hr

SRER 1

HER

SiE

- . ST = Test for inhibition of oxygen consumption by Pseudomonas
AR Pseudomonas putida|Z & 5% H & E R putida

fEim

#ER(EC50%) EC10 = 145 mg/I EC10 = 145 mg/I

EFEMERIT

F—RBT4

EFEMEQ FETIEHL

H IUCLID Database (Huels AG Marl) IUCLID Database (Huels AG Marl)
5| XAk

&EZ

4-5 KEEY~DIEEEN

CHRONIC TOXICITY TO AQUATIC ORGANISMS
A BAOiEHESMN

CHRONIC TOXICITY TO FISH

B. KEJREHY~DIEMESHE
CHRONIC TOXICITY TO AQUATIC INVERTEBRATES

HEmE 11 ~ 14THE As prescribed by 1.1 = 1.4
=—1 fHiEE: 995% purity: 99.5 %

Hix OECDTREHARSA> 202(1984) OECD TG 202(1984)

GLP [ No

HBREITo-F
HREEE YR Daphnia magna Daphnia magna
ARVEDRTDEE L No
RERMED LA
IVRRAE Z Dt Other
1% R DI RN F A
BFIERDEE

Eﬁumﬁi RE. BEIEBROF
HERRE
pH

R
HBREVDIER

KR

FRAKDIEZRHEE
itsﬁiﬁfﬁ(&lﬂ%ﬁiﬁf&)&%w%ﬁ]i%

HBRMEDNERNTOREN
AR/ BRIOEREZORE

‘

REAME 218/ 21d ' .
RELE HEBOA(T R 1K BINR T{J‘;ee n"fstfsstt;msem"Stat'C
BRI BLS-ORBREDR

A

HBXEZENBREINDHLED
1TRERICETHKE
5EIJE%E€0)E+§7:'5£

EARE

EHRE D

R EKAE R
RIEEFR
RBRIZE 15 RIS EZ 2 h
EFET0EA

HEBROZLE

HE Ty R L s - SR _|40 daphnids (4 replicates; 10 daphnids per replicate) were
‘71%%?803)\5%;‘: 5448'%11%1%1 3%?3%%%}???%%&”;%% 0(7p3H. exposed to five concentrations (0.073, 0.23, 0.73, 2.3, 7.3 mg/|) in
ER 023 073 2 ;7 3m /I)d);‘rtggﬁmﬁiﬁ:&[:iﬁbnT‘E,§M§O££ dechlorinated tap water (pH: 7.6 to 8.0; Hardness: 48 to 111
Z}: |-|'Cl0—4y‘rO-(4'«'1l;"E':’€g| 73 ;é/l)iiéﬁ%’)_'gfﬁﬁﬁb-fi mg/|). DMSO and HCO-40 (4:1 mixture, 7.3 mg/|) is added as

solubilizer.

HE



#558 (EC50) EWRTVRRAF) EC50 21 BRE) = 2.0 mg/l Reproduction rate(Endpoint) : EC50 (21 d) = 2.0 mg/I
+ FIER(TURRAR)  NOEC = 0.73 mg/| Reproduction rate(Endpoint) : NOEC = 0.73 mg/|

#a3R (NOEC. LOEC) LOEC = 2.3 mg/I LOEC = 2.3 mg/I

EEERIT

F—RBT4

EFEME D FETIEHL

Hig

5| Ak BEE. BA (1995) Environment Agency of JAPAN (1995)

[

4-6 EEEY~OFM

TOXICITY TO TERRESTRIAL ORGANISMS
A ELEIEMA~DEE

TOXICITY TO TERRESTRIAL PLANTS

B. TEEM~DEM
TOXICITY TO SOIL DWELLING ORGANISMS

C. DI EEERE (RPEEET)~OFN
TOXICITY TO OTHER NON-MAMMALIAN TERRESTRIAL SPECIES (INCLUDING AVIAN)

-6-1EEEM~DHHE
TOXICITY TO SEDIMENT DWELLING ORGANISMS

4-1 EYPEHREE=FIT (BMERICLDEREST)
BIOLOGICAL EFFECTS MONITORING (INCLUDING BIOMAGNIFICATION)

4-8 E£EAYELTHRETE
BIOTRANSFORMATION AND KINETICS

4-9 BIIER
ADDITIONAL INFORMATION



HBA

FIEREE R (EU-RAR)

JR3XX (EU-RAR)

TOXICOKINETICS, METABO

5-1 bFSaxrT4OX K¥, 2

LISM, and DISTRIBUTION

HEMER

CASES

MES

SERR
73k
HEAARSAY

BRI RE

BT K

Type: Metabolism

GLPE&

HEBEEChoF

5 B DR

ie

HBRBY: Rk

S (LR

BEE

#atF ik

=B BESNTE

B

A%

Tk

REED

15%1@% CAS No.

&

SO
10 afff|

il

HEDWistarZ Yk, 14CEZ#E-p-t-TFILT/—)L1.2~104

me/kek EZ H AR 5%, 4BRICh-> TR RURER

L1z, I E5EEBN65~T1% R U1T~21%A5 L0V ERa AR

RUBEBIaEHEL THB SN (GRETRED R EIIRE 91~

3{3;/0% 7;»7l:l>E§#ﬂﬁ$&Uﬁﬁwtﬁl:ﬁlimﬁmﬁﬁme
£y o) i

14C-labelled p—t-butylphenol was given intravenously to male
Wistar rats at a single dose of 1.2 — 10.4 mg/kg b.w.
Subsequently, bile and urine was collected for 4 hours. 65 — 71 %
and 17 — 21 % of the applied dose were excreted as glucuronide
conjugate and sulfate conjugate, respectively (total recovery of
radioactivity: 91 — 93 %). The ratio of glucuronidation and sulfation
was not dose—dependent.

[EELE

(SR D I MR BL
Hig

51 AR (GEXER)

Koster et al.: 1981

Koster et al.: 1981

e

R, D-YU=b— )LD REICKYFIRERL =, 14CH2HE -
=T FILIT/—)LEpHI05DE BRI KITEMLIz.. £ BB
BKTEMDREICFERL,

H AT Z BRI E 3.6~ 120.2 mg/IL & (237°CT1RERIERER
ERNTEELLGEICHL, AEROBERUASKREMEICELT
LREABGERN GOSN,

D—-Mannitol was infused to stimulate diuresis during the
experiment. 14Clabelled p—t-butylphenol dissolved in saline at pH
10.5 before dilution to the required concentration with saline.

In vitro incubation of isolated hepatocytes with 3.6 — 120.2 mg/| at
37 degree C for 1 hour supported these results concerning the
ratio of conjugates and dose—dependency.

HEYES

CASES

HEE

TR
75 ik
Bk AAES4>

EGIA

B4

Type: Metabolism

GLPES

HBRESCA>-F
5 E DR

=

BE it
R (BRFIED
B5E

58

HEFik

ERIciE5esh -8

Bt 2 R

IRER A

RAR

REBIEY

XEHEH CAS No.
FER

FyMZ[U-"*Clot-TFILTx/—)L18 mg/ke A EEEARNIB S
%, 24 ICH > TR R UVBEAZZRRLER /AN 57T
WEIToT=0 BRPITIS5 = 0.2 pumol AEEEEIEEL THEMENT=
M. R ICIEERLE IR HONEA ST,

[U—MC]p—t—butyIphenoI was given intravenously to rats at a dose
of 18 mg/kg b.w.. Urine and bile were collected during 24 hr and
analyzed by thin layer chromatography. 1.5 = 0.2 4 mol was
excreted as sulfate in the urine, while no significant amounts were
found in the biliary excretes.

‘

SO
1D afff




il

[EELES

(SR D I MR BL
E

Nanbo: 1991

Nanbo: 1991

H
5| Xk (GTXER)
IES

Bk AARTAY

s - . ___________________

SRERRE

BT R

Type: Metabolism

GLPE&

HEBEHChoF

5 B DR

e

HBRHY: Rk

£

HRE

Fin

&

SE U (BLHTED)

REE

#atF ik

P BEINFE

B

YN

BRERFRS

REED

&

SO
10 afffl

il

13%1@% CAS No.

[U-14Clp-t-TFIL T/ —)L112.65 mgk S5y Ml R B %
S7°CTIRRIHBRERN A Far—ar UL R ER Y E65.5
+/=11.8 nmol/min/mg 2 I\V & 1%/ 1=,

In vitro incubation of 112.65 mg [U-"*Clp-t-butylphenol with rat
liver cytosol at 37 degree C for 1 h yielded 65.5 +/- 11.8
nmol/min/mg protein—1 of sulfated TS.

[EEELE

(SR D I MR BL
Hig

Nanbo: 1991

Nanbo: 1991

5| Xk (GTXH#R)
IES

REYER

CASES

MES

EZ
73k
Bk AARETAY

SRERLRE

S4T LBkt

Type: Distribution and Excretion

GLPE&

HEBEHChoF

5 R DR

e

ECL/ R

£

HARKE

Fin

rE

AR (B FIFD

BEE

#atF ik

B BESNTE

B iR

EIAE

BRERARS

R8T

LS

XBEY CAS No.

14CEEHi—p—t-TFILTT/—IL (147 pg/ke/B) DKeltroliai&k%E
HEDWistars V3B MEHEOREL. RRUEZEEBIZERL
THRAR=ECH BEEDM26.7%HEH, 72.9%HARpIZHHEN
f=o M- B|MERNSMILLLT OEY : B SRS AR T O 7% 2 ik 5t
BE:RRH A (<0.01%/g) | FFfih:0.02%. fifi: B H A AT (<
0.01%) . BiK:0.1% (T—RIFZxE=(CxT B/ —t b EERT)

'*C-labelled p-t-butylphenol (147 u g/kg/day) in Keltrol solution
was administered to male Wistar rats by gavage daily for 3 days.
Urine and feces were collected daily. 26.7 % and 72.9 % of the
applied dose was eliminated via feces and urine, respectively.
Distribution in tissues and organs was as follows: retention in
abdominal adipose tissue: not detectable (< 0.01 %/g), liver: 0.02 %,
lung: not detectable (< 0.01 %), carcass: 0.1 % (data in percent of
the applied doses)

#EER

EtE

(SR D I BT ARHL

Hig

5| AR GTX k) Freitag et al.: 1982 Freitag et al.: 1982
= E: Remarks:

" B % D ERERHARS 34 B R

Post observation period was 4 days.




5-2 AMEMN
ACUTE TOXICITY
A BHROSH

ACUTE ORAL TOXICITY

B. RMRAES

ACUTE INHALATION TOXICITY

C. AMREREH

ACUTE DERMAL TOXICITY

HEYES

CASES

HEE

SERYE i AEA

Test substance: purity: unknown

EE
ﬁ /£

ik TS

OECD TG 401 (1981)

OECD TG 401 (1981)

GLPES

[

Yes

HERETo1-5F

HER (R

2k

Rat

TERI (it M, M- F)

REE

FRER (5] 0B

R (181K)

RERE

#Hz=AE ()

Z D DR M

#HETF AL TR
%Fﬁs?¥'€0)§ﬁt§i

Bt
)HH

BRERFT R

BlRATR

Z 0 fth
Ri=Fii]

LD501iE X [£LC50f&

LD50 = 4000 mg/ke {AE

LD50 = 4000 mg/kg b.w.

I % D LD50fE X IELC501E
DEWNE

EIR

[EElES
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Huels—Bericht: 1985

Huels—Bericht: 1985
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Test substance: purity: 99%

TR
73k
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No

HEBREITo1F

HERR GE %)

vk /Sprague-Dawley

Sprague—Dawley rat
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EHE (K5 EHH

R (1K)

RERER

Bz (H)

ZDHhDEAER K

#iatF AR
%Fﬁzﬁfd)%tﬁ

B
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BRERATR

BIRAR

Z Qi
b

LD50fE X [FLC501E

LD50 :
#=5,360 mg/kg A E
i =3,620 mg/kg IAE

male: 5,360 mg/kg b.w.
female: 3,620 mg/kg b.w.

It 1 D LD50E X [£LC50{E
DEWNE

ER

p-t-FFILITT/— )L D25%w/VDI—BFRAEEEEHL
T2,500, 3,500, 5,000 &1 10,000 mg/kg(lEDH)DEETHRE%E
To1=0

FIERELT. FEFR. LAHEHT. TR WEEZTS. &HM
NAohtz, EEFATHOEEEREZREINSTATERIZEL
f=o BEIFIRE D2BR BN D5 RITM T THDNT =, SREREAR
FDFRTHDTYMIENTELZRRMRELL TR URFED
BURBE O M THON =D TEAHDNEMNoT=,

Remarks:

p—t-Butylphenol was treated by stomach intubation at 2,500,
3,500, 5,000 mg/kg and 10,000 mg/kg (males only) as a 25 % (w/v)
suspension in corn oil.

Sluggishness, unsteady gait, prostration, unkempt appearance, and
nasal discharge were observed as the principal signs of toxicity.
Signs of toxicity subsided in survivors at 3 to 7 days after dosing.
Deaths were induced from 2 hours to 5 days after dosing. In rats
died during the study, there were mottling of the lungs and livers
as the principal macroscopic lesions in female but no significant
gross lesions in male.
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Klonne et al.: 1988

Klonne et al.: 1988
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HEYES

CASES

HEE

SERYE - i AEA

Test substance: purity: unknown
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HER (R
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ZOMDFEREH
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FRERFTR

BlRATR

%(DﬁE

|_Dso1|‘§xt;t|_cso1‘é

LD50 = 2,990 mg/kg {AE

&
g
=

LD50 = 2,990 mg/kg b.w.

i i DLD50ME X [FLC501E
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Smyth et al.: 1969

Smyth et al.: 1969
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Test substance: purity: unknown
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Rat
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ZDHhDEAER K
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%Fﬁzﬁfd)%tﬁ

B
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BRERATR

BIRAR
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LD50fE X [FLC50fE

LD50 = 3 3,500 mg/ke tAE

LD50 = Ca. 3,500 mg/kg b.w.

It 1 D LD50E X [£LC50{E
DENE
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BASF AG: 1971

BASF AG: 1971
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HE%E

SERYE HEE: 99%

Test substance: purity: 99%
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Guinea pig
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st E AL
FER
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BlRATR

Z O fth
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LD50fE X [FLC501E

LD, = 400 mg/kg {AE

LDy = 400 mg/kg b.w.

I % D LD501E X IELC501E
DENE

ER

100 %EXFE £ (&1,400 mg/ketE THZ5<2,000 mg/kg& D H o=,

Remarks: The 100 % lethal dose was found to be greater than
1,400 mg/kg and probably 2,000 mg/kg.
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The Dow Chemical Company: 1997a

The Dow Chemical Company: 1997a
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ACUTE INHALATION_ TOXICITY

HEMER

CASES

HMES

SRERY - R AR

Test substance: purity: unknown

SERR
73k

Kk AR

ZDHth (BASF-TAE)

Other (BASF-Test)

GLP#E &

(A4

No

HEBRE{To1F

HERR GE %)

2wk

Rat

LGN )

RE5E

EHE (5 EHH

B (8IK)

REER

Bz (H)

ZDHhDFAER K

R ERHFH : 8 B

Exposure time: 8 hours
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%Fﬁzﬁfd)%t?ﬂl
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Bl RFA R

BIRAR

Z DAt
fi s

LD501if X [£LC501E

LC, = FZTHR

LC, = See Remarks

It 5 D LD50E X [£LC50{E
DEWNE

ER

jEE
20°CTOREBEME DEFIRETORETIE12EDS YNNI
ERIEH BN TV,

Remarks: No lethal effects were observed in 12 rats exposed to
an atmosphere saturated with the test substance at 20 degree C.

1%
(SR D I MR BL
Hig

BASF AG: 1971

BASF AG: 1971
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MES

RS I 99%

Test substance: purity: 99%
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HERR GE &)

v bk/Sprague-Dawley

Sprague—Dawley rat
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#Hz=AE ()

Z D DEAER M

REERER : 4 5

Exposure time: 4 hours

FRETFA L
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FHEHTORTH
FRERFTR

LD50{iE X [£LC50f&

Z0fth

Other

I % D LD501E X IELC501E
DENE

ER

p-t-FTFILITT/— L DREF30 mg/cm’ DERK D EMZ T
5600 mg/cm’DH AT 7OV L TIToT=,
KER1HNS2BLUANICHREEE1/S5HETL. MEUHIVIEE
[BOBREBDEEBAAON-NEFFTIEALNEN DTz, T
BIRRICHETTEOREDR D AHDNAREEMNE X14
BRICBWTEH Tz, ERIIRZBHICHON, RETEEZET
HIERHR (REAF. OFEE. REBEOMHRE) EFFRRE (FFiRki
B, HAETFR, FIREEDNDASNTZ,

Remarks: Exposure to p—t—butylphenol was conducted as dust
aerosol of 5,600 mg/cm3 with additional vapour component of 30
mg/cm3.

Within one to two days following exposure, 1/5 rat of each sex
died, which showed dark red of purple discoloration of the lungs
and/or kidneys but not survivors. On post exposure day 7, a loss
of mean body weight was observed for both sexes but body
weight gains were exhibited on day 14. Clinical signs observed on
the day of exposure and up to 7 days postexposure included signs
of mucosal irritation (perinasal, perioral, and periocular
encrustation) and signs of respiratory distress (audible respiration,
gasping, and a deceased respiration rate).
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Klonne et al.: 1988

Klonne et al.: 1988
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Test substance: purity: 99%
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Zwb/Sprague-Dawley

Sprague—Dawley rat
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R EEHER : 6 A5

Exposure time: 6 hours
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T
EREECORLM

BRERFT R

LD50fE X [FLC501E

LG, = ;X% B I8

LC, = See Remarks

I % D LD50fE X IELC501E
DEVNE

X
FHICRESEANATIORBCIIEE. K. ST, BlRAR

Remarks: Exposure to a statically generated substantially
saturated vapour did not effect on body weight, clinical signs,

ER RICEEIHLNLE,N DT, mortality, or necropsy observations.
ERElE

1S58 O I BrIR L
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5| FA3CHR (FT3XEk) Klonne et al.: 1988 Klonne et al.: 1988
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C. BMRERSN

ACUTE DERMAL TOXICITY

SRERY - R AR

Test substance: purity: unknown
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Rabbit
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#H=AE ()
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BRERFTR

BlRATR

Z O fth
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LD50{#E X [£LC501iE

LD50 = 2,318 mg/kg fAE

LD50 = 2,318 mg/kg b.w.

I % D LD501E X IXLC501E
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Smyth et al.: 1969

Smyth et al.: 1969
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Test substance: purity: 99%
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New Zealand white rabbit
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B
)Hﬂ

BRERATR

BIRFR
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LD50{E X [FLC50fE

'>

LDO = 16,000 mg/kg (A=

LDO = 16,000 mg/kg b.w.

I 5 D LD50E X (£LC50{E
DEWNE

p-t-FTFILTT/—)LEHREKTELE. MELIABROEREIC
2,000, 8,000, 16,000 mg/kg® FETHEMAL. Vetrap (3M) /3>
F—Y F—JTE-t=.

EEOKRERIAEDORR G, ZHE. B3, FIBECEE) L
HEHLLTOHTHEIN , LHL. S KIEIZ12,000 mg/kg®
nft&ﬂ&llr*aﬁ{ﬁmﬁra BIRICBVLWTHEERREIH#ONEH >

Remarks:

Ground p—t-butylphenol, which was moistened with distilled water,
was applied to the clipped skin of the trunk at 2,000, 8,000, 16,000
mg/kg and covered with Vetrap (3M) Bandaging Tape.

Signs of severe skin irritation (erythema, edema, fissuring,
desquamation and/or necrosis) were observed in both sexes of all
groups. However, the sign of toxicity was only prostration in one
female at 12,000 mg/kg and no significant lesions were observed
at necropsy.
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Klonne et al.: 1988

Klonne et al.: 1988
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CASES

WMES

HERYE :66.3%p—t-TFILT/—)L. 134%o0t-TFILTz/—
JL. 19.8%phenol & 0.5%di~t-T FILI/—ILDEED

Test substance: a mixture of 66.3 % p—t—butylphenol, 13.4 % o—t—
butylphenol, 19.8 % phenol and 0.5 % di—t—butylphenol
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LD50{iE X [£LC50f&

FESH

See remarks

I % D LD50fE X IELC501E
DENE

ER

E:

FEMEIELS0 % T2/ —ILBARELTCEMDORERICHEELZV
HXOMELIESIER LTz, 1K %R ICEMZERKRLIRDA
WESIZBHELTEN T —YIZR LT,

3,000 mg/kgD FAE CILIREA15D T BIEEISh, FhiETx
J—EHDEHETH o =, MATHEADISEMEBICEEDR
B0 KIGEFT-MNEREZSNT=, 1,000 mg/keD FAE TIHIREHMNE
BlERISNh, EEOKGHLERRINT, B4R ERL .
30;) mg/keD AETIEEEDKIEOHNEESNLEMIEER
L=

Remarks:

The subject material as a 50 % solution in ethanol was applied to
the clipped bellies of rabbits restrained on animal boards. An hour
later, the animals were released, bandaged so that they could not
lick themselves, and returned to their respective cages.

At a dose of 3,000 mg/kg, tremors were caused in 15 minutes,
which were typical change of phenol poisoning. In addition, in 1.5
hours after the application, severe burning of the skin and death
was observed. At a dose of 1,000 mg/kg, tremors were also
caused and severe burning was observed. The animals survived
for 24 hours. At a dose of 300 mg/kg, severe burns were only
observed and all animals survived.
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The Dow Chemical Company: 1997b

The Dow Chemical Company: 1997b
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Test substance: purity: 99%
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Guinea pig
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Z D DEAER M
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LD50{if X [£LC50f&

FESHE

See remarks

I % D LD50fE X IELC501E
DENE

E:

10%74")— 7 HiE K E10% 7 IILO— LS EENELZEILEVLD
FEERIC B AR5 LTz, 47— T B R TIEFE (& 2,000 meg/kgE
TEIERIShEN otz ZILA—LEBEELTRAVVEB A

Remarks:

A single dose of 10 % solutions in olive oil and in alcohol was
applied to the clipped bellies of guinea pigs. With the olive oil
solution, no death was induced at doses of up to and including

ER 2,000 mg/kg&3,000 mg/kg THHI R 15| AAFET=L 1=, 2,000 mg/kg. While one of 5 animals died from doses of 2,000
mg/kg and 3,000 mg/kg when alcoholic solution was used as
solvent
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ACUTE_TOXICITY. OTHER ROUTES
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SERY S i AEA

Test substance: purity: unknown
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LD50 = £ 225 mg/kg (AE

LD50 = ca. 225 mg/kg b.w.
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BASF AG: 1971

BASF AG: 1971
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Test substance: purity: unknown
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Mouse

TERI (i M, - F)

REE

FRAER (5] DB

LN CEN )

RERE

BEREA

ip.

H=HE(H)

EIZHAR : 24 BFRE

Observation period: 24 hours

ZOHDREREM

BEHRE (CAFILALIAFFHARISEM Lizp-t+-TFIL I
/=)L)

Remarks: Single administration (p—t-butylphenol in dimethyl

sulfoxide)
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LD50 = 78.46 mg/ke {AE

LD50 = 78.46 mg/kg b.w.
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Biagi et al.: 1975

Biagi et al.: 1975
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CORROSIVENESS/IRRITATION

A KBRS/ EE

SKIN IRRITATION/CORROSION

HEMES

CASES

HEE

RS fE: 99%

Test substance: purity: 99%

EE

Bk A HARSAY ERERLARE Standard Draize test
GLPE& L\WNE No

HERETo-F __ _ ' .
HERT (7B Rlh) oYX/ —a—J—F FEEE New Zealand white rabbit
'Iiﬂll (E’E YN H3)

%Fﬁs§¥ (45)) DENE

R (1K)
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#Hz=AE(H)

ZDMDEEREH

T
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P& ERIE

Moderate irritating [X];
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FA=:500 mg (FZBE/KTHE)

REHAR : 4B5RT

REBDIYFX (4/6)TIEEERIBIEEASNEH 1A, 15T
[E—BHEDIBLRIBEAASN., ES1FITIIBREDZE. KIS
R, MR, RIBEE TR L, KIEOMRIIRZBRITABICIE

Remarks:

Dose: 500 mg (moistened with distilled water)

Exposure period: 4 hours Majority of rabbits (4/6) showed no
signs of skin irritation. However, in another rabbit, minor, transient

SR erythema and desquamation was evident.
EETH-I=, The remaining rabbit exhibited slight edema, dermal necrosis, scab

formation, and desquamation. The skin appeared to be normal on
postexposure day 17.
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5| B 3Tk (GT32ik) Klonne et al.: 1988 Klonne et al.: 1988
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MEZE SAERME  fiFE - B Test substance: purity: unknown
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Z D DR M

¥R EARY 500 mg/24RERS

Remarks: Exposure period: 500 mg/24 hours
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Prehled Prumyslove Toxikologie: 1986

Prehled Prumyslove Toxikologie: 1986
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Test substance: purity: unknown
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Moderate irritating [X]; see Remarks
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RN FERSIN. IUCLIDT —FR—X (X EEE (X 10ELFE &
DELEHIN TS,

Remarks:
Uncovered application of 0.01 ml on the rabbit belly.

Irritation was induced, and the injury grade was described as 6 of
10 in IUDLID Database.
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Smyth et al.: 1969

Smyth et al.: 1969
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Test substance: purity: unknown
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Bk AAREZAY

OECD HARS4> No. 404 St RIS RIS/ EEE"

GLPES

OECD Guideline No. 404 “Acute Dermal Irritation/Corrosion”
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RBE: FEBHE

Irritating [X]; see Remarks
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E:
RN F RSN, IUCLID T —ER—RIZIFEEE (T HS
NTULAEL,

Remarks:
Irritation was induced, but the severity was not described in
IUCLID Database.
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Huels—Bericht: 1985

Huels—Bericht: 1985
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Test substance: purity: unknown
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&Jéﬁ“/%ﬂi BEY FESHE Corrosive [X]; ¥See Remarks

RIEEEMH
E: Remarks:

FER BEMENFRINA, IUCLIDT —ER—RIZIFEEE (LT EH S |Corrosion was induced, but the severity was not described in
NTULVELY, IUCLD Database.
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RIS R

Z Dt

it

RERIEHE BEREHE. ISR Slightly irritating [X]; ¥See Remarks

RIEEEHE
E: Remarks:
TFIVHILE =T ET— &R EELTHULIEE . 10%A KD |When butyl carbitol acetate was used as solvent, repeat
REFATIIERICEEDEMAEDHD AN, 01K U1%E |application of 10 % solution produced only very slight simple
RCIXREE XA DD DTz, — . 10%74 1) —T HiA & D& |irritation, and 0.1 and 1 % solution caused no irritation. On the

IR BWATIE. BAETEMREBAEL., 5%, 1%RU01%EKTEED |other hands, repeat application of 10 % solution in olive oil
RiHEECT-, LAL. ChHDRIED Z<IEAY) —T HIZEIEL 1= |produced a marked simple irritation and 5 %, 1 % and 0.1 % solution
LDER DN, in olive oil were slightly irritating. However, it was believed that

most of the irritation in these instances was due to the olive oil.

a8

{EFEME D FHIHTAR B

Hi 8

5| B 3CHR (T 30ER) The Dow Chemical Company: 1997a The Dow Chemical Company: 1997a

i

HERME L 66.3%p-t-TFILITT/—IL. 13.4%o—t—7:9")lz71/—}l«, 19.8% |a mixture of 66.3 % p—t-butylphenol, 13.4 % o—t-butylphenol, 19.8 %

o 2x/—)LE0S5%di-t-TFIL I /—ILDEEY phenol and 0.5 % di-t-butylphenol

CASES

WEE

AR

IEH

Bk AARETAY ZDfth Other

GLPE& N ?

HERZETo-F

HBR G R . Zaiz

TERI (it M, M- F)

g5

EHE 3 (ER) OB

B (EK)

B 5

#HEHE(H)

DD HAERE Y

fatF AR

—RRHRIT

RIERIEE

ZD1th

b

BERIEME SEREKE TESE Highly irritating [X]; *See Remarks

REEEY
E: Remarks:
BEMB XYY XOREL-REEIZEIRRUKIZEDEMEIRAE |The subject material was applied both dry and wet with water to
DEA T, HALERBERCEAL, 7)La—ILTKRELE, the shaven abdomen of rabbits for various periods of time, and
HRELTEBRIEEDEEEFRICRL, then removed by washing with alcohol. As a result, severity of
RBEFEI0 2 BHT+ (BIRT = skin irritation was as followed.

SEIR REBMS50 2B FTH (BB T+ 1.0 minutes of exposure time: + for wet and = for dry
REFRFMI50 5 BEHTH+  FLIRT +++ 5.0 minutes of exposure time: ++ for wet and + for dry
FEBRB00 5B FTH++ I T ++++ 15.0 minutes of exposure time: +++ for wet and +++ for dry
REFR600 2 BB T+ EIRT ++++ 30.0 minutes of exposure time: ++++ for wet and ++++ for dry

60.0 minutes of exposure time: ++++ for wet and ++++ for dry

=

{EFEME D HIHTAR B

Hi 8

5| Ak (Gt X aik) The Dow Chemical Company: 1997b The Dow Chemical Company: 1997b

i

B. BRFIH EE

EYE IRRITATION/CORROSION

HEYER

CASES

HEE

SRS R 99%

Test substance: purity: 99 %

EE
7 ik
Bk AAES4>

REFLARE

Standard Draize test

HERD21T

GLPES

i

?

HERETo1-5F

HER (R

IYX/ca—S—S FafE

New Zealand white rabbit

Tiﬂll(EEE:M\M:F)

REE
EHSH (K5 EHE

% (EIE)

REER
BEHE(B)

Z D DR M

FRETFA L

RF =¥ AR




R s 8%

RIB = B #EER

Bk AARETAY

ZERLA X%

ZD1th
b=t
R I3 SEREME Highly irritating [X;
IREEH
FAE:10 HALVE 80 mg (BZ1R. MHRICEELT-1) Remarks:
Dose: 10 or 80 mg (dry, finely ground powder)
SENAREGE. ¥k, EEORETENBRESN, —AEMIC
REOD2IHEFEFTEGL:, COREXEELTEET, £480 |Severe corneal injury, iritis, and severe conjunctival irritation was
FER megTEE, 10 mgCHEETHOI=. 10 mgTIEIZDEE D FEEE [observed and generally persisted for 21 days after exposure. This
IFEFRRRBLELITR A LT, effect was severe and moderate to severe at 80 mg and 10 mg,
respectively. At 10 mg, the severity of this effect decreased with
time.
S5
1S58 O I B IR L
Hi#
5| FA3CHR (FT3XEk) Klonne et al.: 1988 Klonne et al.: 1988
|[F=
HBEMEL
CASES
EE SAERME iR EF Test substance: purity: unknown
E*R

‘
B

Standard Draize test

HEBDEAT

GLP#E &

N

?

HEBREITo1F

HERR GE &)

s

Rabbit

LGN )
ﬂla—_E

#5858
FRE (5] 0EHE

R (181K)

BRI
REHM (B)

ZDHhDFAER K

FAE: 50 pg/24 B

Remarks: Dose: 50 4 g/24 hours

#iEtF AR
R

B
b

R =2 AR

R 2 W%

RIB S FE1E

%(DﬁE
EE?IIJE&TE

SEREE

B
-l
A =p

Highly irritating [X];

AR &%

R

[EElES
E 2514 0 FI B iR L

E
5| B SCHR (T 3X#R)

Prehled Prumyslove Toxikologie: 1986

Prehled Prumyslove Toxikologie: 1986

EE

HEMES

CASES

HEE

SERYE i AEA

Test substance: purity: unknown

E%R
Bk AAESA>

Z0fth

‘
St

Other

HERD2A1T

GLPES

[AAY-3

No

HERETo1-5F

HER (R

oY¥

Rabbit

’IEEII(E’E M. it F)

BES
EHE (K5 0EHE

R ()

RERR
BB (B)

Z D DR

n’r%E’]LiE

S
Hﬂ)

ﬁﬂ%&ﬁ?ﬂl A

R s 1%

RIB R B FER

%0)1111

ﬂEﬂilJ,%Hi
IREEH

ERIgHE . 2SR

=

Highly irritating [X]; See Remarks




E:
AIERRIT1%KBRHANTTAEL LS )a—)LIBROBE
IEALISAS24B5 & ICRELIFER. Y L—F10EERE D9

Remarks:
Application of excess of 1 % solution in water or propylene glycol
to the centre of the cornea and examination after 18 — 24 hours

Bk AAESA>

AR ThoTz CRIEDIZEMLF RIS LD FETERELY) resulted in injury grade 9 of 10 (not classifiable according to
current day standards).

=

{EFEME D FHIHTAR B

Hi#

5| B 3Tk (Ge32ik) Smyth et al.: 1969 Smyth et al.: 1969

EE

HEMEL

CASES

MEE SAERME S B Test substance: purity: unknown

,IiFR

‘
St

ZF D (BASF-TAF)

Other: BASF Test

HERD2A1T

GLPES

[AAY-3

No

HEBRETo1-5F

HER (R

oY¥

Rabbit

’IEEII(E’E M, it F)

BES
EHE (K5 0EHH

R (EIEK)

REER
BB (B)

ZDhDAER M

n’r%E’]LiE

S
Hﬂ)

ﬁﬂ%&ﬁ?ﬂl A

R s 1%

RIB R B FEIR

Z DAt

!f‘l:l afff

‘

AR R TE BEY FTESHE Corrosive [X]; See Remarks

IREEH
E: Remarks:

ER BEMNFRINIM., IUCLIDT—ER—R(ZIFEEELZEHE S |Corrosion was induced, but the severity was not described in
NTULVELY, IUCLID Database.

S5

1S58 O FI BT IR L

Hi#

51 A3k (GT3XaEk) BASF AG: 1971 BASF AG: 1971

{EE

5-4 FZ[EREAE
SKIN SENSITISATION

HEMER

CASES

HMES

AAERYE HIREE: 99.89%

Test substance: purity: 99.89 %

SERR
73k

ﬂs%%é@nﬁﬁw"t&)womo HARSA2 &9 a 4, No.

OECD Guidelines for Testing of Chemicals, Section 4, No. 406,

Hik AR 406, “ B2 15§ B AETE “Skin Sensitization”

HBROI1T IXIRAE—avik Maximisation test

GLPE & Ly Yes

HBRETo-F

SHET (8 Rl EILEYNEUXY N—FL— Dunkin Hartley guinea pig (male)

’TEEII (E’E M. It :F) 73

%ﬁisﬁ(‘lﬁ%ﬂ)dﬁﬂ%%ﬂ

FBIE (181K)

H5 R

EEHE (H)
NELF=FEBIZ. 0.5% p-t-TFILTT/—JL(0.1 cm*8) % KA [Remarks:
ST BRNESHEZEREHEANNFRFT OE1xdEL. §5t3xt=E |Three pairs of intracutaneous injections of 0.5 % p—t-butylphenol
WELt=, BRI, 10% p—t-T FIL Iz /—)LEF= (B H] (#50.4 |(0.1 cm3 volume) were given in the bare skin of shoulder region,
e/ INYTF)E B LI ARE BSOS EGICFAZEE AL .. @5 T |one of each pair on either side of the midline. After one week, a
48REFIEIE L -, 2 BRI B RNEE LT, KB E1%% 2 [fiter paper was covered with the 10 % p—t-butylphenol or with the
741202 gEH—LIZEHL. MEL-ABEICChERES vehicle (about 0.4 g/patch) and placed onto the shoulder region of
i, A% CUBRETEL -, EREIZE. BEFIDAHEZEAL |the animals on top of the injections and held in place by an

B TR/ Ny FEBEAL =, /Sy F %48 R U 72812 2S5 %# =M |occlusive patch and fixed with a bandage for 48 hours. For the
ZTOHDHERE Y Lt challenge treatment after 2 weeks, surgical gauze was covered

with 0.2g of the 1 % test substance in Vaseline and placed onto
the clipped right flank of the animals. An occlusive patch with the
vehicle alone was applied to the left flank. The patches were held
in contact with the skin by an occlusive patch and fixed with a
bandage for 24 hours. Assessment took place 48 and 72 hours
after administration.

HETFA LR




SERIE

Not sensitizing [X]

[EElES
BB AR AL

Hig
5| FASCHR (T 3X#R)

Hiils Infracor GmbH: 1998

Hiils Infracor GmbH: 1998

&

HEMES

CASES

HE%E

SERYE - R AEA

Test substance: purity: unknown

IR

Hik/ TS

Z0fth

Other

HEBDEAT

GLPE&

N

HEBRE{ToF

HERR GE %)

T%ﬂ'l(EE’E:MJtﬁ:F)

S5 8
£ RS (E5) OB

LN CE )

HE R

Bz ()

ZDHhDFAER K

AT AL

R EtE

Sensitizing [X]

ER

IfEEJLEY 20 DEEDHEDENERLIZ, p-t-TFILTz/—
IV IED30%EFBE T F LA R EE B 1T D3BERE A% . 2,808
DRIEERIE R (7= IS D0.5% BB T FIL AR R Sp—t-TF
WIT/—ILD1%EEBETF LB RE . ThENERVEDILIE
EISHEAL. 48R RZICHIREREL . B FMREDRER.
20[C 15T AN B IS % LIEfR 7 L L X — RIS ZE R LTz, ZD150E
I (Ep-t-TFIL T/ — LIS LG RIS ERLIZAY., %580
TlEpt-TFNTz/— LIS T HARELERMEEITRHSNT .
LR7LUILF—REIFp-t-FTFIL T /—/)LISERTZLDTIE
HONEHIETENT-, E£1-., 30% p-t-TFILTz/— L ETEEIZE
A%.1% pt-FFILI/— )L RU05%BEEZTNTNEER
VEHEICERALEZRE T, 14K A p-t-TFILI/—)LIZBES
. SO EHEEICHLEMERGE RLI- (LERERCFIE) .

Remarks:

20 white female guinea pigs were painted daily on the bare skin
behind their ears with one drop of 30 % solution of a p—t—
butylphenol resin in ethyl acetate for three weeks followed by a
two weeks rest. 0.5 % resin and 1 % p—tbutylphenol in ethyl
acetate was applied behind the right and left nipple, respectively
and biopsies were conducted after 48 hours.

In histological examination, 15 of 20 guinea pigs showed contact
allergic reactions to the resin. 7 of these 15 animals showed
positive reactions to p—t—butylphenol and in 8 of these 15 animals
sensitization appears not to be based upon a demonstrable
sensitivity to p—t-butylphenol. Starting with an application of 30 %
p—t-butylphenol behind both ears followed by application of 1 % p—
tbutylphenol and 0.5 % resin behind the right and left ear,
respectively, 14 animals were sensitized with p—t—butylphenol and
9 of these also reacted to the resin (procedure as described
above).

[EElE
E 2514 0 FI B iR L

E
5| B SCHR (T3 k)

Malten: 1967

Malten: 1967

EE

5-5 REIXEEN

REPEATED DOSE_ TOXICITY

HBEMEL
CASES
MEE SRERYE - ST : 99.9% Test substance: purity: 99.9%
JERR
hik
Hsk  HARSAS ZDth (=55 AER) Other (Dose finding study)
GLPE& [AIAY.4 No
ABREITo-F
SHERTR (GRS B Zwhk/Crj:CD (SD) Rats/Crj:CD (SD)
LGN ) it / Male/Female [ X ]
B 0 (3%4K). 250, 500, 1,000 mg/kg/ B 0 (Vehicle), 250, 500, 1,000 mg/kg/day
KRS (ER) OB
B (EK)
B #0 GaE%D Oral (gavage)

_ [ZLV:05%AF L)L A—RIKAR Yes[X]: 0.5% aqueous methyl cellulose
SHERB(CxT 9 DR S -

R ALV Concurrent vehicle [X]

58RI (B) (OECD422% (14 BE 14 days
T. B5HEOT 2%
Hoi5E . ZRIESHAM)




HEHE

— E

Daily

EEHRE (B)

=]
=]

1 day

SERS M

a0
RE, AEEmNE

S, SKE

BRRATR (EEE. TR

FETBFHA SRR =

REIFRRT R (L,
E

BE)
[ ERTIICTEN
AL (L

ERE)
R BERE)

E?EFHE(%Eﬁ\ K

ST E(R) , SRR

BENE REE. SR

figen s 8
RIS R (RE
R BEE)

ERICERESN-B

RERISHE

ER

NOAEL (NOEL)

R

1,000 mg/kgBE COH B IR EBE LR L TI0%D AR ENHD
. 9B FETICHE (1/50T) , it (3/5C)MFET=L1=, DI A THD
EFHIEREILT-DEIRTIEFHEIMRE A DN iEh o=, 20T
TIEIRHEE % SFER R EEAEREL TH DN Tz, 500 mg/kgB¥ T
IFEE (T EE3/56| TIERMEZ DH ThoT=. 250 mg/kgBE T
IS HED1/5BIRERME A A SN T,

Result:

At 1,000 mg/kg, the body weights were 10% lower than control at
day 9, and 3/5 females and 1/5 male died up to day 9. At this
time, all other survivors were dissected but no toxic sign was
observed by necropsy. Two females continuously showed
difficulty of breathing with noisy respiratory sound. At 500 mg/kg,
abnormality was only noisy respiratory sound in 3/5 animals of
both sexes. At 250 mg/kg, 1/5 female showed noisy respiratory
sound.

o SO

LOAEL (LOEL) LOEL =250 mg/kg/H LOEL: 250 mg/kg/day

NOAEL/LOAELD ¥ FETRBL

I 5 DONOAEL(LOAEL) ;&

W&
EEFCOEFVHEICE DL FFMEEAA, OECDRMEHE - [Remarks:
ERE/RESHRI)—Z VT HBRTOIDIEEME DM AAE |Author considered there was no systemic toxicity of this chemical
[, FIBEC k> THELSEIERISN-FERE# D 7-8250 but the tolerable dose of this chemical would be around 250

ST meg/keftifiEEZ TS, mg/kg/day for OECD Combined Repeat Dose and

- Reproductive/Developmental Toxicity Screening Test, because of

difficulty of breathing, probably causing by irritation.

[EElE

{EFEME D HIHTAR R

Hi#

5| B 3Tk (GT32ik) MHW, Japan: Unpublished MHW, Japan: Unpublished

i

HEMEL

CASES

HHEE SAERYE SlRE: 99.9% Test substance: purity: 99.9%

JERR

ik
OECD REHREEM -£WAESHRI)—V T HARR OECD Combined Repeat Dose and Reproductive/Developmental

ik AT (OECD TG 422) Toxicity Screening Test (OECD TG 422)

GLP#E & IELy Yes

HEBRETo-F

SHERTR (B Bl Zwk/Crj:CD (SD) Rat/Crj:CD (SD)

LGN ) it /] Male/Female [ X ]

o 0 (4%1%), 20, 60, 200 mg/kg/H 0 (Vehicle), 20, 60, 200 mg/kg/day

BE5E

EHEE (ER) OB

B (EK)

B #0 Ga%D Oral (gavage)

REREE 0o HALE

[ELY: 0.5%AF L)L O—RIKFR
Elici=;: 1Ay 5E

Yes [X]; 0.5% aqueous methyl cellulose
Concurrent vehicle [X]

%2 54/ (H) (OECD422%
T. B5HEOT 2%
Hoi5E . RRIESHAM)

i 44 BFS
It RER4AMSHHEIAEET

Male: 44 days
Female: from 14 days before mating to day 4 of lactation

HEHE

EEEIEIED

SERS M

AT AL
RE, AEEmE

S, SUKE

BRRATR (EEE. RO
FETBFHA SRR

REPHMR (REEX. &
BE)




MAFHRTR(EEE &
BE)

MiREEZMTR (RE
X EEE)
Eﬁﬁﬁﬁﬁ(%i$~ BE
X)
SRR () SRR
B R (REXE . FEE)
[
RSB R (RE
xEEE)
ERICERSh-E
AERIGHE
ER: Results:
200 mg/keFED L E DI TOIFRHMEE . 200 mg/keBEDHETDIM [No treatment related changes were observed except noisy
SEIR BTIVIIUOFLERNTERS LEEL T T A o1, respiratory sound in a few females of the 200 mg/kg. Only plasma
- albumin in the 200 mg/kg males was decreased.
firt
NOAEL (NOEL) NOAEL: £ B &M &L T200 mg/kg/R NOAEL: 200 mg/kg/day as systemic toxicity
LOAEL (LOEL)
NOAEL/LOAEL® #E AR HL
I 5 DONOAEL(LOAEL) D&
(R
ZEET. FRESEICOLCEDNEOBROREICLLITEDRIR |Remarks:
ERRMHYZSIEEERLTNS, Author considered the noisy respiratory sound was likely related
ER to irritation of the respiratory tract caused by the oral
administration of the chemical.
[EElE
{EFEME D FIHTAR L
Hi 8
5| B 3CHR (T 30ER) MHW, Japan: 1996 MHW, Japan: 1996
&
HEMEL
CASES
HES SRERYE BE: > 95% purity: > 95 %
JERR
Bk HARSAY ZDfth Other
GLPE& L\WNE No
HERZETo-&F
HEAT (78, Tl INLRB—/I)TY d—=ILTY Syrian Golden hamsters
EIGHTN HD) H Male [X]
15 g/kg B ((AE120¢LEEEE10 o/ B EBERDAE(1.25 15 g/kg diet (calculated daily dose as 120 g of body weight and 10
BE5=2 g/keREEHH L) g/day of food consumption: 1.25 g/kg b.w.)
RS (MR OB
A (ER)
BB #£0 GREY) Oral (feed)

SEREE I T H0E

XY BRfREGE

Yes [X]; basal diet
Concurrent no treatment [X]

%2 54/ (H) (OECD422%
T. B5HEOT 25N
Hoi5E. RRIESHAM)

20 5EfHE

20 weeks

HEHE

=

&8

Daily

EEEEIED

SERS M

HRET AL
RE, AEEmNE

S, SKE

BRRATR (EEE. RO
FETBFHA SRR

IREPHTR (RER. 2

ERE)
MEFHR (REE E
B

MRELFRIRT R (&

R BEE)

RIREMR (REER, ER

x)

LB (K) , FEL RS

BIRAR (RAER BEE)

figen s 8

RIS R (RE

R BEE)

ERICERESN-B

RERISHE




R

HBEELEL, 5%DARERD. RUBAENESEMHAAS
N, MR E TR, AT LEABEECIREL. MERRD
BEMEDRBERVEZEICHBOYSTFURNENBREINT-,
BB CRESN-BHARIE. BE (0.1 mm; RBYERSERYS
*EBETENZNI5/15E R UT/15M) , FE (0.1~0.5 mm;
12/150C B U /1508) B U E FE (0.5 mm; 11/150C B TR0/ 150C)
BRI SN, ZDOMDEELL T, LR CEBEBHRRED
B|EIN (7/15 R U0/150E) . I AVl R Z 5 EAA~

Results:

Body weights were decreased by 5 % and relative liver weights
were increased, compared to the control group. In histological
examination, grossly prominent thickening of the forestomach
epithelium with a keratinlike white substance was observed in the
posterior and anterior walls along the lesser curvature and
adjacent to the esophagus. Hyperplasia observed in the
forestomach was classified into three types, mild (< 0.1 mm;
15/15 and 7/15 in treated and control group, respectively),

ER DFLEEIRZER O, EHIREESTHERL A DN, FFlE. B |moderate (0.1 - 0.5 mm; 12/15 and 1/15) and severe (> 0.5 mm;
figi. L. . FERE VERICIIEEFRRIEHONEN DT, 11/15 and 0/15). Another category of changes was papillomatous
lesions (7/15 and 0/15), in which the epithelium showed papillary
upward projection with slight atypia of cells, or nestic downward
growth beyond the muscularis mucosa. No abnormal findings were
observed in liver, kidneys, cheek pouch, lung, pancreas and urinary
bladder.
b=t
NOAEL (NOEL)
LOAEL (LOEL) LOAEL: 1,250 mg/kg/H LOAEL: 1,250 mg/kg/day
NOAEL/LOAEL® #E AR HL
I 5 DONOAEL(LOAEL) D&
W&
BHIFSPUEYAAHHERL DR ERFICERELT ., Remarks:
ER +913251058 8 [3H]thymidine incorporation study was also conducted together
with this study. See Section 5.10.A.
S
{EFEME D FIHTAR B
Hi 8
5| B 3Tk (Ge32ik) Hirose et al.: 1986 Hirose et al.: 1986
EE
HEMEL
CASES
MES RERME ME: D 95% Test substance: purity: > 95 %
/IiFR
Fk HARSAY ol Oilic
GLPEES Y3 No
HERETo-F
HERT (7B Rlh) v k/Fischer 344 Fischer 344 rats
EIGHYN HD) H Male [X]
15 g/kg B85 ((AE420gL{EEEE30 o/ B ER D AE(E1.07 15 g/kg diet (calculated daily dose as 420 g of body weight and 30
BE5= g/keREEHH L) g/day of food consumption: 1.07 g/kg b.w.)
BHESH (MR OB
A (ER)
BB #£0 GRS Oral (feed)
_ xtEEEHY Yes [X]
SERE X T S0 H|NE Concurrent no treatment [X]
58 (B) (OECD422% [51 @R 51 weeks
T. B5HEOT 2%
Hoi5E . ZRIESHAM)
HEHE
EIE R (B) 1 5B 1 week
AHEREH

WE REEme

BtiS ., kS

BRRATR (EEE. RO
FEIR A SRR

IREPHRTR (RER. 2

EE)
IE—T—E’JFEE(%E—’% E

mREEFHR (FE
x EEE)

RIREMR (REER, ER

=3
=

SETH(E) , SRR

“‘U’rﬁFﬁﬁ(%E#— EBE)

fisies &
FIE%E%&%E’JFEE(%E
x EEE)

ERICERESN-B

RERISHE




ER

A

ARMEREHT. RRAERDY . RURBRUBROHERE
=EMAHFSNT, MHFNELELT. HIBTBIR(R5E
RURBETENEN14/15 R U0/100L) A& Dt FLEE
BE(1/14PE R U1 /150L) . £ RN (0/150L R U0/150L) R U RF
B HE (0/150C R TUN0/10MC) 2D TIFEMN A SN 1=, &
EL-ZOMDEE (RE. 5% CREBEBREShLGH o1,

Decrease in the final body weight and increase in relative liver and
kidney weights were observed in treated rats. Histological changes
observed in the forestomach were hyperplasia (14/15, 0/10 for
treated and control rats, respectively) but papilloma (1/14, 1/15),
carcinoma in situ (0/15, 0/15) and squamous cell carcinoma
(0/15, 0/10) were no changes. No tumors were observed in the
other organs examined such as the esophagus and intestines.

1'E Al
NOAEL (NOEL)
LOAEL (LOEL)
NOAEL/LOAEL® #E AR HL
I 5 ONOAEL(LOAEL) D&
W&
COFRBROEBMIEIpt-TFIN T /—)LEEL T/ — LEEIER; |Remarks:
SEIR HIDOTOE—ayEME2BRRETOR—LZRATEET S |Major purpose of this study was to examine the promoting
- ZETHD, #ERIFBTEICAALE, property of phenolic antioxidants including p—t-butylphenol by
two—stage protocol. The result was given at section 5.7.
[EFElE
EFEME D I HTIR R
HiEE
5| FA3CHR (T 3XEk) Hirose et al.: 1988 Hirose et al.: 1988
e

5-6 in vitroBInEE
GENETIC TOXICITY IN
A BIETRALER
GENE MUTATION

VITRO

HEMER

CASES

MES

SRS SR 99.9%

Test substance: purity: 99.9%

SERR
73k

547 HEEANARALEAER

Type: Bacterial gene mutation assay

REEEHYDSE

HiEHARSAY EEMENERRMERY)—=V T REDE=ODHARS4/4> (B |Guidelines for Screening Mutagenicity Testing of Chemicals
&) RUOECD TG (471 RU 472) Japan, and OECD TG (471 and 472)

GLP#E & IELy Yes

ABREITo-F = =

o= XS F I AHE TA98, TA100, TA1535, TA1537 S. typhimurium TA98, TA100, TA1535, TA1537

A TREE KIBE WP2 uvrA E. coli WP2 uvrA

RBEFHLESODEE [FYRUVEL With and Without [X]
AE: Dose:
-S9 mix: 0, 15.6. 31.3, 62.5, 125, 250 % T*500 1 g/FL—k -S9 mix: 0, 15.6, 31.3, 62.5, 125, 250 and 500 u g/plate (TA100,
(TA100, TA1535, TA98, TA1537), 0, 31.3 - 1000 yg/FL—k TA1535, TA98, TA1537), 0, 31.3 — 1000 u g/plate (WP2)
(WP2) +S9 mix: Same as —S9 mix.

. +S9 mix: —S9 mix&EIFk

HEREH S9: Rat liver, induced with phenobarbital and 5,6-benzoflavone
S9: SYRIFiE. 7T//NLEA—ILES -V ISR THEE Plate/test 3
TL—h/EER:3 Number of replicates: 2
HERER: 2

fER

ML

REFEEHYDES 500 ug/FTL—hk (5E) With metabolic activation: 500 4 g/plate (five strains)

REEHRAELOES 500 i g/7L—b (TA100, TA1535, TA1537) 1000 i g/FL—hk Without metabolic activation: 500 ( g/plate (TA100, TA1535,

(WP2 KU TA98)

[E3E3

TA1537) 1000 u g/plate (WP2 and TA98)

+7-
With metabolic activation: [ ][] [X]

RBFERLBLOGE

[EE3

+7-
Without metabolic activation: [ ][] [X]

R

B
B
=

EIR

[EELE

(SR D I MR BL
E

MHW, Japan: 1996

MHW, Japan: 1996

H
5| R (GTXER)
IES

HEMESR

CASES

HMES

SRERY) B . i : ANEA

TR
7 ik

Test substance: purity: unknown

547 HEEFAHRAL EHER

MITI, MHW, MOLEMAFFE EL FERBANEBEFICL>TA
REINMMEAORAREEFTAMERROODH ARSI

Type: Bacterial gene mutation assay

Guidelines for bacterial mutagenicity testing published by the
major Japanese Regulatory Authorities including MITI, MHW, MOL

b Yl N it
[EA Yes
DR CHEZALTWVEWABRYERARYODEE. 99—, ®EM. |Except that the concentration, homogeneity and stability of test
GLPEA C OB REBRAEEMSRELFADEEEZ (T TELMELNE |material preparations were not determined by analysis and that
= W EERL

this specific study may not have been subject to procedure
inspection by the Quality Assurance Unit




HEBRETo1F

E 59'-7ZETA1535 TA1537, TA98, TA100

WA Y TR . E ?;th;;3$;§1 535, TA1537, TA98, TA100
REFERESODEE [FYRUVEL With and Without [X]
B DAFIL AL TAFIR Solvent: Dimethyl sulfoxide
F=:1.6. 8. 40, 200, 1,000 y«g/ml Dose: 1.6, 8, 40, 200, 1,000 ¢ g/ml
i Remarks:
B%Tiﬂng Uls Positive control:
ﬁaﬁigﬁ{t:ﬁ_)- R ) With metabolic activation:
2-FI/FUNStY 2 ug/FU—H:TA1535 2 Ami h 2 1 a/plate for TA 1535 and 10 1 /bl
2-FIIFURSEY 10 pg/FL—bk: WP2 uvrA pigcantivacenclaiapiiedplatelion ancilONu/le/plate
RUYFELUS g/FL—h:TA 100, TA1537 R UTA 98 for WP2 uvrA
B Benzo(a)pyrene at 5 u g/plate for TA 100, TA1537 and TA 98
BREAR RBEEMEAL:

N-IFI)L-N -=rB-N-=rAYVGTT7=D22 pg/TL—bk: WP2 uvrA
N-IF)L-N -=hB-N-=rAYSGT7=D2 3 ug/FL—k: TA100
N-IF)L-N -=hB-N-=bBYST 7= 8 pg/FL—hk:TA 1535
9-FI/THYT80 pg/FL—b :TA 1537
4-=kAX /) -1-AFH (0.2 pg/TL—h:TA 98

1,000 g g/ml (£ Z#k)

Without metabolic activation:

N-ethyl-N’ —nitro—N-nitrosoguanidine at 2 y g/plate for WP2 uvrA|
", 3 ug/plate for TA100 and 8 u g/plate for TA 1535
9-Aminoacridine at 80  g/plate for TA 1537
4-Nitroquinoline—1-oxide at 0.2 u g/plate for TA 98

With metabolic activation: 1,000 ¢ g/ml (all strains)

1,000 1 g/ml (£ Z ) Without metabolic activation: 1,000 # g/ml (all strains)
ST 2. [E{ES U=
REEEHY OB With metabolic activation: [ 1 [ ] [X]
& Sh ~ 8.5, K%'I‘.*L +? -
REFMEGLOSBE Without metabolic activation: [ 1 [ ] [X]
E*R
1§1E?'?€9*’£§
AR
ERElE
1S58 O FI B iR L
Hi#
5| FA3CHR (FT3XEk) Safepharm Laboratories Ltd.: 1992a Safepharm Laboratories Ltd.: 1992a
|[EZ
HBEMEL
CASES
MEE RERYE - FHREE: > 95% Test substance: purity: > 95 %
JERR A47: MEERAVSEREERR Type: Bacterial gene mutation assay
—
HERAHAESAY Other
GLPE & ABH ?
ABREITo-F
FAZFIAHE TA1535, TA1537, TA1538, TA98, TA100, KESH [S. typhimurium TA1535, TA1537, TA1538, TA98, TA100, E. coli
HEEX IR ER wP2 WP2,
WP2 uvrA. S. cerevisiae JD1 WP2 uvrA, S. cerevisiae JD1
REFERELSODERE [AYRUVEL With and Without [X]
P B DAFILAITH X IRFERIEAT Y Solvent: Dimethyl sulfoxide or Hexane
BUERRM FAZ: &K50 mg/ml Dose: Up to 5.0 mg/ml
=
il %

1’%@13'&&; IOk 1)

[E]Ed

+9-
With metabolic activation: [ ] [ ] [X]

REEELBLOGE

[E]ES

+7-
Without metabolic activation: [ ] [ ] [X]

E%R

1315?%@5*%&
SERR

[EElES

BB AR AL
H8

5| B SCHR (T 3X#R)

Dean et al.: 1985

Dean et al.: 1985

&

B. RBHER

CHROMOSOMAL ABBERATION

HEMER

CASES

MES

RS SR 99.9%

E%R

Test substance: purity: 99.9%

547 REAREBHER

Type: Chromosomal aberration test

7]— f/tl ARS4Y EEMENERRMERY)—= T REDE=ODHARS4> (B |Guidelines for Screening Mutagenicity Testing of Chemicals,
’ Z %) R UIOECD TG 473 Japan and OECD TG 473
GLPEES [ELy Yes

HERETo1-5F

fuilisk S

F A =—R/NLRE—fi#A (CHL/IU)

Chinese hamster lung (CHL/IU) cell




RBIEMH (SHDEE

BYRUVEL

With and Without [X]

B OAFIIL AN TAF R

Pt BB : -S9, RAh< ALY C; +S9, VO THRTFIR
FAE: -S9 GEfEALER): 0, 0.013, 0.025, 0.05 mg/ml

-S9 (GERFREALIE): 0, 0.02, 0.04, 0.08 mg/ml

Solvent: Dimethylsulfoxide

Positive control: =S9, Mitomycin C; +S9, Cyclophosphamide
Dose: —S9 (continuous treatment): 0, 0.013, 0.025, 0.05 mg/ml
—S9 (short-term treatment): 0, 0.02, 0.04, 0.08 mg/ml

REREH +S9 (5 FFREIALIER): 0, 0.013, 0.025, 0.05 mg/ml +S9 (short-term treatment): 0, 0.013, 0.025, 0.05 mg/ml
S-9: S YrFFlE. 7T //NLER— LR U5,6-R YV 75K TEAE |S-9: Rat liver, induced with phenobarbital and 5,6-benzoflavone
TL—h/iER:2 Plates/test: 2
fER
ML
REEMHYDBE FERERALER MR E LA SN TULVERLY, With metabolic activation: (short-term treatment): not observed
s Bt . a EHALEE 0.025 mg/ml Without metabolic activation: (continuous treatment): 0.025 mg/ml
R#EELELOGE SRR LEE 0,08 mg/ml Without metabolic activation (short-term treatment): 0.08 mg/ml
RERKEE
2EAEBERSFREM B clastogenicity polyploidy
REEEHYDEHE &8 BT + 7 - + 7 -
With metabolic activation: [X] [ ][] XI[1L]
2EABERSFRME B clastogenicity polyploidy
RBEFHLGLOEZE S8 B + 7 - 9 -
Without metabolic activation: [ ][] [X] [XIC1C]
JERR
it
2EREE
REEHELCRGFEETOEBBELET, WThDOEBEREICSLT |Remarks:
3. 6.5~120%DCHL/IVHIA TR BADEEREIEBESN  [Structural chromosome aberration was observed in CHL/IU cells
t=o TERME L., KEEHIERDOEFEE T EILIEFE T T, 5 |with exogenous metabolic activation by short—term treatment in
BRI EFR LT, 8B ERLE TIXEHRAMBA ZHHE (6.5 - 12.0 % of cells at all concentrations studied. This chemical
TEHRINE-A., BHELGEZENHON-DIZHEEEEZ4E L SR |also induced polyploidy with and without an exogenous metabolic
SER EDHT, TOMTIEEHADOFZHREEIXE, ST, activation system. The high incidences of polyploidy cell were
observed after 48 hr continuous treatment but the response was
apparent only at cytotoxic concentrations. Other increases of
polyploidy were small incidences.
=
{EFETE D FIHTAR L
Hi 8
5| Ak (Gt X Aik) MHW, Japan: 1996 MHW, Japan: 1996
i
HEMEL
CASES
MEE SERYE  flFE . A8 Test substance: purity: unknown
SER AT 2 BEREE KR Type: Chromosomal aberration test
hik
EZME DRERD = DOECD HAK542(1981) No. 473 “;&1% |OECD Guidelines for Testing of Chemicals (1981) No. 473
. S 2EAREHRG RUEECHEELE484/449/EECD | “Genetic Toxicology: Chromosome Aberration Test” and Method
b Vs e S 4% B10 B10 of Commission Directive 84/449/EEC
[y Yes
DI CHEALTWVEWABRMEREMODEE. t9—1E. ®EM. |Except that the concentration, homogeneity and stability of test
. C KRR MNEE M EIEISFANDBEEE =+ THEULMELILAL |material preparations were not determined by analysis and that
GLP#E & W EEBL this specific study may not have been subject to procedure

inspection by the Quality Assurance Unit

HEBRETo1F

bk Y/ Bkl

Rat lymphocytes

ElikyS
REFEEESODERE [FYRUVEL With and Without [X]
B OAFILAIILITAEDR Solvent: Dimethylsulfoxide
54 xFBR - Positive control:
-S9O ITF LAV R IV I A2 B 500 1 g/ml -S9: Ethyl methanesulphonate at 500 4 g/ml
+S9: 9074 RT7IN 42 pug/ml +89: Cyclophosphamide at 4.2 (£ g/ml
AE: Dose:
SRER -S9 (20BFfE ) 1.0 - 125 pg/ml -S9 (20-hour cultures): 1.0 = 125 (¢ g/ml
+S9 (20BFRAHEEE):1.88 -120 K g/ml +S9 (20-hour cultures): 1.88 =120 ¢ g/ml
+S9 (30RFREIHE#E):1.88 - 60 1 g/ml +S9 (30-hour cultures): 1.88 — 60 1 g/ml
$-9: Sk, 7OY0—)L1254THE S-9: Rat liver, induced with Aroclor 1254
TL—h/EER: 2 Plates/test: 2
fER
ML
RMEHHYDES 60.0 1 g/ml LLE (20% U 30RFR L) With metabolic activation: 60.0 i g/ml and more dose (20— and
i = 30-hour cultures)
KECTHLZLDISS 30.0 weg/ml LI E Without metabolic activation: 30.0 ¢ g/ml and more dose
REMREE _
) 2EABEREFRME BT clastogenicity polyploidy
KEEEHYDES S8 Bt + 7 - + 7 -
With metabolic activation: [X] [ ][] [XI[1[]




RERBERRFRM B

clastogenicity polyploidy

RBEFHLGLOEZE S8 B + 27 - 9 -
Without metabolic activation: [ ][] [X] [XIC1C]

JER

il

ZEREE

AR

ERElE

1S58 O I BT IR L

Hi#

5| FA3CHR (FT3XEk) Safepharm Laboratories Ltd.: 1992b Safepharm Laboratories Ltd.: 1992b
|[F=
HBEMEL

CASES

MEE RERYE - fHREE: > 95% Test substance: purity: > 95 %

JERR 247 R EIAEERER Type: Chromosomal aberration test

Bk A HAESAY ZDfth Other

GLPE & ABH ?
ABREITo-F
s PN id, A Rat liver epithelial-type cells
RBEFHLE(SODERE  [EL Without [X]

HEREH
TR
MAZEE
REEEHYDBE

B DAFILANTAF R

FE 5% K05 mg/ml GIS0 (50% R EHEEAE)

Solvent: Dimethyl sulfoxide

Dose: Up to 0.5 mg/ml GI50 (50 % growth inhibition dose)

ERELDIGE

=
G

REREE
REEEHYDEE

R2ERBEERFRM B

clastogenicity

LN EERL

RELEELZLOSES + 9 -
Without metabolic activation: [ ][] [X]

JEIR
2EREE

R 24RF R EL100E TR THEL -, Remarks:
. BEHIEIC OV TIFEREINTLEL, The cells were treated for 24 hr and 100 cells were analyzed
ER microscopically.

As for polyploidy, it is not mentioned

ERElE
1S58 O I BT IR L
Hi#
5| FA3CHR (FT3XEk) Dean et al.: 1985 Dean et al.: 1985
|[FZ
HEBEMEL
CASES
MEE AERME ME B Test substance: purity: unknown
SR BAT FEIOUXF— TK+/- EIZEITSL5178Y YR [Type: Mutation of L5178Y mouse lymphoma cells at the thymidine
- /MR DB IR FRAE R, Fluctuationik kinase TK +/— locus. Fluctuation assai
Bk A HAESAY ZDfth Other

[EN Yes

DR THEZALTWVEWABRYERARYOEE. 99—, REM. |Except that the concentration, homogeneity and stability of test
GLPES COEBKRTRERMNEE S RIEIFADEEEFZ (T THULME LA |material preparations were not determined by analysis and that

this specific study may not have been subject to procedure
inspection by the Quality Assurance Unit

HERETo1-5F

L5178Y (FIOUFF—HEIZBITHATOEETF)

L5178Y mouse lymphoma cells (heterozygous at the thymidine

S-9: SYhATHE. 7OYO0—)L1254THE
TL—bh/EER: 2

RS B 80 ug/ml

fuliakyS kinase locus)
RBEFHLSODEE  |[HYRUVEL With and Without [XJ;
B OAFILRAIILITAEDR Solvent: Dimethylsulfoxide
54 XFBR - Positive control:
=S9: TFILAZV RV I A 9315 pg/ml -S9: Ethyl methanesulphonate at 931.5 1 g/ml
+89: 9074 RXT72K5 wg/ml +89: Cyclophosphamide at 5 u g/ml
BN FAE:5.0. 10.0. 20. 40, 80 y g/ml Dose: 5.0, 10.0, 20, 40, 80 4 g/ml

S-9: Rat liver, induced with Aroclor 1254

Plates/test: 2

Cytotoxicity conc: 80 ¢ g/ml

. - Kt L.
REFEEDHYDGE With metabolic activation: [ ][] [X]

B 7L 1B ETE e
RBFRLBLOGEE Without metabolic activation: [ ][] [X]
SERR




EEAEE

FER

[EElE

BB TR AL
H8

5| FASCHR (T 3X#R)

Safepharm Laboratories Ltd.: 1992¢c

Safepharm Laboratories Ltd.: 1992¢

&

5-7 invivoilBinE=t

GENETIC TOXICITY IN VIVO

HEME L

CASES

MEE SHAERME - fiFE - B Test substance: purity: unknown
ETT

ﬁ/ﬁ

FER

HHRVRESEFORER

R
pt-TFILITT/— LI RDAERVPADEDELEFELS,

[ZIF100%DNTDFEELYT1-. EROFFHMBEORAERE

EFE|IERISEMN T,

Bk HARSAY Z Dt : 2 EEH B EAER Other: Morphogenetic Test

HED21T

%;EEQT;E LW Yes [ ] No [X] 2[]

HEAT (78 R 39232/ T : Drosophila melanogaster Drosophila melanogaster

TERI (e M., M- F) —3iL Female [ ]; Male [ ]; Male/Female [ ]; No data [X]
B —31L No data

BEER HREHTOREEE Oral feed in the larval stage

SERHARE T—=5%L No data

PHEL I

Results:

p—t—Butylphenol induced a change of the colour of body and wings
of adult flies; nearly 100 % of the flies showed disturbed wing
development; p—tbutylphenol did not cause any mutagenic effect
in cells of imaginal buds.

EN:E] Genotoxic effects:
e = = +? -
BEIEEEDHR (104 [ ]
NOAEL (NOEL)
LOAEL (LOEL)
TR R
,IiﬁR
in wvo:g{nﬁ’fi
CORLTEROERMEXELCH T+ THLIDCDHBEDFE [Remarks:
ER BEFMIZHENTELLY, Due to poor documentation of this (Russian) publication, it is not
possible to evaluate the results of this study.
EEt
(SR D I BRI
Hig
5| A3k (Go3XEk) Zavadsky & Khovanova: 1975 Zavadsky & Khovanova: 1975
&
5-8 FEHAME
CARCINOGENICITY
HBRYEL
CASES
MEE ERERYE - FHREE: > 95% Test substance: purity: > 95 %
E%R
7:‘,5&/1: AES14> Z 0t Other
REBDE(T
GLP#E & [AIAYV.4 No
HEBRETo-F
RERT (7B %) Fischer 344 Sk Fischer 344 rats

LGN )

3

Female [ ]; Male [X]; Male/Female [ ]; No data [ ]

15 g/kg BE (fAE420 ¢, E6HE 30 o/ AN ERDHAEZEH:
1.07 g/kg A E)

15 g/kg diet (calculated daily dose as 420 g of body weight and 30
g/day of food consumption: 1.07 g/kg b.w.)

BE5=E
RS (MR OB
A ER)
BB #ZOCGEEE) Oral (feed)
SNIRSERE 1E/8 Daily
[EIA) Yes [X]; No [ ]; No data [ ];
HERBLALE EALE ST HRRE Concurrent no treatment [X]; Concurrent vehicle [ ]; Historical [ ]
SERs b FEHRE 51:AM Exposure period: 51 weeks
BRI RERFZHM: 1AM Post exposure observation period: 1 week
#fEt P AL IR

TR . hE IR

BHis, kS




BRIKATR (BEE. fTR O
IR SRR

REIPHFMR(RER. &

BE)
MAFHTR(EEE &
BE)

WA R (e
=, BHE)

RBREMR (REX ER

&)

RT3 () , FEL R

BIBHR (REX, SEE)

[
R HATR (RE

ERICERSN -8

[EF e MQOY AL

RERISHE

HETAIRER

ER

N-AFJL-N'-=E-N-=FAY S 7 =2 (MNNG) 150 mg/kefk
FEEEICLYRAROREL, HBRRIC-+-TFILIT/—IL
ERML-ARF - ERAMEERSE =,

Rats were administered with or without N-Methyl-N" —nitro—
Nnitrosoguanidine (MNNG) at 150 mg/kg b.w. by stomach tube
and given diet containing p—t—butylphenol or basal diet one week
later.

[MNNGRTALIBLL] pt-TFIL Iz /— LR EET. BREEH

L. RUEAVEROBXEEENAAHSNT=, §il B O BB

FHRETIK., AR GABRMERSERUNBETIATN

14/150C % 1X0/100C) , ZLEERE (1/14 FLRUM/15) . LR NEE

(0/15PC R 1X0/150C) B UR F L K& (0/150C K 1A0/100) A&

fg%f:;#ﬁﬁbt%aﬂmaﬁsﬁ (BE. B%) CIEESTHES
£y N o) i

)

KRBT EENAM
DEE

[Without MNNG pretreatment] Decrease in the final body weight
and increase in relative liver and kidney weights were observed in
p—tbutylphenol treated rats. Histological changes observed in the
forestomach were hyperplasia (14/15, 0/10 for treated and
control), papilloma (1/14, 1/15), carcinoma in situ (0/15, 0/15),
and squamous cell carcinoma (0/15, 0/10). No tumors were
observed in the other organs examined such as the esophagus
and intestines.

[MNNGETALEH Y] p-t-TFIL T /— LR EFH T, RERAER
P RUFBRVEROBEXESEMA A SN, xHBEOH]
B T3NSR EE £ (LR —THRIEZ N NIE THESN
f=OICxL., RERME RS EOR B FEXGE—DEEFE (L
HEHOEEIZE>TEHUSN TV, 8T8 DBZEHIIRE T,
B GRBENERSERUNBETEINTN20/20ERY
19/190C) . ZLEEE (19/20 FE R UM3/190E) , £ A% (8/20MC &
T11/190E) B UR T b R (15/200C R UN5/19PC) fNERER S 1=,
HNEBHELLEL, ABRYERSECEIRTLREORRENE
EBITEEL TV, SBRYERSHTIE, FEHAEN1ETH
BIh, REOMEFNRETE. BEHDSEDIEDOHT
BERIBICIRENBREIN, RELEZZDOMOEE (BE. &5
%) CIXESTBRESh M o1,

[With MNNG pretreatment] Decrease in the final body weight and
increase in relative liver and kidney weights were observed in p—t—
butylphenol treated rats. Grossly, small papillary or polypoid
tumours were found in the forestomach of control rats, while very
large single or multiple tumor masses occupied the forestomach in
treated rats. Histological changes observed in the forestomach
were hyperplasia (20/20, 19/19 for treated and control), papilloma
(19/20, 13/19), carcinoma in situ (8/20, 11/19), and squamous
cell carcinoma (15/20, 5/19). Squamous cell carcinoma in treated
group was significant change, compared to control group.
Leiomyosarcoma was induced in one treated rat. As histological
change of the glandular stomach, adenocarcinoma of fundic region
was only observed in one of treated rats. No tumors were
observed in the other organs examined such as the esophagus
and intestines.

IR

[
1S58 O I BrIR L
H 8

5| Xk (GTXRER)

Hirose et al.: 1988

Hirose et al.: 1988

IES

5-9 4ETE- FEAFE (AR

EREFMEET)

REPRODUCTIVE TOXICITY (Including Fertility and Development Toxicity)

A ZHAHE
FERTILITY
HEBEMEL
CASES
MEE SRERYE - SR : 99.9% Test substance: purity: 99.9%
JERR
-~ &Y - A E R A HT il ER
. NN OECD REREEM -EWHEESHRY)——2 T HEHE OECD Combined Repeat Dose and Reproductive/Developmental
HE AT Toxicity Screening Test
R ZFDfth Fertility [ ]; One—generation study [ J; Two—generation study [ J;
REBOEAT Other [X]
GLPES [E0 Yes
HEBRETo-F
SHEA T (B B i) Zvk/Crj:CD (SD) Rats/Crj:CD (SD)
R (M. HE:F) /M Female [ ]; Male [ ]; Male/Female [X]; No data [ ]
mEg 0 (384%). 20, 60, 200 mg/keg/H 0 (Vehicle), 20, 60, 200 mg/kg/day
RS (MR OB
AR ()
?ﬁéﬁ% ﬁn @ﬁ*“) Oral (gavage)
AR
RECHIREIAR #14 H. 14 85 male: 14 days, female: 14 days




R EHARS:

Exposure period:

44 B Male: 44 days
I RXEHT14 BASIRELSHE Female: from 14 days before mating to day 3 of lactation
HERE pofiichi N
[ELV:0.5% AF )Lt )L O—R KB &R Control group:
Gl 1AV 27 Yes [X]; No [ ]; No data [ ]; 0.5% aqueous methyl cellulose
Concurrent no treatment [ ]; Concurrent vehicle [X]; Historical [ ]
#atF AR
HE. AEEME
S fokE
FRERFTR (EEE. TR D
SR B A LA AR
g?ﬁﬁ(ﬁﬂ)ﬁf@ﬁ‘ﬁ/ﬁﬁﬁ
REAHAME (REETOBEH
RUXEETOHEEES)
g?ﬁ%ﬁfﬂﬁ (3RO B Mo

EIRE M (EFRFRU/E
FRIRED)

HELATR

[EIEEC R

BFR

MARFHTR(EEE &
BE)

% LR R (A
& BERE)

RBEMR (REX ER

&)

FET$ () , FEL R

BIRFTR (LR, ERE)

BRE
LS

B E

figen 5 8

RIS R (RE

R BEE)

ERICERESN-B

RERISHE

EfEFHE MAE

[E3

tt
SEHEEGERIBBEERF
/R BRF RO

B ETORMBERFER

MAEFMR (RRMEER)

ERRERURFER

FERAOXIZHERE TR (AR
5Bt

AEHR-IIFIRER T E Z
D DEREEIR

figen 5 2

HRETAIRER

R
i

PIZxt3 ANOAEL (NOEL)X
IELOAEL (LOEL)

#HR:
DEH}EEJJ%~ RIBYMRVRBMTORSLEEL-SURZET

7Eh otz

HENYDNOEL :200 mg/keg/H

Results:
There were no treatment related toxic effects on pregnant and
lactating females or their offspring.

NOEL Parental: 200 mg/kg/day

F11Z%t3 2NOAEL (NOEL)
XIFLOAEL (LOEL)

F1 'BE)PDNOEL :200 mg/ke/B

NOEL F1 Offspring: 200 mg/kg/day

F21Z%t 9 SNOAEL (NOEL)
XIFLOAEL (LOEL)

R

[EElE
E 2514 0 FI B iR L

E
5| B SCHR (T 3X#R)

MHW, Japan: 1996

MHW, Japan: 1996

EE

B. #EHM

DEVELOPMENTAL TOXICITY

5-10Z D th BY:E1E R

OTHER RELEVANT INFOMATION

HEMER

CASES

HMES

TR
73k
Bk AARETAY

BAT : i SRER

Type: Depigmentation test

GLPES

HEREITo1-5F

EGEIL

X EREHAR (334 A

Remarks: Observation period was 3 months.




TR

b=t}

i)

=R

0.1 ml BREBELMHI2EDEILEYNEEEE 9 om? (2R
A3:EMEBERAL:,

TEroHIZ5 mg (5%): BRERIM. B lXal

T b H1Z10 mg (10%) : 5RE O Rl GE AR A F-FI B L
). BREEiL

DMSOH(Z10 mg (10%): HEE DRI, sRE D&%
%’%Euyﬁ"):—)bq:l:m mg (10%): REEDFIH. SREDA
WFhDBFEE1 mg TIEFIBIEECTLVEL

Results: 0.1 ml solution was applied daily to 9 cm2 of the shaved
skin of 12 male and female black guinea pigs for up to three
weeks.

5 mg in acetone (5 %): mildly irritating; no depigmentation

10 mg in acetone (10 %): strongly irritating (erythema and edema
extending beyond area of application); no depigmentation

10 mg in DMSO (10 %): moderate irritating; strong depigmentation
potency

10 mg in propylene glycol (10 %): moderate irritating; strong
depigmentation potency

1 mg in any vehicle caused no irritation.

EIR

[EELE

(SR D I MR BL
E

Gellin et al.: 1970

Gellin et al.: 1970

H
5| AR (GTXER)
IES

HEMER

CASES

MES

ER

Bk AARETAY

‘

BAT Bt L SRER

Type: Depigmentation test

GLPES

HEREITo1-5F

EGEIL
FER

TR

i

H&a

02 mL A1)—7T3# [20.2 MDp—t-TFIL Iz /—)LEMZ L D%
C57Blacki ¥ R (TE3E. 64 AMEOKELI-. KEHDTY
RTHEASEHIVNEFEESDREAHSONT=,

0.2 mL olive oil, to which 0.2 M of p—t-butylphenol was added, was
administered orally to black C 57 male mice 3 times a week for 6
months. Diffuse or patchy depigmentation was observed in the
majority of the animals.
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0.05 mL AY—T3#IZ0.01 M @ p-t-TF)LIT/—ILEMZI=E
MD%C57BlackifE < XIT:E6[E., 74 BEIKE FixstLlz. sE5t%H
ALTCI2BR%FEN N REINT,

0.05 mL olive oil, to which 0.01 M of p—t-butylphenol was added,
was injected subcutaneously to black C 57 male mice 6 times a
week for 7 months. 12 weeks after the beginning of the injection,
depigmentation was observed.
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Type: Depigmentation test
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BRORBLEAK. RARBICIOTEREBRIVRICAREDNE
FRENBENT-, BLDOBHRVEELZAV-RERETIE.
EEOEIZHSNGEMN STz, HEKligmaniFi&K (p-t-TFILIT

J—IL ERSVABRUT I H A2V ) &, LB RELER

Vitiligo—like depigmentation of black mice was achieved as much
by ingestion as by inhalation of p—t—butylphenol. Cutaneous
application in different solvents and at different concentrations
did not elicit any skin changes. A modified Kligman solution (p—t—

#R #=RLIz(DT—427%L0) butylphenol, vitamin A acid and dexamethasone) caused distinct
depigmentation (no further data available).
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p—t-TFILTT/—)L (10 mg/ke/ B)EE—F A A ILIZHEREL. B
BOYX (MBI OVTOT—4240) IZEREMICHTz-T
AT LT, R BN D20~24B% . BERUVEFOED
— AR EIEL =, =, 4L TREDESERENA DN,
ARDIHYFIZHENT, LRUBLEFTLTRILATILTERDR

ARBETOLA. REBIEANDEEIIFICALNEMN DT,

p-t-Butylphenol (10 mg/kg/day) in peach oil was injected
intramuscularly to black rabbits (no data on the number of used
animals) daily for 6 weeks. 20 — 24 days after the beginning of the
treatment, small areas of grey hair were observed on the flanks
and backs of the animals. In four rabbits, there was a spastic
paralysis of the hind legs.
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0.5% p—t-FFILTT/—IL (1.5 mg/kg) Zol. persicarium| ;A7
L. 2E&YUY X (REHMICOVNTOT—24L) ISHRESL
foo Efz. Bl Y FAEIZ, EEDEDpt-TFILTIT/—ILEE
BB LT, 5B MNS12~208 % . KEIZBRILEREHRTS
S AL MCIRBIEL TUL =, FPEST L= Y 8L 3t
Tl BERTHO2E/RBLTERBEDENALNTZ, FHERL
2EAOHREREET. SRYEOERBXERAICZERIR
HohEM 1=,

‘f‘*nrm
ARDIHFIZBNT, ERREBELEFEFTLTHRILLTIILTERZES [Remarks:

e DRARBEIT oD, REBIEANDEEEHONEM ST, In four rabbits, inhalation exposure to formaldehyde vapour was

ER performed together with the above treatment, but there was no
effect on the greying.
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0.5 % p—t-butylphenol (7.5 mg/kg) in ol. persicarium was injected
intramuscularly to eight black rabbits (no data on exposure
period). On the other hands, four other rabbits were given their
fodder containing this chemical of the same amount. 12 - 20 days
after the beginning of the treatment, an apparent greying was
observed without previous browning. 2 years after the end of the
treatment, grey hair still remained in 3/8 animals injected
intramuscularly. Between two routes of the treatment, there were
no differences in the effects of this chemical.
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Type: Depigmentation test
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emulgide 9 gZ7K1,000mlIZEAEL TR LAZZLFIZ. pt-FTFIL
T1/—)L600 meZERMLUEE LTz, BoNZE (pt-TFILIx
/—IL 15 mg/kefhE) % EBEEDFLEE/ILEYMOLIZ, 385
B. 107 AMICh Vit OR 5Lz, IBMDESY ., F1—7T

Emulsions was made of 9 g of emulgide in 1,000 ml water, to
which 600 mg of p—t—butylphenol was added during mixing. This
emulsions, equal to 7.5 mg/kg b.w., was treated to 10 wild
coloured guinea pigs by gavage 5 days per week for 10 months.

7R IZKBMHMEIEIR#ETHY . ARBRTEZINNERTEZHDOEKAD [Several animals died, due to well known difficulties with tube
Rz, A5—FEICKYFIFELIZRY TIE., ARG BRI KL |feeding. Clear—cut depigmentation was not observed within the
BHoNEI DT, limits of accuracy of judging depigmentation even with colour
photographs.
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HE A HARSAY 247 e iKER Type: Depigmentation test
GLPE &
HBRETo-F
R EHOBRANMEL TOLEELERDIRE. 1DDE. 1 |Remarks:
HEREH DDEEEEATLEL, The solvent control sites included at least one sector on the back,

pt-TFINT/—)LBRFELITRF01 mE, EEEDOREIL
EVEDOEFDOXELERS (8HFF. 3 cm X3 cm) ( RUNIELTLVR
WERUEZLIBICHE T Uz, iBIEELTDMSO., 71k, Fkiex
BLREEEAL. RBEMEOREE. BAFEHT.01~1.0M,
BEARKEEF| D T01~10%ELT -, EhRUVEICE L TILHEE
NOFREEOBERIK(W—HGREREEFRL) NHLNT-, FLE
TlIRBRBEXEHDNEN o1z, RINETREL. HPISHLT
[¥DMSOE & T0.25M,, FHAKMHEEFT10%. EIxtL TIXDMSOE
,&rozsmraaor—oa—xa)é;ﬂﬁaa’ﬁmb‘ BONBETORE
B &, B R U EIZ0.25M DMSOR K EBERALI=15 & D238 A
%;ﬁt ’a‘ﬂhl:m TrrBREERLZSEEOI12BEIRE
TH>1=,

SHICHBYE R ERPRUVEBICSBEVT. ThHENEERUFEE
EORERIFEER Lz,

an ear and one nipple.

0.1 ml aliquot of p—t—butylphenol was applied to adult black guinea
pigs on the dorsal epilated surface (eight sites, 3 cm x 3 cm), and
the unepilated skin of ears and nipples. Various solvent was used
such as DMSO, acetone and hydrophilic ointment, and the
concentration of this chemical ranged from 0.01 M to 1.0 M for
various liquid solvents and from 0.1 % to 10 % for solid ointment
bases. p—t—Butylphenol induced definite, but moderate
depigmentation (uniform hypopigmentation) on the back and ear,
but not on nipple. Minimal eliciting concentration was 0.25 M in
DMSO and 10 % in hydrophilic ointment on the back, and 0.25 M in
DMSO on the ear. Minimal time for the appearance of maximum
depigmentation was 23 days after applications of 0.25 M in DMSO
on the back and the ear. The longest time required to induce
maximal depigmentation was 112 days for 1 M in acetone on the
back.

In addition, this chemical induced severe and moderate irritation
to the skin of the back and the ear, respectively.
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Gellin et al.: 1979

Gellin et al.: 1979
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ﬁzﬁéﬁ AE54> 247 B iKER Type: Depigmentation test
GLP#E&

ABREITo-F

e SEHLLTIS CORBEILEYNMEALV-.. Remarks:

p-t-TFI T/ —I% BBEDEILEVMEDEEIZ4~5R
FERALI=ECA. REFRIT EKBREREANFIRSN. B
ERUVAEDQEBRBX(AR)HBLORABCE, BRAREHHH
#Hohfz, BERESN-AHOPICIEAAFEMNLZEDLHY., BF
BRRDETL. BRICHET ERN AN (DT —45%4
L)o

15 black guinea pigs were used as a control group.

p—t—Butylphenol was applied to the skin of 4 black guinea pigs for
4 - 5 days. Depigmentation occurred without preceding
inflammation. Spots of depigmented (white) skin and hairs were
surrounded by a zone of hyperpigmentation. Leukoderma was
irreversible in some cases and exhibited a tendency to
progressing and spontaneous dissemination (no further data
available).
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Zavadsky & Khovanova: 1975

Zavadsky & Khovanova: 1975
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JOELYSZ3—)L5 mlER) TFL 245 1)3—)L50,000 mg&D
BEMITo-t-TFILTT/—)L (500 mg/ke/ B) B fRLTIA

.Y XOREIER0BMIChYRELEECSH, MERR
HRARVMERRICESEMERDEEIEML -,

p-t-Butylphenol (500 mg/kg/day) in a mixture of 5 ml propylene
glycol plus 50,000 mg polyethyleneglycol was applied on the skin
of rabbits daily for 20 weeks. There was an increase in the
incidence of a capillaritis consisting of perivascular infiltration and
formation of thrombi.
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Malten et al.. 1971 (Hara and Okumura: 1962)

Malten et al.: 1971 (Hara and Okumura: 1962)
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Type: Biochemical investigation
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FOLF—EIE, KubowitzDFETO Y HAEMLIARLIz, FO
OF—EDEME p-ILY—IILERBELL, TRELV S )a—IL
ZAEE L Warbure DEERH B 2EICKYRIELT =,

p-t-FFIITT/—)LIE FALF—EDILYS—EFEDFE
HEEREL. RIGEEZHRICE TSz, —A. hT7a5—EF
ISV TIE RIEREEDBEFELT, LB RSB,

Remarks:

The tyrosinase was prepared from potato by Kubowitz’ s method
and determined by Warburg’ s oxygen consumption method using
p—cresol as a substance in a medium of propylene glycol.

p—t-Butylphenol influenced the cresolase activity of tyrosinase in
such a way to elongate the induction period and suppress the
reaction velocity of this enzyme significantly. On the other hands,
this chemical delayed the reaction inactivation to increase the
catecholase activity.
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Malten et al.: 1971 (Nakajima and Ito: 1967, Hara and Nakajima:
1969)

Malten et al.: 1971 (Nakajima and Ito: 1967, Hara and Nakajima:
1969)
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pt-TFIIT/—)LIE . EIVHIIIBAKOREFOSH— (A
S=UERKBEERR)OCERAXSTI=)L75=2 (DOPA) BE1E
SEMEREL. Kil%2.02 X 10-4 mol/IEHEFE ST, ESITp-t-TF
IWIT/—)UIE EIVHIIHEFALF—EOFAUEIEE
RAIcx3 28 EENAEHITHLLHERZIND, FAL L DKm
BUpt-FFILIT/—ILOKiIEFNF 22 % 10-3 mol/IRTL
1.95 X 10-4 mol/ILHEE SN T=,

p—t—Butylphenol inhibited the dihydroxyphenylalanine (DOPA)
oxidation activity of epidermal tyrosinase from Rana pipiens
(enzyme involved in melanin synthesis) and Ki was estimated as
2.02 x 10-4 mol/I. This chemical might be also an effective
competitive inhibitor of the oxidation of tyrosine by Rana pipiens
tyrosinase. Km for tyrosine and Ki for p—tbutylphenol was

estimated as 2.2 x 10~ mol/| and 1.95 x 10~* mol/I, respectively.
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McGuire & Hendee: 1971

McGuire & Hendee: 1971
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p—t-TFITx/—I)L% UDP-J LYO=LhS2RID5—H EH
[Z37°CTI0R A FarR—230 HAWDIERIVKRNS VR TT5—
F LA Far—ay
UDP-4' LYB= LRSS X T5—+ :Km = 0.03 = 0.01 mmol/I
Vmax = 4.08 £ 0.53 nmol/min/mg
ZIRRSURT5—E: Km =110 = 325 g mol/I
Vmax = 0.58 % 0.42 nmol/min/mg

p—t-Butylphenol was incubated with UDP—glucuronyltransferase
for 10 min or sulfotransferase for 30 min at 37 degree C.
UDP-glucuronyltransferase; Km = 0.03 = 0.01 mmol/I
Vmax = 4.08 = 0.53 nmol/min/mg
Sulfotransferase; Km = 110 == 32.5 ¢ mol/I
Vmax = 0.58 = 0.42 nmol/min/mg

FER

[EElE
BB TR AL

Hig
5| FASCHR (T 3X k)

Temellini et al.: 1991

Temellini et al.: 1991
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HE A HARSAY B4 T AL FRABEE— TSR ER Type: Chemobiokinetics general studies
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ERER 1

HEDSDS YN, p—t-FFILTT/—IL2E =10 me/kefh EZ B
ERRE#E AR5 LI=ECA, FI/EYUTAFS—EEMAAES
. \EEMS1, 12RU24EEMEBDIHAY—LFOF R O.LbS
RUP-4508 EMME K LI, SFAVRY 7 RUVIHIO0Y—LDT R
LE DB IRTF D IS E BB E R IE (XKL T=HY . NADPHIK
HEHOREBRBIERGERED LTz, S5IC. HE/MEEDERR
ViEd . REE/DMEDOERAASNT,

Male Sprague-Dawley rats were administered p—t—butylphenol by
gavage at a single dose of 2 and 10 mg/kg b.w. As a result,
aminopyrine demethylase activity was inhibited. Microsomal
cytochrome b5 and P-450 contents were increased 1, 12 and 24 h
after administration. Although ascorbatedependent lipid
peroxidation of mitochondria and microsomes were increased,
NADPH-dependent lipid peroxidation was decreased. Swelling and
decrease of rough endoplasmic reticulum and increase of smooth
endoplasmic reticulum was observed.
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Nakayama et al.: 1988

Nakayama et al.: 1988
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HERE (T
FRER S
p—t=-FFILIT/—ILIF15 mg/IDBETrS VA ALFNDFA [p-t-Butylphenol showed less than 10 % competition for the
e FOUSERELIE10% KR FBDIHEEETRL . thyroxin (T4) binding site of transthyretin at a concentration level
of 15 mg/I.
f55m
AR
S5
S8 1E D I ETAR B0
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51 A3k (GT3XaEk) Van den Berg et al.. 1991 Van den Berg et al.: 1991
|[F=
HEBEMEL
CASES
TS
JERR
Bk HARSAY 247 HRRE Type: Cytotoxicity
GLPE&
HERZETo-F
T—AE, BB KIZE->TRIDEADBMD /N\—E>T— &L |Remarks:
HEREH TH&LIz. Data were expressed as percentage of total hemolysis provoked
by distilled water.
Sy TR DA MEMIL37°CT, /F2"—2a B L3 [Hemolytic activity in rat erythrocytes was examined at 37 degree
b BICTHREL-, ZDO#EE . EC50 fE(X120.1 mg/ITH 1= C. Incubation period was 3 hours. As a result, the value of EC50
was 120.1 mg/I.
fE

&5




EIR

[EELES

(SR D I MR BL
E

Biagi et al.: 1975

Biagi et al.: 1975

H
5| Xk (GTXER)
IES

HEMER

CASES

HMES

E%R
7:7/1%/13 AES14>

B4 [BHI-FIOV YA HERER

‘
Pt

Type: [3H]-Thymidine incorporation study
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EHIERERITT A%, FEB LK T40004182 . IFIIR ER T
3000#0Aa. il S £ T20000) & EMALIC DN THEMFT L=,

For analysis of the labeling index, counts were made on 4000 cells
of the urinary bladder epithelium, 3000 cells of pyloric gland

HEREH epithelium and 2000 basal cells each of the forestomach
epithelium.

fE R
WDV ToT—ILTUINLARE—IZ, pt=-TFITz/—)L15 Male Syrian Golden hamsters were given diet containing p—t—
g/kefA¥lZEE H 20 Ch=YEEEIZR G LT, $lL T, [*FJL- |butylphenol at 15 g/kg diet daily for 20 weeks, followed by single
BHI-FST U1 mCi/kgth EZ BEEIFARESL . 1BFRIKICERL  |ip. injection of 1 mCi/kg bw [methyl-3H]-thymidine 1 h before
-, MG IR ST, ATBICH T HZHIE BN B EITE KL [kiling the hamsters. Hamsters in treated group showed a

R =, P R U BEM T B ERE L TAH5nEh 0Tz, significantly increased labelling index in the forestomach, but no
2R E AN AR, BEbt £ R T400041R8 ., BAFSAR E R T significant change in the pyloric region and urinary bladder.
30004, 778 £ K T20000 E EMAIZ DN TREHTLY =,
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LE=BERIZEWT, p-t-FFIL I /—LITFEREICTHE VIR RS
ViEMERL= A F LTI/ — LD IR NOS VEEE I

In yeast transfected with two plasmids, one carrying human
estrogen receptor gene and the other carrying estrogen
responsive element and reporter gene Lac—Z, p— t-butylphenol
indicated very weakly estrogenic activity. The estrogenic

=R 17B-TRFSSA—ILD1 X 10’5 D1 TIH>T=-DIZH L. p-t=TF [transcriptional activity of p—t-butylphenol was 1.5 x 10° fold less
WI7T/—)LDIAMAS VEREFEMIE, 178 -TARSPF—ILD |potent than 17 B —estradiol, although that of t-octylphenol was 1 x
15X 10° D1 TH 1=, 10° fold less potent than 17 B —estradiol.
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EXPEIENCE WITH HUMAN EXPOSURE
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Test substance: purity: unknown
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BT I FTF R
& FDh (Al-test & Dermicel tape (5 (1976))
GLP. RBA

Type: Patch Test
Method: Other (Al-test and Dermicel tape (trade name) (1976))
GLP: Yes [ No [1?[X]
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Sensitizing [X]; Not sensitizing [ ]; Ambiguous [ ] *See Remarks
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b KA R 8§ %4 )L— (North American Contact Dermatitis
Group) h%1974/ 755 (CRMELI=EHIREICH VT, IEMEE R B
#1900 N551.9%H%2% p-t-TFILI/—)LIZH LIGEHE R G
ZRLTz, 1975/76FE DIRE TIL. AR [§ 2 8900~ 20004 D

Remarks: In routine test series of the North American Contact
Dermatitis Group in 1974/75, 1900 patients with contact
dermatitis revealed 1.9 % positive reactions to 2 % of p—t—
butylphenol. The test series in 1975/76 with 900-2000 contact
dermatitis patients revealed 1.1 % positive reactions to 2 % of p—

AR 551.1%H%2% p-t-T FILTz/—)LICH LIS RIEZER LTz, 7% |tbutylphenol. Tests were read at 48 and 96 hour.
BREL., BE5NDBRUGHEZRICRESN T,
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BA T INFF R Type: Patch Test

HMETHIY Fik: T Dt Method: Other
GLP: FBf GLP: Yes [JNo []? [X]

{RERARALE

T—RRESE

HERE DA

Aol

Eﬂliﬁﬁﬁﬂ%%?—ﬁ

#HETRIFER

HREE

+HES

X

iR HESE

SER R RAEE Results: Sensitizing [X]; Not sensitizing [ J; Ambiguous [ ]
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f&Em
p—t-TFILTT/—ILEK%S2 DD L5 (Derfesa® I Givaudan) D  |Remarks:
HEESZDF. HIBE. HBEICE>TIEFE. RV ZIZEABE  |Eight workers working in two factories (Derfesa and Givaudan)
WNHBNT=, 1% p-t-TFILITT/—ILEFMLI=7 £ T/YF [where they were handling with p—t-butylphenol showed
FRAMEERLI-ECAH, 2 ENBIERIEERLT=, DerfesaLE M |leukoderma on the hands and forearms, sometimes wrists, neck
41, I FTAD8~ 158 % IZB KR k% HAELT-, Givaudan|and neckline. They were patch-tested with 1 % p—t—butylphenol in
TIEDMREE T, /SYFT AN K U6/ #1514 R I A [petrolatum. All tests were positive. The four patients from

ER RSN T= o ARA MR S X FFZZH A (Spanish Contact Derfesa showed an achromic response to the patch test between
Dermatitis Research Group) MIZHEREELL TIThHhN=/\wF TR (8 and 15 days later. The workers from Givaudan were positive
FOFERIETRTEMETH o2 (RARA2,1979) after 48 and 96 hours. Patch tests with the standard Spanish

Contact Dermatitis Research Group series were all negative
(Spain, 1979).
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19574E (2, HELE TR To-t- I FIL T/ —ILEESHT SiEEH]
ICRBELCGEBSERELBE10RICHL/ Y FTRANERIEL
LETH RENEEE. TOBS THHRILLT L TERp-t-TF
LIz /— )L AR (50%EFBE T F LA, =12 L34 (X 75%BFEE T
FIVER) BRUpt-TFILTz/—)L (50%EFEE T F)LIAR) IS L
Bt RiSZERL =, pt-TFILTT/— LB FA24BER % . FIBE. %

Remarks:

10 shoemakers with eczema due to occupational exposure to p—
tbutylphenol containing glues were patch—tested for sensitization
in 1957. Positive reactions to the glue, its ingredients
formaldehyde—p—t-butylphenol resin (50 % in ethyl acetate; three
patients: 75 % in ethyl acetate) and p—tbutylphenol (50 % in ethyl

ER EBERUVESHAONI-FH., —EDEE TII/INKENAH ST, |acetate) were observed in all patients. After 24 hours, reaction in
ER48E R %ICIE,. £ B ERRERERELI- (55, the p—t-butylphenol test was erythema, edema or papules, and
1957) some patients showed a few vesicles. After 48 hours, all patients

showed these symptoms (The Netherlands, 1957).
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Results: Sensitizing [ ]; Not sensitizing [X]: Ambiguous [ ]

AHFIL—LEERDHBINESY pt-TFILIT/—ILEE

Remarks:

ER LI THRERLIFEREMETH o=, 7 persons with spectacle frame dermatitis were tested and
showed noreaction to 5 % p—t—butylphenol in vaseline.
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|SIFAXEA(EX@K)  |Hausen and Jung: 1985 Hausen and Jung: 1985
|[E=
HBEMEL
CASES
MEE AERME ME B Test substance: purity: unknown
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BA T INFF R Type: Patch Test
B|ETHI2 Fik: 2Dt Method: Other
GLP: FRBH GLP: Yes [1No [1?[X]
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peg 5 JERR{EE Results: Sensitizing [ ]; Not sensitizing [X]; Ambiguous [ ]
firt
f&Em
pt-TFIT/—IL TA)LLTILTEREEEIZKL TEAS H RS |Remarks:
S MREZERTHEMREREH2E TIL, 2%p-tIFILIT/—)L% |Two patients with contact dermatitis reacting positively to p—t—
R LI EYUICHLTIZEETH 1=, butylphenolformaldehyde resins in a patch test showed a negative
reaction to 2 % p—tbutylphenol in petrolatum.
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5| B 3Tk (Ge32ik) Bruze et al.: 1985 Bruze et al.: 1985
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GLP: A~BH

Type: Patch Test
Method: Other
GLP: Yes [1No [1?[X]
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Results: Sensitizing [ ]; Not sensitizing [X]: Ambiguous [ ]

3ADEEZEMZp-t-butylpheno B ESN-AREZEE. 001,
0.05. 0.1£0.5%DRBMBEEESLT0% IR/ —ILET ) UIZHL
THRMERIEZER LIz, TANI48ER] ., 72859 R 14 B 1245

Remarks:
Three patients with vitiligo occupationally exposed to p—t—
butylphenol showed negative reactions to 0.01, 0.05, 0.1 and 0.5 %

il

ERR Zo test substance in 70 % ethanol and vaseline. Tests were read at
48 hours, 72 hours and 14 days.
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|[E=

HEMEL

CASES

MEE

AR

% T ERAER

HMRETHAY

{RERARELE

T—RINERE

HERE DERAR

ZE=HE

B E RS EHERE T —2

fER

#EtRISE R

| R IR

+HES

PoXinl

HRiEHES
p—t-FTFILT/—ILDIRE (K:ED. ST BERUIHIHIEZE) #£FH |Urine samples of workers engaged in packing of p—t-butylphenol
DR%E . HFERRIA N S 24RRREL =, RY > T ILEEEIK 3 HZ [(bagging, weighing and sealing of the bags) were collected for 24 h
L.GCTHMLIzECA, R EHEEIIRETI20 g/ml, ] |after the start of each shift. Acid—hydrolyzed samples were
E)T6.12 U g/mITH 1=, RPFEHEE = (2485/) D FH{E(%2.31 |analyzed by GC. Mean level in urine was 4.20 (£ g/ml at day shift
mg. HERAE (EFEEERE D RERXIEA)(X0.74 mg, 8h— |and 6.12 1 g/ml at night shift. Mean total urinary excretion (24 h)
TWAMEEE D RB AT ORI ETFHERE) (£0.39 mg/m3  |was 2.31 mg, estimated respiratory absorption (during substantial
ThHol=e ANBEZICEDMSERILI=TFEEEIMK S RL . 512 |working time; workers were wearing respirators) was 0.74 mg, and

SRR SIFIIIT—TILHMBELTGCHITICAITI=ECA p-t- TFIL |8 h-TWA (time weighted average value for workers ambient air)

/- LHEEMICEESh, RYVTILDBEEFRLY, it
Bip-t-TFILTz/—LFBRHEhAnof-(BA, BTH).

was 0.39 mg/m3. p—t-Butylphenol was even qualitatively detected
by GC in an diethyl ether extract of acid-hydrolyzed sweat
collected from the

back of workers immediately after bathing. In contrast to the urine
samples, no free p—t-butylphenol could be detected (Japan, not
dated).
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Kosaka et al.: 1989

Kosaka et al.: 1989
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Remarks:
Samples were acid—hydrolyzed and analyzed by
gaschromatography. Detection limit in urine was 0.2 1 g/ml.
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pt-TFNITz/—LHEICRBTLEMHEDRE. BFEHRUED
BHEFBIThI>TRRLz, FHRPBEIL0S5 ug/m(TUP
—7)M56.3 ug/ml (B RIRBIEERE) THoTz, STERUEHHAE
274 BHEL. BALBAHREEZEALZLIS, [RFR
EFEBE(Too=7)h 522 ue/m (B REEE) DEFEE TR
DLTz, SHIC, X EHREARD TG TIE, ARL—2—D R
REEME REBRARS) . HREOEEEIRDRTIRE (B
A 19) [31.55~3.34 1 ¢/mITH o1z, L£EE38 DERE M DERER

Urine samples of male workers engaged in the production of p—
tbutylphenol were collected during shift and during the half-a—day
period after the shift. Mean concentrations were from 0.5 1 g/ml
(engineers) to 6.3 1 g/ml (product packers). After introduction of
semi—automatization of weighing and bag sealing, and installation
of mighty local exhaust systems, concentration in urine samples
decreased to a range from traces (engineers) to 2.2 (f g/ml
(product packers). In another factory with semiautomatization,

ER LE=-RETOEYFE BT TR THo1=. (BA. BT [non—detectable amounts to traces were found in the urine of plant|
AER) operators and 1.55 — 3.34 1 g/ml were found in urine of 3 product
packers (time averages). The biological half-life of p—t-butylphenol
in urine taken from these 3 examinees was calculated to be 4 h
on average. (Japan, not dated)
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5| FA Xk (ST 3CRR) Ikeda et al.: 1978 Ikeda et al.: 1978
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[T Results:
O 7IZHBpt-TFIL T/ — )L R Up~t-T FI)LTx/—)L-7KJL |In a Russian factory producing p—t-butylphenol and p—t—
LT7IILTERBIEDEE TI5 T, %8524 12348 T FAi kA% |butylphenolformaldehyde resin, depigmentation was observed in
BT, ZYDIFIIHERBHIS1ERIZHIEL. 21651 TIE 23 of 52 workers. The first 3 cases of them occurred one year
BRNEAXNFRCHML TN =, SHICEERE. HFELY, HEDBE. |after the start of the work and in 21workers of them the vitiligo
% TE. BREES iEEERVELRWEEZDHREFLH>  |had a symmetrical distribution. In addition, some workers suffered
1= from headache, dizziness, thirst, hyperhidrosis, disturbed sleep
and neurological and otolaryngological disturbances.
E:
ER RIIBTIE, p-t-FTFI T /—ILIETT/—ILEALYTFILTIL  |Remarks:
O— LA SIRERFE FCELESH., i\ TT7 LAY HEE{A D Tp- |[In this factory, p—t-butylphenol was produced from phenol and
t-TFIN T/ —ILERILLTIILTERMDp-t-TFIL T /— L7k |isobutylalchohol in the presence of sulfuric acid and subsequently
IWALTIILTERBIEMN B ESN S, RIEEMIIKTEERE. 98 [p-tbutylphenol formaldehyde resin was produced from p-t-butyl
LTHEEIND, ZERHFDT/—ILRUKRILLTILTERBED |phenol and formaldehyde in alkaline medium. The end product is
BIEE. LELERAFBTREEEBL TV, washed with water, ground and packed. The measured
concentrations of phenol and formaldehyde in the air were
considered frequency to surpass the maximal allowable
concentration.
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KA (Westfalia) DL LB Tpt-TFIL Iz /—ILE/RSEEER
2380, REFRBIOSBENAMS2HERIC. FRUBOEEIZE
FIREKERELIz, —TBOBEEE. KIRTEHONTWSEEICAE

23 workers handling p-t—butylphenol (chemical factory, Westfalia,
Germany) showed depigmentation on the skin of hands and arms
after a few months to 2 years of exposure. Some patients

IR AR FRIZFRIEL Tz, FFER UV RIRREE . ZDOMDEZE LA |exhibited symmetrical depigmentation of body regions covered
SN2 (F—4%L), with clothing. No other abnormal changes, especially in liver and
thyroid, were observed (data not given).

&3

[t

R

E%8

Ea 1D F EiRHL

Forck et al.: 1981

Forck et al.: 1981
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p—t-TFI T/ —ILICEELZRBEL-BHIZH. FFEEZ RV |3 patients occupationally exposed to p—t-butylphenol showed
FRIFRILEL S RIES., FIRIEE SIS T 2ECHIASHEIE |hepatosplenopathy and a goiter (euthyreotic struma diffusa grade

IR ERUVBEHEREAEES BRIRE (FRREMEEESERUE | with disorder of the synthesis of thyroid hormone, auto—

AERIRIRIEY L—FIDERIELT=. (1Y, 1974),

antibodies against thyroid material and vitiliginous depigmentation.
(Germany, 1974).

ER

LEEOEELERBKRE. pt-TFIL I/ —ILOBAFESE
ERNREATHLERER DTNz,

Remarks:
The systemically disseminated depigmentation was concluded to
be caused by inhalation or ingestion of p—t—butylphenol.
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Rodermund et al.: 1975a, b, Rodermund and Wieland: 1975a, b

Rodermund et al.: 1975a, b, Rodermund and Wieland: 1975a, b
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pt-TFILT/—ILDMEICHE L REL-BHEEIR (22, [Three male patients (22, 23 and 51 years old) occupationally
23R U51%) A, BREFEHIS185 AND6ERIZEAMERAL  |exposed to fine dusts of p—t-butylphenol developed vitiligo 18
T=o BEIRIE, $FIF . BB EDBEHE D DKEEIZZL{H DN  |months to 6 years after the beginning of their exposure. This
f=hS. B DR RETEERRFICEED N SnEH DN symptom occurred especially at the skin of exposed body sites
otz BAEE XA ONLEN DTz, TRTHEED, FRIESH A |like hands and forearms, but no skin irritation occurred prior to or

ER V—LRUVEMBAICN T AT ELEL, 38282 DEEMFL |during the development of vitiligo. No sensitization was found. All
Ao 0TI BHAEEE L, MBS RA73IF—F (L |patients developed antibodies against thyroid-microsomes and
BICEE G, (F4Y. BRATHA), parietal cells and 2 of 3 patients developed antibodies against

thyreoglobulin. Serum transaminases were unremarkable
(Germany, not dated).
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51 A3k (GT3XaEk) Budde and Stary: 1988 Budde and Stary: 1988
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R ESE
1956 FE M 1974FE DRI, pt-TFIL T/ —ILELETIFIZHLY |Between 1956 and 1974, 12 cases of occupational vitiligo due to
T, AYME~DEELEREICKSERERF D 126]H 5N =, Bl |p-tbutylphenol were observed in a p—t-butylphenol manufacturing
D1I2HZDNTIK, pt-FTFIL Tz /— )L EE ERIEMAMLILN - [factory, further 12 cases of vitiligo were judged not to be
. BEZREBICEZEDTIHLRLEHESNT =, (FIXFLBDEHE |occupationally caused because of the lacking of direct contact

SRR MNEENLHIZED PIRIRHEEEE H B B RARIE (244 51214)  |with suspicious substances. Almost all patients showed slight to

BRUISTEATISE (BEEAMEE128 5108 TBSPIUTSUR
EMNLESF)ERELTLMV= (K'Y, 1956-1974)

moderate struma euthyreotica (21 of 24) and chronic hepatosis
(10 of 12 occupational cases of leukoderma showed an increased
BSP-clearance) (Germany, 1956 — 1974).
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Goldmann and Thiess: 1975, 1976

Goldmann and Thiess: 1975, 1976
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p-t-FFILTT/—)L FRHRE: 0.12 - 0.96 mg/m3 XK

Remarks:
Dust concentration: 0.48 — 1.52 mg/m3 air
p—t-Butylphenol concentration in dust: 0.12 — 0.96 mg/m3 air
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[T Results:
p—t-TFILTT/—IL  RILLATIILTERR U ZFDFEIRIZHEZE E [10 male workers (25 — 53 years old) occupationally exposed to p—
FBEL-BMHIERX 8104 (25~53i%) A, REFAAN D104 A H S [tbutylphenol, formaldehyde and derivatives developed vitiligo 10
TERICAMEREL =, RIERIE. BFICFORIBLREDZEHER |months to 7 years after the beginning of their exposure. This
Lz BN, MELEFOULIFEDKRESORRAIFIRD [symptom occurred especially at the skin of exposed body sites
BRREIENAEET>THHREIN TV -, BHMIBERIEOHER. A5 |like hands and forearms and consisted of more or less intensively
ZURUASZUHIRBA R K FIEFA LTIV =, AS=%EE [spread finger—nail to palm-sized depigmented spots with irregular

ER ERTI/AD7—UNEEREIN-, BRBEEMNSIERESIZEE |configuration. In microscopic evaluation, the absence or reduction

BE|EHLNEN Tz, BICRZAZHE. E2RUMICITERE
ROoniEof-, BBRFRETR U FRICH SN FHELL
Motz

of melanine and melanocytes was observed. Dermal macrophages

containing melanine were found. No hyperpigmentation occurred in
the border zone to normal areas. Visible mucous membranes, hair

and nails were without any findings. No irritation occurred prior to
or during the development of vitiligo.

il

EEREFIG. ABI TR X, 15 CREBIEXAA SN, —EBD
iR = O FHIEAM 2B TH LN, CDOSE1HITIEBSPYYTS
D REAMEML T =, BRIRIZ DV T, 16l HRIoAY— L4
B A (A1 1:256000) R MR FLA S AT BEHRK (A
fifi: 1:25)BBtETHY. L31HIIEVFA KR RIRIES L—RI(WHO
12k EREL TV, AR, FEEERUVFRIREDT
RTEHRTZEE VG o1z, (F—RN) 7 OBIIETIE.
19795 R UM1980%)

An enlarged liver and spleen was observed in 4 and 1 of these
vitiligo patients, respectively. Some liver enzyme activities were
increased in two cases, of which one case showed increase in the
BSP clearance. In thyroid gland, one patient showed microsomal
auto—antibodies (titer: 1 : 25600) and thyreoglobulineauto—
antibodies (titer: 1 : 25), and another showed struma diffusa of
grade 1 (WHO classification). A stringent combination of vitiligo,
hepatosplenopathy and struma could not be found in any patient.
(Austrian resin factory, 1979 and 1980)
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Ebner et al.: 1979, Gebhart et al.: 1980

Ebner et al.: 1979, Gebhart et al.: 1980
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1975 MDD, pt-TFIL T/ — )LBEETIEHEEEEFZ IR ELI=A [In 1975, a survey of vitiligo in workers at a factory manufacturing
BESRAERE A BRI SN Tz, pt-T FIL T /—)LICHRFELT-HER  |p-tbutylphenol was started. Vitiligo was observed in 54 of 198
#1982 h54Z TABMNAONT=, 1EEDBEHET. 358 MDHFE |examinees who had been exposed to p—t-butyl-phenol. One year
HHEEDSH168 TRRRKXDESHILEHKNAH DN T=(REE |later, partial resolution of depigmentation could be seen in 16 of
RIRAFE) . ABEIE, p-t-TFIL T/ — )L EEFEEMLTULVLY |35 men reexamined (exposure situation not specified). Some of
BIcbHONT -, BOREKRBLEDEELZTTIEHILR DH | the affected body sites had not been directly in contact with p—t—

ERR 57, BRIRIBKR. FIRIRER, BHETEE. EELGATEKRHS |butylphenol. No evidence of an association with autoimmune

WIEIBIBLRE Sn i otc, £ MR, MbRELAILEL [
M BREL AL RE L BRES NG T, (1Y
R, 1975%),

disease was found. Neither thyroid enlargement, thyroid disease,
chronic liver disease, significant liver enlargement nor
splenomegaly were detected. There were no abnormalities in the
full blood—count, blood urea or elctrolyte levels and no glucosuria.
(England, 1975).
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542 D BIEDSH208 h2%p-t-TFIL T /—LICLB/RVFT
A ERI(T, REHEETHT=,

Remarks:
20 of the 54 men were patch tested with 2 % p—t—butylphenol and
all were negative
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James et al.: 1977

James et al.: 1977
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pt-TFI T/ —ILEESTEBFIZHRSIHBEAD. F. Bi. BER |A shoemaker who was handling glues containing p—t-butylphenol
VEICERESRPEREL, 3F%. pt-TFILTT/—I)LAD [showed itching eczema at his hands, arms, face and ears. Three
EfHE N o =%E ., BOHOTEALGR RO BRI KB |years later, irregularly shaped, depigmented spots with sharp
NF. BRUBEICEADHICHEL-, BOHEREEICIZE  |edges symmetrically localized on hands, feet and scrotum started
FRBEINHDNT-, BE . OO RETIZ T REMEFIBIAH A E|to develop, although the p—t butylphenol contact ceased. The

SRR =, BRI EINGE Mo F=H, p—t-TFIL T/ —)L# |border zone of the spots was hyperpigmented. Some inflammatory

FED10% 72U BRIE., REBREDT2EHETREITAEKD
BRI 591 TORIGESIEFRIL- (ST —47%EL) . FARARE
RUREIXHDNED o1z, (K1Y, 1975%)

erythema usually occurred prior to the leucoderma. No specific
sensitization was found, but 10 % p—tbutylphenol resin in acetone
caused a crescendo—typ reaction until 72 h after the epicutane
test (no further data available). Neither struma nor hepatosis was
observed. (Germany, 1975)
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5| FA3CHR (FT3XEk) Wozniak and Harmm: 1977 Wozniak and Harmm: 1977
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19568, EEDKBEBEEBETIBTIX. *A T RiEEFIZ [Remarks:
FERALTL =, BBER— DS, RUBBERNEDI/L—T |Neoprene-based adhesives were used as glues in a large
PRBEDSA=TIZERSN TN =S DEEHFIIE, p-t—7 F [automobile factory in Britain, also about 1956. They were used in

Wi AT RS WI/—)LIRILLATZIILTERBIEZZEIZEEBLTEY. EF3E [the manufacture of car seats and for the linings of the roof and

= B Eh50%ELE R H o=, sides of the car interiors. They incorporated a high content of a
p—t-butylphenol formaldehyde resin, which sometimes formed
nearly 50 % of the product.
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KIBELBESHETIZICHENT, EENFREEHETICRIZE |[In a large automobile factory, the employees applied the glue
[THEBFIZE DT TN =ESA, FOHHE ., DT3B LT-EHLD K [liberally on a paintbrush without wearing gloves. They soon
+a EMFREY  WERE 5B A LIS LA, BBSMNEREE  [noticed that the areas of skin on their hands and fingers which
ER RIEHLNEMN T, were contaminated by the glue became red and felt sore with
burning sensation, but there was no frank dermatitis.
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R Results:

pt-TFI T/ — LI E ERBL2B BV TRIESNT-# |Progressive vitiligo—like leukoderma observed in two patients, who
THEAREND. BMEEE L=, K8 DR FHE 5 T|were occupationally exposed to p—t-butylphenol, was examined
[E. ASZUHIER U AS/Y—LIFIFIFELRIZE DI, HTHIZ |ultrastructurally. In amelanotic areas of skin, melanocytes and
BDASZUMRBAIZIE, INSCHWEBRPRD AS /Y —LNEEN  [melanosomes were almost lacked completely and few remaining
TNV = ASZURZEHBLTIE, —EBDAS5/Y—LHIEEL TS  [melanocytes contained small, round and granular melanosomes. In
ST Y. R DEERBED AT J— LD BHENT=, REMIZYUZ [hypomelanotic areas, some melanosomes appeared to be damaged
- INERDER TSN, EROMBEFTEREDIEKR, RUAS/ |and contained few melanosomes in various stages of development.
V—LBAREETAS/I77—CH RSNz, LREBDIEE |Intraepidermal lymphocytes were frequently found. Increased
[2BFREBELIELEICDONT, HBEDKEDERIERELLEIL [cellularity of the dermis, melanophages containing melanosomal
LA BIZREIHEDONIEMOTz, complexes were also present; no abnormality was found in the
normally pigmented skin of the patients when compared to
biopsies from controls.
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51 A3k (Gt X @k) Bleehen and Sharquie: 1981 Bleehen and Sharquie: 1981
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p-t-FTFIITT/—)LIZRBLI-BEE DBRF LI D ER

ZAZEFEMB T CHRELIHER ST —424L) 48 TAS
ZUMIBDO R ZHFERSNT, BH1BDBETIE, AS= 4R
FEELTVV 300, BENE# TH 1= (SbaVFYTHEX

B ERBDBRAMEZTDILAS/Y—LDH) , CNEHD
REGEAS = HRZERY BT ST ERMRICIE, KAELERE
[FHDNIEM Tz, EREFERVEEBATIE, FITRELEHS
ngh otz (524 BRTH),

Results:

Electron microscopic investigations of biopsies of depigmented
skin areas from five patients exposed to p—t—butylphenol (no
further data available) revealed a lack of melanocytes in 4 of 5
biopsies. In the biopsy of the 5th patient, melanocytes could be

L. BZESHEH. BRELONYEDRBRLI=AS/Y—LTIE |found, but with difficulty (these cells showed swollen

mitochondria, many vacuoles and only premelanosomes with an
abacus type of pigment distribution instead of the solid pigment of
mature melanosomes). There were no important deviations in the
keratinocytes surrounding these defective melanocytes. In the
border zone and in normal areas, no deviations from normal were
observed. (The Netherlands, not dated).
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