I ERA FOER#EE (EU-RAR) JRX (EU-RAR)
1. — R 1EHR

GENERAL INFOMATION

1.01 YEER

SUBSTANCE INFOMATION

CASE S 75-91-2 75-91-2

MEA (BARER) tert-TFILEFARILAFIF

EEAET) tert—Butyl hydroperoxide tert—Butyl hydroperoxide
Bl &%

ERBEREROES

ERNERERYESR

OECD./HPV£ ¥ ERORILAF IR, tert-TFIL— Hydroperoxide, tert—butyl-
SFR C4H1002 C4H1002

[ 35 cH, CH,

H,C + CH, H,C + CH,
%~ on O~ on
"E 5FE:90.12 Molecular Weight : 90.12

1.02 REMFERINETEE L
SPONSOR_INFOMATION

EREICET H1ER

[3E5ES

OECD/HPVZ 0% 5 L (SIAM1) IZEYUNE SN F-1FHR
(http://cs3—hg.oecd.org/scripts/hpv/)

OECD/HPV Program , SIDS Dossier , assessed at SIAM1(24—
26 Feb 1993)
(http://cs3-hqg.oecd.org/scripts/hpv/)
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FEf B U8R 5

HHEK
%S AT

EEEESE
8% (BFERS)

EEEESE
18 L EE IR (A—ILTFLR)

HEEMERA
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ARV Y—E A S5

Sponsor Country: The Netherlands

1.03 A7) —5F
DETAILS ON CHEMICAL CA

1.1 — iR B 1E R

TEGORY

GENERAL SUBSTANCE INFOMATION

MEDIAT

MEOE-ISEL - BREDOER

HIERIKEE (20°C, 1013hPa) RIE Liquid

ME(EE/EE%) il D &R : Arco: 69 +/— 0.05%, Atochem(GKE): 90% Degree of purity:in Arco: 69 +/— 0.05%, Atochem(U.S.A): 90%.

H B

&%

1.2 T4

IMPURITIES

CASES

WE £ F (IUPAC)

ERNERESEDES

BRESICEITH8H

EEE(%) Arco:tert-JF)LF)La—)L < 045, 7+ %E < 0.15, EROR [In Arco: tertiarybutylalcohol < 0.45, ketones < 0.15, hydroperoxi
ILAEIR0.75, ZDMDEHL AW 035, DT ILFILR  |des < 0.75, other organics < 0.35, dialkyl peroxides < 0.05,
JLAFTEL005, K:ED water:balance.
Atochem CGEE):tert-TFJL7I)La—)L > 10%. 7K > 10%. In Atochem (U.S.A): tertiarybutyl alcohol > 10%, water > 10%.

H B

&%

1.3 4

ADDITIVES

1.4 Bl%&

SYNONYMS

MEB-1 tert-J FILEROR LA F IR tert-Butylhydroperoxide

B 2-2 11-DAFILERAFORILAF IR 1,1-Dimethyl hydroperoxide

ME£-3 - FIILEROR LA F IR t-Butyl hydroperoxide

MEH-4 TERO T Hydro

ME -5 AFYI R TBH Cadox TBH

ME£-6 IN=TFJLH Perbutyl H

MEX-7 TBHP TBHP

WEL-8 Trigonox AW70 Trigonox AW70

i

5%

15 BiE-WAE
QUANTITY




HE WA NS Production
= =3 Quantity Year
7200 T - BLEE 1991 7200 T-P 1991
6500 T - ZLiEE 1990 6500 T-P 1990
6300 T - ZLEE 1989 6300 T-P 1989
MEF
HE OECD/SIDS. Screening Information Data Set (SIDS) of OECD |OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 4, (1993) High Production Volume Chemicals Programme, 4, (1993)
FES MBS tert-TFILEROR)LFF R Chemical Name : tert—Butyl hydroperoxide
CASE S :75-91-2 CAS Number : 75-91-2
HhIB A Hh i NLD Geographic Area : NLD
—fREIAT L1991 FEDIEIEA S F ARCOFE (BYT LA L, |General Comments : The values given for 1991 are expected
KLY D) TOFREEETHD, it DEIFRILF/ SN TL VA |quantities produced by ARCO (Botlek, Rotterdam),
Ly, Netherlands. No information available for other companies.
HiE-WAE S Production
= f: Quantity Year
13000 T - 24:&=E 1991 13000 T-P 1991
12500 T - 84:&2 1990 12500 T-P 1990
12800 T - 24:&EE 1989 12800 T-P 1989
WMEF
o OECD/SIDS. Screening Information Data Set (SIDS) of OECD |OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 4, (1993) High Production Volume Chemicals Programme, 4, (1993)
£33 MBS tert-TFILEROR)LFF R Chemical Name : tert-Butyl hydroperoxide

CASE S :75-91-2

IR K E

—REI AT 1991 FE DEILARCO%E CREINA7R—F) TD
FHREEETHD. EDOERITBELNTLVEL,

CAS Number : 75-91-2

Geographic Area : USA

General Comments : The given values for 1991 are expected
quantities produced by ARCO (Bayport, USA). No information
available for other companies.

1.6 FL&1EH
USE PATTERN

FHRARER £2:<99% Quantity: <99 %
AV tert-TFILEROR LA F K (TBHP) (F E [ZBH#EHI & | Comments: TBHP is mainly used as an initiator or precursor of
LT, FFRUITFLY, RUEIEE =L (PVC) . AEAFN7RY) |other initiators, which are used in polymerization reactions to
IRTIVEEEZBRAHDESRIGICERSNAMDBIEA] |produce polyethylene, PVC, unsaturated polyesters etc.
DRIEMALLTHERASNS, A small fraction is used as a reagent. No other uses for TBHP
LENRELLTHEAEINS, TBHPOZ DD AEIEHERS |have been identified.
NTLVELY,

TEMAZ

Ri&n%

e OECD/SIDS. Screening Information Data Set (SIDS) of OECD |OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 4, (1993) High Production Volume Chemicals Programme, 4, (1993)

&=

11 BESLPANORERFR
SOURCES OF EXPOSURE

#ICETHEH IVRRAVN EMERER LURE End Point : HUMAN INTAKE AND EXPOSURE
MBEL tert-TFI)LEFAR LA TR Chemical Name : tert—Butyl hydroperoxide
CASES:75-91-2 CAS Number : 75-91-2
HERXR Test Subject
iE:.EF Organism: HUMAN
B IRA Route: IHL
HERGER Test Results
{EHYE :0.0031 mg/ke Intake: 0.0031 mg/kg
B AE/H Spec.: BW/d
F. 3. K OERERLUVRIBMAENSEHLT=1 |A total daily intake, calculated via crops, milk, drinking water
B47-YORERE, and inhalation of air.
KEBIVKADHETEHEH T (FNZF10.0413%F £ 100.002%) | Total daily intake values, based on Dutch risk assessment for
HEALEASUS OEHRIEEME) X5 (Dranc) IZED |new chemicals (Dranc) using an estimated emission of 0.0413%
WTEHLI-1H 2-Y ORIERE :0.803ug/m’ (TIHAS to air and 0.002% to water: 0.803ug/m° (100m from the plant).
100m D5 FT)
o OECD/SIDS. Screening Information Data Set (SIDS) of OECD |OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 5, (1993) High Production Volume Chemicals Programme, 5, (1993)
5=

1.8 JBINEER
ADDITIONAL INFOMATION

BESE

BERERA
FEiD

Ak
XERAEDEE LA

Screening Information Data Set (SIDS) of OECD High
Production Volume Chemicals Programme, 6, (1993)

Screening Information Data Set (SIDS) of OECD High
Production Volume Chemicals Programme, 6, (1993)




wE IURRAURGHR End Point: LOSS
MEB R tert-TFI)ILERAR LA F IR Chemical Name : tert-Butyl hydroperoxide
CASE S :75-91-2 CAS Number : 75-91-2
= HEE~QIAAE Quantity Comments on result
100%E% TEMIZERS 100% LOSS During industrial use.
—fRBIOAV S TBHPIXERARICELEICHET D General Comments : TBHP degrades competely during use.
BEIR
BERBERA
BEA:

A&
XEREEDEFEE A

Screening Information Data Set (SIDS) of OECD High
Production Volume Chemicals Programme, 6, (1993)

Screening Information Data Set (SIDS) of OECD High
Production Volume Chemicals Programme, 6, (1993)

wE

IURRAVERE
MBR tert-TFIILERAR LA F IR
CASE S :75-91-2

PR KR

6.0 ppm
[Ront=7ItR - E—URE
0.39 ppm
BR/TIER Rig.."J—Rr—R"
< 0.1 ppm
BE/ TR K. Fiy
1.44 mg/m3
EHE "J—XN7r—R” (FREFREE) 0.3%pmELRES
nTud)
0.37 mg/m*
EHE £ (FREFREE) K 0.1ppmELTRESN TLVD)

—fREOAVN BRADI TR IFTBADI TR — )
THHEBRDONS, REEBIEERSNGEA o=,

End Point: CONCENTRATION
Chemical Name : tert—Butyl hydroperoxide
CAS Number : 75-91-2

Medium: AIR

Concentrations
6.0 ppm
Limited access: peak concentration
0.39 ppm
Walkway/access pts.: “worst case”
< 0.1 ppm
Walkway/access pts.: mean
1.44 mg/m®
EHE “worst case” (expected human exposure) (also reported
as 0.39ppm)
0.37 mg/m’
EHE mean (expected human exposure) (also reported as <
0.1ppm)

General Comments : The different “access” may be “access
zones” in the plant. Pts was not defined.

2. IRE IR

PHYSICAL CHEMICAL DATA

21 @A
MELTING POINT

22 A
BOILING POINT

23 BE(LLE)

DENSITY (RELATIVE DENSITY)

24 BRRE
VAPOUR PRESSURE

HEYE £

CASEE

HMES

SER

Vab;

GLP

BERE(TF

SEREM

HBR

ERUE

2.7kPa(20.30mmHg)

2.7kPa(20.30mmHg)

mE:  C

20°C

20C

7fE:. °C

G

SRR

EmEERa7

{E3E 1 D HIWIIRERL
Hig

5| BTk

e

2.5 D E %% (og Kow)
PARTITION COEFFICIENT

HERME#

CASES

MEZE

EZ

FH8/—IL/ KD ERRE

Octanol/Water Partition Coefficient

Bk

GLP

RERET-F

ERS M

#ER




Log Kow log Pow = 0.7

log Pow = 0.7

BE: °C 25°C

25C

#Eam

EIR

EEHERIT

E 5 1% D BT R HL

E
5| FXHk

E=

26.1 KRB (REERESD)

WATER SOLUBILITY & DISSOCIATION CONSTANT

HERME %

CASEE

MEE

S

ﬁl

GLP

RERE(To-F

SHEREH
R

IKAREE 7.0E+0.5mg/|

7.0E+0.5mg/|

mE: °C

pH
pHIE B DB RE

5

EIR

EEHRIT

E‘ P EORIE T

E
5| FCHk

k]

R B E 20
HERME

IflfTi

ﬁl

BE:  °C

GLP

FEREM

HERETF

[

Faam

EET

EEHRIT

{E3E 1 D MR
Hi8

5| Bk

el

26.2 RERAN
SURFACE TENSION

2.7 51K = GRAEK)
FLASH POINT (LIQUIDS)

28 HEMEN (BR/KEF)
AUTO FLAMMABILITY (SOLIDS/GASES)

29 5l
FLAMMABILITY

210 1@BF M
EXPLOSIVE PROPERTIES

211 Bibtt
OXIDISING PROPERTIES

212 BIEETARTU v IL
OXIDATION/REDUCTION POTENTIAL

213 ZOHOWIBLFRIMERICBE T 2 E
ADDITIONAL INFOMATION

3. RIFEa SRR
ENVIRONMENTAL FATE AND PATHWAYS

31 REH
STABILITY

311, KR
PHOTODEGRADATION

3.1.2. K REM (KL
STABILITY IN WATER




313 TEDREM
STABILITY IN SOIL

32 E=AYLYT—H(RER)

MONITORING DATA(ENVIRONMENT)

33. BENEHE

TRONSPORT AND DISTRIBUTION

331 RERX S HEOBE)

TRANSPORT BETWEEN ENVIRONMENTAL COMPARTMENTS

AERYE A tert-J FILEROR LA F IR tert-Butyl hydroperoxide
CASE S 75-91-2 75-91-2
HHEE _
ER IVRRAV L BERAORERVREES End Point : Pathway into the Environment and Environmental
Fate.
Hik Dranc ETILEHE Dranc model calculations
&R
(LS AR K Pathway : AR AQ

RIRFEE: THEE

Pathway description : Plant emissions

RIES AP RSEETRE

(levelll/IIN)
HEam = (S35 to Medium Quantity  Time
REA~ 0.0161 % 200H to AIR 0.0161 % 200 d
IIEMLREADHE ., KETFHRMARAR—FDEEAE  |Plant emission to air, % of production based on rated
EEREN1T000T/yIZEDKEEEITH T HEIE (%) (HEENE) .  |production capacity of 17000T/y of Bayport, Texas, USA.
(Estimated)
K&~ 00413% 2008
IHEALRIADHE ., AFUFBVTILE L RELYIDE |to AR 00413%  200d
HERAEFEREN14000T/yICEDKEERICH T HENE (%) (HEFE  |Plant emission to air, % of production based on rated
&), production capacity of 14000T/y of Botlek, Rotterdam,
Netherlands. (Estimated)
K~ 0.002 % 200H
IHEALKADHE . AT FOYTILE L, RELYIDERE |to AQ 0002% 200d
HEEREN14000T/yIZEICAEEICH T IENE (%) (EE Plant emission to water, % of production based on rated
&) o production capacity of 14000T/y of Botlek, Rotterdam,
Netherlands. (Estimated)
R
EEERa7

{ERE1E O FBrAR AL

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 5, (1993)

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 5, (1993)

5| FASCak

[

HERMEA tert-F FILEROAR)LAF R tert-Butyl hydroperoxide

CASEE 75-91-2 75-91-2

MEZE

R IVRRAVE BREBPAORBRVIREER End Point : Pathway into the Environment and Environmental

Fate.

HiE

[ e
[ERES

BRES i FRICEARTER
(levelll/IIT)

fhim HEEREISDREICKSHEE A5, &k (229 0—1)—2OK [Exposue occurs due to fugitive emission from equipment leak
SLEANDIER) OBBICKVRENELS, and emission from shipment (tank truck and drum loading).

JERR

EEHRa7

{E3E 1 D HIWIIRERL
His

Screening Information Data Set (SIDS) of OECD High
Production Volume Chemicals Programme, (1993)

Screening Information Data Set (SIDS) of OECD High
Production Volume Chemicals Programme, (1993)

5| Xk

5%

HERME SR tert- FILERARLAF IR tert—Butyl hydroperoxide

CASES 75-91-2 75-91-2

SER IVRRAVR BEBERAORBREVIREESR End Point : Pathway into the Environment and Environmental

Fate.

Ak THYF—ET )L, MackayL N L1, OECDM IR ENT=TH |Fugacity model, Mackay level 1. Calculations were carried out
SF—LRIJVNETILERWTEHEL-, TRTHOEFETEL |with level 1 fugacity model as supplied by the OECD. All values
1= are calculated.

"E *

JERES




BES PRI EARGER = to Medium  Quantity

(levelll/1D) K&K~ 246% to AIR 24.6 %
K~ 75.1 % to AQ 75.1 %
TE~N 03% to SOIL 03%
EEAN  74% to SED 74 %
RN <0.1 % to FISH <0.1 %

P NOSDEHERMND, TBHPO KEH UKD HEH ZFILZ [From these calculations it can be concluded that ca. 25% and
NENFI25%E L VT5%EHIFEND, 75% of TBHP will partition into the atmosphere and water

respectively.
SR
EBEHRTT

E 514 0 $I TR HL

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, (1993)

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, (1993)

5| Xk Mackay, D. et al. Chemosphere. Chemistry, Biology and Mackay, D. et al. Chemosphere. Chemistry, Biology and
Toxicology as related to Environmental Problems, 24(6), 695— |Toxicology as related to Environmental Problems, 24(6), 695~
717, (1992) 717, (1992)

&=

332 HES

DISTRIBUTION

34 FREES R

AEROBIC BIODEGRADATION

3.5. BOD-5, COD#=I¥BOD-5./CODLt
BOD-5,COD OR RATIO BOD-5/COD

3.6 LR
BIOACCUMULATION




| HE%

| FOER#EE (EU-RAR)

R X (EU-RAR)

41 BAORMEN
ACUTE TOXICITY TO FISH

HEEME tert-JFILEROR LA F IR tert-Butyl hydroperoxide
F—1% CASEF :75-91-2 CAS Number : 75-91-2
Fik DrancET ILETE Dranc model calculations
GLP

HBRET-F

N N 2 FISH

IVERAVE

HABEMEOLITOEE

HEBEMEORAE

&R DR FIE

HERE |
HBRADAR. AR, KE

SHERAKEH-YDRKE

SEYETORZHABRER

Lo AflLEH

FHHKIR

HRKDIEFRME

HRAR RORE TR EZOH
7

SBRMEDBATCOEEE

BN/ BHOEREZDRE

RED

R

96

BN

k& /KSR

EH, ELEYRAR

FENBRINDEELTRE
REUXEBXICHITHKE

S ER IR FE #

HREADIKAE

FHRFEREDEFETE

faR

RERE

ERRE

E)EJNEA kS

FHECEQR

HMETAEER

SEIR

MEBXICHTHETE

EERIL

ZOROHERE

HEam

#£ 2 (96h-LC50)

96RFRALC50 = 42.3mg/|

LC50 = 42.3mg/| for 96hours

EmEEza7

*—RET4

(SRR L]

Hig

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 10, (1993)

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 10, (1993)

5| B3R

eSS

4-2 KEESHBY~DORUESHEWBIZIEIDU0)
ACUTE_TOXICITY TO AQUATIC INVERTEBRATES (DAPHNIA)

REYE tert-J FILERORILAF IR tert-Butyl hydroperoxide

A —1 CASEE :75-91-2 CAS Number : 75-91-2
Ak DrancET ILETE Dranc model calculations
GLP

AEBRETo-F

£9iE, R, Hi6E =23 (Daphnia magna) Water flea (Daphnia magna)
I RKRAVE

ABRMEDAITDEE

HEYMBEDA A&

#& R DI AR F %

BERE L T ——

;;Wﬁi%o)ﬁﬁ ATALEE, EA

SEYETORZMHARER

| S BR B 0 B OD B RS 5

e KR

mEUKDIEFRIMEE

;glii‘,;,ﬁf& (RURTFBR) EZDH

HEBRYE D ERPTOREN

REMH/ BRI DEREZDRE

RED S

SE M

48R

BT

., 1ELYDRBRE YR

sHEREZENBEINT- DL
Y1IEERIZEITEKE

BRI B

FRBR DR EE
iwﬂiﬁﬁwﬁﬁﬁﬁ



RERE

HARE

i kB E 3

RHEAAEROE
EE

HERCATAREEE LA

g&'ﬁzl:ﬁﬁé&ﬁ?@%%ﬁ@%

FEam

5 2.(48h—EC50)

48BERIEC50 = 20mg/| (FHE1E)

EC50 = 20mg/| for 48hours (calculated)

EEHROT

F—RET4
{ERETE O HI BT AR AL

Hig

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 10, (1993)

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 10, (1993)

5| B3R

BE

4-3 KEEYM~OEME (BIZITEE
TOXICITY TO AQUATIC PLANTS e. g.

ALGAE

HEBRYME

tet=-FFILERAR LA F IR

tert—Butyl hydroperoxide

CASE S :75-91-2

CAS Number : 75-91-2

Al —1*
Ak

DrancET ILETE

Dranc model calculations.

GLP

REREToF

EWiE. Rt fticE

E3E]

Algae

IVERAE

SHEEHICHWN-T—2D18E

HBRNEDIMDEE

SHERME DN L E

DH (DY

FER DR ETARATF 7

REAEM
BRI CORBRRERAE

FEOIIEEDLEZE KR

SEYE TORZHAEBRER

FHHKIR

DL PRI E

Eﬁﬁiﬁ?&(&lﬁﬁﬁiﬁ?&)t%@%ﬁ

P

ABNEOERTCORETE

B/ BHOEREZDRE

252 Jf

HErAH
JEE

BFRERDDGIELTEITE TS
SRERBAIRBF L4 T B D IKE

BRI FE

HRBH DR EE

FHREREDEFETE

R

SRR

EHRE

[T | | K5

HA R

EREEE®)

FRERICEFLHERMIR

ZOMEREREER

EZT

MEXTOEREFZIH,

HBRIZHITIREDZAEDE
=

aam

ErC50 = 2.1mg/l EIRESNTULNS

Reported as ErC50 = 2.1mg/I|

#& R (Erc50) EbC50 = 1.2mg/| LIES TS Reported as EbC50 = 1.2mg/!
#&R (NOEC) NOEC (A RFEEH LU/ N\A1ATR) = 0.32mg/| NOEC (growth rate and biomass) = 0.32mg/|
ERHERT7
F—RET4
1S58 1% O HI ETAR R0
OECD/SIDS. Screening Information Data Set (SIDS) of OECD |OECD/SIDS. Screening Information Data Set (SIDS) of OECD
Higg High Production Volume Chemicals Programme, 10, (1993) High Production Volume Chemicals Programme, 10, (1993)
5| AX#Ek
E=

4-4 WEMA~OEN BIZIENITIT)

TOXICITY TO MICROORGANISMS e. g.

4-5 KEEM~DEHESMH

BACTERIA

CHRONIC TOXICITY TO AQUATIC ORGANISMS

A B~DEMEMN

CHRONIC TOXICITY TO FISH

B. KAEJBHBM~DIEIESN

CHRONIC TOXICITY TO AQUATIC INVERTEBRATES




4-6 [EEEM~DEHE
TOXICITY TO TERRESTRIAL ORGANISMS

A BEEEYM~OHNE
TOXICITY TO TERRESTRIAL PLANTS

B. TRAEY~OEN
TOXICITY TO SOIL DWELLING ORGANISMS

C. thDFMILEELERE (REEZEL)~DEM
TOXICITY TO OTHER NON-MAMMALIAN TERRESTRIAL SPECIES (INCLUDING AVIAN)

61 EEEM~DEHE
TOXICITY TO SEDIMENT DWELLING ORGANISMS

4-1 EYPMBEE=L)T (BRMEHICILEHESD)
BIOLOGICAL EFFECTS MONITORING (INCLUDING BIOMAGNIFICATION)

4-8 HRNYMELBREHRE
BIOTRANSFORMATION AND KINETICS

4-9 EBMTER
ADDITIONAL INFORMATION



| HE%

FER#EE (EU-RAR)

R (EU-RAR)

5-1 MO RT1UX. RE. 2
TOXICOKINETICS, METABOLISM, and DISTRIBUTION

5-2 2MEN
ACUTE TOXICITY

A RUROSM
ACUTE ORAL TOXICITY

HERMEH

CASES

MEE

ER
Bk

Pab- Y2 i %

GLPE &

REBREToF

HER (B RH#H)

Svb EEAEY

RAT ADULT

TR (M. I -F)

i

MF

RrEE

FREH M) O

R EAK)

RERER

#0o

ORL

HEHH ()

SEEHHR BRARE,

Acute toxicity test. Limit test method.

ZDDFHERFEH

HRETPRINIE

#ER

FREHTORLHR

FRIRFTR

BRI R

Z Dt

Faam

D501 X [%LC501E

SvhD#2OLD50IE 560 mg/kg EHEFE ST,

Oral LD50 for rats was estimated at 560mg/kg.

It 1 D LD50fE X [FLC50fEMELY
%

R

EEElES
{ERE1E O FBTAR AL

Higg

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 9, (1993)

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 9, (1993)

5| FASCAR (FEXER)

eSS

B. RHBRASH

ACUTE INHALATION TOXICITY

SERYE S

CASES

HMES

SER

Vb

HiE AR

GLPEES

RERETF

HER (B R#f)

Sub BABY R/ R BESHT

RAT ADULT strain/system :Not specified

LN D)

e

MF

REE

1850 me/m®

1850 me/m°

FRAEE (R OEYE

R (A

BEER

BA

HL

B4R (8)

ZOMOHREYE

100% TBHPD IR AIZH T2 2SR, [RRARE.

Acute toxicity testing in inhalation of 100% TBHP. Limit test
method.

iRETPRIANIE

HBR
FHAEETORCHR

FRIRFTR

BIRFTR

%gﬂﬁ

et
LD50fiE X $LC501E

I i D LD50E X [FLCSOEDE LY
%

R

Bt

it O FBRE




g

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 9, (1993)

OECD/SIDS. Screening Information Data Set (SIDS) of OECD
High Production Volume Chemicals Programme, 9, (1993)

5| FASCER (FEXXER)

i

C. SMREHN
ACUTE DERMAL TOXICITY

HEYES

CASES

MES

IR

HiE

HEA ARSI

GLP@E &

RERETLF

HER (B RH#)

THE HREY

RBT ADULT

TR (M, I :F)

o

MF

R58

628- mg/kg

628- mg/kg

EREH (MR DEMEK

R EAK)

RERER

R

SKN

FEHH(H)

ZOHOFHERSEY

SEREEMSER VMY T THBRSN -, RFHARE,

Acute dermal toxicity was tested in male and female rabbits.
Limit test method.

iRET PRI

#ER

AREBCORELH

FRARFTR

BB R

TR
o+ =4O

b0 aff
LD50{E X [$LC50fE
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ACUTE TOXICITY, OTHER ROUTES

5-3 EERME/RIHME

CORROSIVENESS/IRRITATION

A REREER

SKIN IRRITATION/CORROSION

B. ERFIM. EE

EYE IRRITATION/CORROSION

5-4 RZIERAME
SKIN SENSITISATION

5-5 RERGEHMN
REPEATED DOSE TOXICITY
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It i DNOAEL(LOAEL)DELVE
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CDEEMERDEIIZHE NS, TV DRATIETEME
HY; FVMDEORBTIFEESHY TV DERER
TIEHEEMEHY.

This compound is classified as: toxic by inhalation to rat;
harmful by oral route to rat; harmful by dermal route to rat .
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Official Journal of the European Communities, L25G, (1979)

Official Journal of the European Communities, L25G, (1979)
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GLPE S

RERETo-F

HER (B R#)

Svb BREAEY

RAT ADULT

PRI (M. I - F)

10-30 mg/kg AE
TBHP® 0. 3. 10 RV 30mg/ke AE/H DRAE.

10-30 mg/kg BW
Dose of 0,3,10 and 30mg/kg body weigth/day of TBHP.
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30mg/ke/ HDFAELNILT., SV TITIKIFFMERER D B
LhHLNTz,

Reticulocyte count was decreased in male rats at dose level of
30mg/kg/day.
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10 R 30 meg/ke/ BEDFAEHDHESYRTIX. EYILEVRE
DEMAHBNT=, 10 BT 30 mg/ke/ B DSV TIZEYIL
EVBREEDLE,

The bilirubin level was increased in male rats of dose groups
10 and 30 mg/kg/day; it was decreased in female rats of 10
and 30mg/kg/day.
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BEICEEL-RAEZTEDNHEZIEA10 BTV 30mg/ ke A
E/HORS#HOHSYMNIHONT,
FRBEDEOHFMED S EIK, BEEMA 10 RU30me/kg
ARE/BORELANLTHEINT-, EDLCIETHEEZHZA
VT, 0.02me/kg/ IR ELEH HENT=,

Treatment related changes in the form of tubular nephrosis
were observed in male rats of dose groups 10 and 30mg/kg
body weight/day.

Multifocal, increased accummulation of tubular proteinaceous
material was observed at the dose levels of 10 and 30mg/kg/
day. EDLC was calculated as = 0.02mg/kg/body weight using
uncertainty factor.

ERICERSh -8

AERIGH
HSYEDRMEANENEDNEZRITHSYMEEMNT. ERD  |The accumulation of intratubular protein in male rats is
BEICHTIERTIBENEEZEZONT-, RREBRDTLIZES |considered as male rat charateristic and of low significance
DHAHHMIZ0BEEZBNSBT=8. UFIZIX500% U V=, F  |for human health. The UF was used as 500 because a fully
SFIR 2R OSMHHER(OECD 409)DEIENHENT=, significant period for this study was considered as 90 days.
Recommendation was made for subchronic oral toxicity study
(OECD 409).
[l
FODONOAEL (EEME) [X3me/ke/ B THEESNT-, Oral NOAL (no adverse effect level) was established at
NOAEL (NOEL) 3mg/kg/day.
LOAEL (LOEL)
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GENETIC TOXICITY IN VITRO

A BETFRAZLR
GENE MUTATION
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#&:/: TBHPILin vitro TILBEEEHEZE DILEWMTHS, Fl
FATTHEZS in vivo DRERIER R LIZTURRAUMZELT
DERIYRDHFHEICDONT, BLITHEMIAIIINE 5 240
M. TBHPIZEFDBEEMEZEZ SN BIRETHS,

Conclusion: TBHP is a genetoxic compound in vitro. The
available in vivo studies do not provide fully conclusive
evidence as to a possible effect on the endpoints examined
but TBHP should be considered as a human genotoxic agent.
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Ames test with and without metabolic activation.
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SRR L, metabolic activation.
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The results were positive for mutation effect in cultures
without metabolic activation. They were equivocal with
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Neurospora crassa fungus
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Mouse lymphoma assay.
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Positive results with and without metabolic activation.
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CHROMOSOMAL ABBERATION
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EPA Guideline 1990/SIDS testing.
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RERETF

piliaks3

FrA=—XNLRZ—ENEHIE: 51> 9CHO K-1

Chinese hamster ovary cells: line 9CHO K-1

HREBEME (S9) DE

TBHPIZCHOMZ R EELT-5M T ICH 1T Bk L B AR
. MERaR B ER, 2 EAREEHER, X T, CHOMA
TILT4> 9CHO K-1 THERL -2 B AEEHER. £ TORER

Sister chromatid exchange, cell transformation assay,
chromosomal aberration assay under exposure of CHO cells to
TBHP, plus chromosomal aberration assay tested on CHO cell

HEREH e S s U /4 St : - ] " ;
[ERELEHEIEEY/ELOMEH TITo7=. line 9CHO K~-1. All tests were done with and without metabolic
activation.
(e
| 2
REEHEHYDBE
RELEMLLDBE |
REEHEHYDIBE
RELEMLLDIEE
kR AT TIX, RBEEHIEEY/ELOMRMNE  |Sister chromatid exchange test gave positive results with and
BtED#ER LT, without metabolic activation.
R R e R BR XA BE L EL TIXEE TH =, Cell transformation assay was negative without metabolic
ER activation.
ZEAEEHRRIRBHEHLEY/ELTHETHS=(CHO
#HRA B 9CHO K-1 514V), Chromosomal aberration assay was positive with and without
metabolic activation (CHO cells and 9CHO K~1 line).
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FERSAARSAY translocation.
GLPE&
MBREITo-E
fHRaER

KEBEME (SO DHE

B/ R/ R RO 303 0NT

Species/strain/system : Drosophila melanogaster (fruit fly)

HEREM TBMPADRE T TODFAA ATV NINELRFEFED |Testing for genetic aberration in drosophila under the exposure
HER to TBMP.
R
HETE
REEEDUDBE
REEERLOBE
LB GRS -
R BEE U OBE
REERLELDBE
SLRLIFIGED#ER . SLRL positive effects.
e MHEEEIIEMDFER, Reciprocal negative results
Z2BERER
SIDS dossier 125z 5N =3 #k: Summary of genetic Reference given in SDIS dossier: Summary of genetic
. toxicology studies. A review of published as well as toxicology studies. A review of published as well as
R unpublished (CHO cells chromosome aberration / SCE’s) unpublished (CHO cells chromosome aberration / SCE's)
results, d. d. June 28, 1990. results, d. d. June 28, 1990.
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&/%4$%/% : Vicia faba (horse bean) Species/strain/system : Vicia faba (horse bean)
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GENETIC TOXICITY IN VIVO
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EHEDFER, Positive results.
ER
EEDIEER, Negative results.
HEER
in vivoiBinE
BHEDEER (XKatsova (1977)IZLDRETHY. [E1E(EBen— |Positive results were reported by Katsova (1977), the negative
ER Dyke and Hogan (1981)IZ &5 $R& Tdho1=, by Ben-Dyke and Hogan (1981).
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Dominant lethal test, limited study.
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REPRODUCTIVE TOXICITY (Including Fertility and Development Toxicity)
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RIEBESRVETE/ FEHERRTE. EOSYNMIRO®K
5. 0.3,10 RV 30mg/ke/ BEHZRELT=,

3-30 mg/kg BW

In a combined repeated dose and reproduction/teratogenic
study male and female rats were given 0,3,10 and
30mg/kg/body weight in oral administration.
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#fatrEER

ER HERUVHOEEADFETREINGEN T, No effects on male and female reproduction were observed.
HEER

PIZxt9 HNOAEL (NOEL)X [&
LOAEL (LOEL)

SybDETEEMEICH T 5520 NOAEL (X, > 30me/kg /HAE
(FRERL-RERAS)LEESNT.

Oral NOAEL for rat reproduction was established as >
30mg/kg /body weight (the highest dose tested).

F11Zxt 9 ANOAEL (NOEL)X (&
LOAEL (LOEL)

FIH#XIZxI9 5 NOAEL X > 30mg/kg/ TR E (RELI-REE
AE)eMESNT., .

NOAEL for F1 generation was established as > 30mg/kg/body
weight (the highest dose tested).

F2[Z%t9 HNOAEL (NOEL)X [&
LOAEL (LOEL)

SYrDEBEEICXH T DEONEDLC(ENWEZMNEL DR
Z8)[%. UF = 500& AL T0.06mg/kg/ IR E LI ELEHE SO
T=o

Oral EDLC (effective dose of low concern) for rat reproduction
was calculated as equal or higher than 0.06mg/kg/body weight
using UF = 500.

JER SYrDEFESHEIZK T B/ ADEDLCIE, BAEDLCA BVan |Inhalation EDLC for rat reproduction was calculated from oral
de Meent and ToetDZEH AT ZEFALVT, 0.29mg/m LA EEEH  |EDLC as equal or higher than 0.29mg/m” using conversion
gBxht-, formula of Van de Meent and Toet.
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DEVELOPMENTAL TOXICITY
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HERT (7B Tl REELEMSVE Mated female rats

TR (M. I F) it F
5-50 mg/kg 5-50 mg/kg
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REELIZMET VM, 0,5, 15 RU 50mg/kg/ REDEOAEF
;&*E}Lf_o HERITIEIR6-15 0 DRFREFRFEITH L TEHEiSh

Oral dosage level of 0,5,15 and 50mg/kg/body weight
administered to mated female rats. Study was evaluated for
exposure in utero from 6-15 day of gestation.
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Motz

Haam

PIZxt9 ANOAEL (NOEL)X (&
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No embryotoxic, nor teratogenic effects have been found up to
the dose of 50mg/kg/body weight.
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& EHEIXERESTEDEDLCEYEF A, 50 mg/keg RED
AEFCRRESML. EFUZELHONEN>1-DT, Bl

Recommendation: although the EHE is higher than EDLC repro,
there is no need for a further follow up test since no

ER ZBMREEDBLEILELY, embryotoxic and teratogenic effects have been found up to a
dose of 50 mg/kg body weight.
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EXPEIENCE WITH HUMAN EXPOSURE
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