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SUBSTANCE _INFOMATION

CASES 112-30-1 112-30-1

LR AGES L)
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AEES

ERBRESDES
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OECD/HPVZ B4 5 L (SIAM22) [ZRYIRE S 1= 1EHR
(http://cs3-hag.oecd.org/scripts/hpv/)

OECD/HPV Program , SIDS Dossier , assessed at SIAM
22(Aprilr 18-21, 2006)
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Sponsor Country: United Kingdom

1.03 AT3Y—5Hf
HTTVFHEDE S

DETAILS ON CHEMICAL CATEGORY

AME L. BENLTELUEEOSERATRToNT -, K#H
BE7ILa—ILEVWSHTI—D—ETHD,
RHE7ILa—IL-HTT)—IE, RFREDRESHC6-C220
BEDIEMET7 La—Lh RIS, AATIU—IF
30DCASEEEH/N—L TS, hTT—DEMRMEIZ
&, AR EEEEFH D7 ILA—ILNEEND,
&, BEHECHET DEMBICEASh D, KEHDT
La—)LiE. . RFRBEITEEHTHID ., HHUETTE
TlE. RIELEZEDPFEMOEEFEYHT, mikDH
fRlE. BRI, EONDRFHEEDESRTHS.

HTIV—ERYMED B, EONDELGDIRFRER

DIEMET LA— LV ERBREFELTEATLSRE R
£ THD, A7) —HERMEO— ORI,

BYBLBYESIEADH S,

MROB R (L, BEICK>TEOINDELSDCASES LA
RIDENICK>TH, EREICRIAATRETH S, . EFM
BRECKUBRFEShTWSE OOk RICEL T, t
ROk >T, BERBCASEE A EHN TSRS
HH5EE. BEN-THREELOCHEERELZEZED.
ERMAEAT), COLIBEE. T2, MEFELLY
CASEE (BE. R#ICKYREIND) D 1DDF IO
HITAINENTIND, KYFELLVERRIZ. SIARDIELARID
EXEICIRESh TS,

BEH7ILA—ILATT)—%FhN\—F3FEHMELTIE:

i[A=221 CASES

1-~FH/—)L 111-27-3
1-F95/—)L 111-87-5
1-FH/—IL 112-30-1
1-9oTFHh/—IL 112-42-5
1-k)THh/—IL 112-70-9
1-Fh3TH/—IL 112-72-1
1-RUBATH/—)L 629-76-5
1-~FHTh/—)L 36653-82-4
SF VAT EU-1-F—)L, (92)-  143-28-2
1-ITAa4/—)L 629-96-9
1-Ray/—)L 661-19-8
7IJLa—)L, C12-15 63393-82-8
7I)La—)L, co-11 66455-17-2
7I)La—)L, C12-18 67762-25-8
7JLa—)L, C16-18 67762-27-0
7IJLa—)L, C14-18 67762-30-5
7JLa—)L, C10-16 67762-41-8
7IJLa—)L, C8-18 68551-07-5

This substance is part of a Category of long chain aliphatic
alcohols, set up on grounds of structural similarity.

The Long Chain Alcohols Category consists of aliphatic
alcohols within a carbon chain length range of C6—C22. The
Category covers 30 CAS numbers. The Category members
include alcohols with varying compositions and structures.
Composition depends on the route to manufacture and the
related feedstocks. Most of the alcohols have
predominantly linear carbon chains but certain
manufacturing processes create branched or unsaturated
structures. Commercial products are primarily mixtures of
carbon chain lengths.

Many of the Category members are complex reaction
products, containing a range of aliphatic alcohol
components, of varying carbon chain lengths. There is
considerable overlap between the compositions of certain
Category members.

In some cases, a commercial product could be accurately
described by any of several different CAS numbers and
names. Indeed, for some commercial products marketed by
international companies, different CAS numbers may be
used in different parts of the world (usually for historical
reasons, including commercial, regulatory or inventory
status). Where this is the case, data are filed on one
dossier only, for the ,preferred’ CAS number (usually
indicated by the company). More detailed information is
presented in the confidential annex to the SIAR.

The individual substances covered by the Long Chain
Alcohols Category are:

CHEMICAL NAME CAS no.
1-Hexanol 111-27-3
1-Octanol 111-87-5
1-Decanol 112-30-1
1-Undecanol 112-42-5
1-Tridecanol 112-70-9
1-Tetradecanol 112-72-1
1-Pentadecanol 629-76-5
1-Hexadecanol 36653-82-4
9-Octadecen—1-ol, (92)- 143-28-2
1-Eicosanol 629-96-9
1-Docosanol 661-19-8
Alcohols, C12-15 63393-82-8
Alcohols, C9-11 66455-17-2
Alcohols, C12-18 67762-25-8
Alcohols, C16-18 67762-27-0
Alcohols, C14-18 67762-30-5
Alcohols, C10-16 67762-41-8
Alcohols, C8-18 68551-07-5




FILa—)L, C16-18 &£ C18 TEaFl  68002-94-8
7)La—)L, C12-13 75782-86-4
7)La—)L, C14-15 75782-87-5
7)La—)L, C12-14 80206-82-2
7JLa—)L, C8-10 85566-12-7
7)La—)L, C10-12 85665-26-5

rJTh/—IL, Dk EEE 90583-91-8
7)La—)L, C18-22 97552-91-5
FILa—)L, C14-18 & C16-18-FEaF1  68155-00-0

FILa—)L, C14-16 68333-80-2

7ILa—)L, C6-12 68603-15-6

FILa—)L, C12-16 68855-56-1

Alcohols, C16-18 and C18 Unsaturated 68002-94-8
Alcohols, C12-13 75782-86-4
Alcohols, C14-15 75782-87-5
Alcohols, C12-14 80206-82-2
Alcohols, C8-10 85566-12-7
Alcohols, C10-12 85665-26-5

Tridecanol, branched and linear 90583-91-8
Alcohols, C18-22 97552-91-5
Alcohols, C14-18 and C16-18-unsatd. 68155-00-0
Alcohols, C14-16 68333-80-2
Alcohols, C6-12 68603-15-6
Alcohols, C12-16 68855-56—1

HTI)HEDE S 1%

ER: BONDRBAEZDIEEN - ZEMERTHS.
FH&H{EL\LC/LD/EC50. F1=[ENOEC/ NOAELZRL1=HER
M F—RETAELTRTEINT =, EOHDIURRAU b
ICBL T, B2IEHECEARRIIAFTET . 5 MEE
FELAT-VREBREREZSH T, SHLD EAfF1HEERAL
BHNIFESEN oz, CORIIHE . TAONT—FtEY
M- TIHEEZENBLD T, TRODHEREF—R4E
T1ELTRESh TS,

FBHMEDT=0IZ. SIDSKL IO DI DHERDELIL. BT
ICHESN M OIUCLID M DEEE LT, O DT —RT
(&, BESINEIBAXZERALT. HEVDIEXEMRRDHE
B TOXER - FAERE (WY F T ot=, EOHD
T—ARATlE, BEREDEED=H., URIOZHIC5IBS
NTWHRABERENT I ERAFEERLDIZHE>TL
T=o ZDMDEOH DT —RELTIE. HIZIE. $HSSIDSEL
NDIURRAVERY, FEEICKED XM FIITINT
WBRFICBNT, KYEHETELRRDINELTDE
HOFD=HIZ. HL2DFTSAIEREDETEELD
TR EFRBETIFBNEEZ N, ChbTRTDY—
AT, PO IOEBBICTTOXMALE 2—Sh TLVELD
T. BEMHE@OIPERSN TS,

JAVR: F—RETAIESIDSRL T OHTISH MILoTLY
%, CNLDRBRIEREDEHENE ZAHERT

Remark: If several studies showed comparable
reliability/adequacy, the study with the lowest
LC/LD/EC50 or NOEC/NOAEL was indicated as the key
study. For some endpoints, fully reliable results were not
available and it was necessary to use a weight of evidence
including results of studies of non—assignable reliability. In
such cases the results are identified as key studies as
they are of high importance to the data set.

For transparency, some study summaries in the SIDS
dossier were transferred from the previously published
version of IUCLID. In some cases, it was not possible to
retrieve the original literature/study reports using the
reported citation or as a result of literature searching. In
some cases, change of business ownership meant that
internal study reports cited in previous summaries could
not be accessed. In some other cases, e.g. certain non—
SIDS endpoints, and in areas where a very large amount of
literature has been published, it was not considered
necessary to pursue all individual published sources due to
weight of evidence of more reliable results.

In all cases, reliability (4) applies, because the original
documentation has not been reviewed in

the development of the dossier.

Comment: Key studies are flagged in the SIDS dossier.
These are studies with the highest reliability/adequacy.

1.1 —iERE M E R

GENERAL SUBSTANCE INFOMATION

D1EHR

MEDILT EHIEEY organic
MEOE- 2B -TRE
HIERIIKEE (20°C, 1013 &K liquid

hPa)

HEEE/FE%)
g
S COATI)—DOYMEIE. HRROHEN LR THSH, —88 |The substances in this Category have a range of
DIFERIWTRESND, ERBFIFRMNAZZITELIESN TLY |composition and purity. Some information is confidential.
5 on—confidential data are summarised here.
Of the commercial products associated with the
A= T LAVN—ZEEDS 5N AHEREDMA. 1-  [Consortium members, those identified as 1-decanol, CAS
TH/—IL(CAS 112-30-1) E&N =D (L, 100%ESHHBIE |112-30-1 are 100% linear.
TH5. The substance comprises >90% C10. Components of even
chain length, in the range C8-C12 are present.
MBI, 906U LD C10ZEL, C8-C12MEHFE T, H—7i
HEOBHEEFNEET S,
1.2 44
IMPURITIES
CAS#EE
WE £ IUPAC)
ERBRESDES

BRZERICB LA

2HE(%)

Fz

RHE7ILI—IL-HTT)—DO—EOMEIF. BIOTI)La—
LB, TH/—ILIERTH/—ILHITECoTLWS hE4N
B EEATND, A7) —EWSIERNS, ThLIER
MPENSKYEBIENTHD, hTIT)—EREITELD
EZBEEL DAL DORMMIE. 1-Th/—ILICITFEL

Y,

KL 111 EO—RMAYERRICERIN TS,

Some of the substances in the Long Chain Alcohols
Category contain other alcohols (e.g. decanol may be
present in dodecanol). In the context of the Category,
these are by—products rather than impurities. True
impurities, with a chemical structure different from the
definition of the Category, are not present in 1-decanol.
Composition is described in section 1.1.1, General
Substance Information.

1.3 &
ADDITIVES

CASES

WMBE L (IUPAC)

ERBEAETDES




BRESICE T4

SHE%)
Hif
B=E HRIMPEEL . No additives are used.
1.4 34
SYNONYMS
WE 21 TERGEEZEZAT. LODDRIZLH5. AlBELTIE. Some synonyms , including a selection of commercial
1-TH/—JL (9CI) (CA INDEX NAME) product names, are:
FILF)La—IL (8Cl) 1-Decanol (9CI) (CA INDEX NAME)
Kalcohl 10H Decyl alcohol (8CI)
n-TAh/—IL Kalcohl 10H
-7 L7 I)ILa—)L n—-Decanol
Nacol 10 n—Decyl alcohol
Nacol 10-99 Nacol 10
Nafol 10 Nacol 10-99
JZIVAIE /—IL Nafol 10
NSC 406313 Nonylcarbinol
Royaltac NSC 406313
Sipol L 10 Royaltac
T 148 Sipol L 10
7J)La—)L C-10 T 148
AT o7 Ia—IL Alcohol C-10
Th-1-F—)L Capric alcohol
Alfol 10 Alcohol Decan—1-ol
COELSE DDA DR G Alfol 10 Alcohol
Lorol&E LA\ B DL O DHER S Some commercial products with the name CO
Some commercial products with the name Lorol
ME£-2
H# AP DR ITBERENSDF LR, CASES & Synonyms listed in various sources in the public domain,
ChemFinder@™z T H A+ E2EL, including the CAS Registry and Chemfinder website
BEE
15 #E-WMAE
QUANTITY
s -MAE 20044 T#91500000~ 3000000k~ ca. 1500000 — 3000000 tonnes 2004
mEE
H B (93) (93)
[CES FRDEF. HRATOEREEEDHTIETH S, —DH|The quantity stated above is an estimated global total
F.BEUTREOT—RE TRRH—D DUV = AT [annual consumption. This figure, and the data below, relate
Y—EBEYE . ESUTEILRA 1Y E (SIARSER) &€, £ |to totals for the entire Long Chain Aliphatic Alcohols HPV
THOREIEHET ILa—ILHPVATI ) —D & 5% 5H |Category, including both 'sponsored’ Category members
DNDTH5. and 'supporting’ substances (refer to the SIAR).
USA: production + import ca. 650 000 — 2 000 000 tonnes
KE:E£EE A 20024 T #3 650 000 - 2 000 000 k> |in 2002 (IUR data). Production ca. 620 000 tonnes (2002
(IURT—4), £EE #9620 000 k> (2002 M )— |survey of the Consortium member companies). Both
TFLMBEHORAE)  BIEIFZHIC2HTI)—HEEYE [figures are totals for all category members.
DEEt, Western Europe: consumption ca. 700 000 tonnes in
FwmI—0w/\EE S 20044 TH. 700 000 k> 2004(APAG/CEFIC data). Production ca. 710 000 tonnes
(APAG/CEFICT—4) , & #9 710 000 k> (200240 |(2002 survey of the Consortium member companies). Both
VY=L 7 LMBEMDRE) . BEIXHIZLHTT1)— |figures are totals for all category members.
ERMEDEE, Japan: production + import total ca. 150 000 tonnes per
year(published data). Production ca. 250 000 tonnes (2002
BER . AES+HHADEET #5. 150 000 b2/ £ (/AR T —|survey of the Consortium member companies). Both
B) ., EEE #9. 250 000 b2 (2002 DAY — 7 LHIE [figures are totals for all category members.
SHDFE) , BEIXEICLHTI)—BRYWEDEET. |Commercial production figures for specific CAS, or narrow
ranges of chain length, are confidential.
HEDCASES PHWEFE D RFERDYE DREER L |For this substance, more specific data are available in the
EBEFIELRTHS, public domain:
AMBEICELT, KYERMET 420 2FRDEDD  [USA: ca >25 000 - 50 000 tonnes (CAS-specific data)
FIZRDFenb, - This is the publicly-available US IUR quantity (i.e. total
KE: £ >25 000 - 50 000 k> (FFFECASDT—%4) - T [production plus import) for USA, for 2002.
[ZAZZN TULVS20024F O K E D KEIURE (F7H5 ., & |This is equivalent to >50 000 000 — 100 000 000 pounds.
EELHMADEE) THD. Shld >50 000 000 - 100 000 |Japan: Production 7000 tonnes, consumption 13 000
000 RV RIZFEHT 5, tonnes (alcohols in range C6-11)
BAR:AES 7000 b HEE 13000 b2 (C6-11MEEE |- This is publicly—available CEH data for Japan, for 2001.
DT ILA—ILEB)- HIF2001FENDBERD RSN TLVS
CEHT—8T#®H%,
1.6 FIRER
USE PATTERN
FLARER
TXHH®
H&o%
H
S RE7ILI—IL-AWTT)—DLRBICEL., SETEEEDHI| Across the Long Chain Alcohols Category, approximately

50%(%. FH ., RBHL K. TSRAFUY B RE. R
FOHMERBEE. RERES. BLU/N—YFILTT7 /1
HRESD. RREZIFEHLA TS,

BEYIFPRSELTIMI SIS (R RDFI65%E LEETS
JFATHIEATINS),

50% of the total production volume is used directly in final
products, including paints, lubricants, paper, plastic,
textiles, leather, plaster, formwork oils, household products
and personal care/cosmetic products.

The remainder is processed as an intermediate (with
approximately 65% of the intermediate volume being site
limited).




FRARER

FERATIV—: 2 EE-fE5FH

Use category: 2 Adhesive, binding agents

FERAATIV—IZET5ZDMEFR - ZTOMFRTTE

Extra details on use category:  No extra details

necessary
TEMAR
HZo%
H
EE HHFUARF AN FIATEY Emission scenario document: not available
FHRAREHR ERADTIY—: 9 B - kEF&HmMA Use category: 9 Cleaning/washing agents and additives
FERATIV—ICEIT5FDMEEMR . ZOMEEMIZTE [Extra details on use category:  No extra details
necessary
TEMAR
BA&o%
Hi
EE HEHSFUARF AV FIATES Emission scenario document: not available
FTHAREHR FERATI—: 10 EEH] Use category: 10 colouring agents
FEATIV—ICEFHZFDMEER : FOMEEMIITE [Extra details on use category:  No extra details
necessary
TEHAE
R&n %8
Hi _
[ HH S FUART AN FIATES Emission scenario document: not available
FHRRER ERAATI)—: 55/0 ZDih Use category: _ 55/0 other
AR ZBH. Syh— TR Remark: Paints, lacquers and varnishes.
TEHMAE
FEREATIV—IZEFTHZFDMER . ZOMEEMIITE [Extra details on use category:  No extra details
necessary
Ri&n 58
Hi
&% HEHSFUARF AV FIATES Emission scenario document: not available
FTHARER HRATI)—: 55/0 ZDih Use category: 55/0 other
AR RENES Remark: Surface Treatment
T EMA®E
FRATI—IZET2FDMmEMR : ZOMEEMIZTE [Extra details on use category:  No extra details
necessary
R&o%8
H B _
[ HH S FUARF AN FIATET Emission scenario document: not available
FURRER FERATIY—: 50 RE;EHES Use category: 50 Surface—active agents
FRRETIILA—IL-HTI)—DOEHRIZEEL. BE4EE |Remark: Across the Long Chain Alcohols Category,
EDHS0%ERKRHFDICEEFEHLNTINS, EYIXFRE |approximately 50% of the total production volume is used
FELTMISNS (MRESRDHI65%F L% TS5 MATH |directly in final products, the remainder is processed as an
IZhTWL3), intermediate (with approximately 65% of the intermediate
volume being site limited).
TEMAE
FERADTIV—IZHITEZDMEFM : ZOMEFMIZTE [Extra details on use category:  No extra details
necessary
Ri&n 58
Hi
(S B FUARE A FIETES Emission scenario document: not available

1.7 BEBLTANDREFER

SOURCES OF EXPO

SURE

REICET 51FR RBFRER: Source of Exposure :
REF A-TH/—ILO&E., TRV I EAEFIZEIE |Exposure could arise in association with production,
LTCHEZS, F-CHEEMR D) EANMERICEELTYE  |formulation and industrial use of 1-decanol. There could
BZb, also be exposure from private use (for consumer products).
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1.8 BINIER

ADDITIONAL INFOMATION

BFER5E

BERBERR

EEAE

Kﬁ%ﬁﬁﬂ)iﬁl&l:‘:ﬁﬁ

z




wE

BBE7ZILa—ILIE. O D IR THEEINA TS,
—fREIICIF2DDREDICHTBIEMNTES,

HARERMF R - RL—RIOTHIE LT O LR DR
HMELTIE, EYLCHYEDRCMENHD, T74H5, O
3;32)} =L, BHE. HBLEZDHDR) TR
ThHd.

BMEEMFREZTOMDERTOER - HRELBIZMHE
AShTWSTOERTlE HARRERHEHS TS, T4
DAL IAVFE(TILIFAL T4V ERERA L T4V) . TF
Ly, FRELYAYITR—8ELE, AhTT)—ERME
D—EBIL. Fischer-Tropsch7 A AMNSELNT-FAL T1
B|EFEALTELON TS,

EONDTRER &L BEEMELERT -OIC. EHROH
EHEED7ILA—ILERELIZLDTHS.
SEAENELNIE, MR EOBSERELD, BICHMAL
H3RIFZSIARDANNEXIS R,

F1I-1AFRISEEHOMRIFRIS, BEEGHABZERL T
2. HED/NYFIE. CNLERBRBEHENHD,

Aliphatic alcohols are manufactured by a number of
processes, but these can be divided into two general
categories:

Oleochemical — the feedstocks for the most common
oleochemical-based processes include plant or animal
based oils or fats: coconut, palm kernel oil and tallow fat, or
other triglycerides.

Petrochemical and other synthetic processes — the most
commonly used processes use different feedstocks —
olefins (alpha and internal), ethylene, propylene oligomers.
Some Category members are produced using olefins
derived from the Fischer—Tropsch process.

Some commercially available products are blends of two or
more specific chain length alcohols to produce mixtures.
Different manufacturing methods can lead to different
compositional profiles; further details are given in Annex |
to the SIAR.

Compositional information given in chapter 1.1-1.4
represents typical composition. Specific batches may be
subject to variation.

BEF 258
BERERESR
BESHE
XEkHEDEE L A
Higs (102) (102)
BEE JKEEE:WGKS 581, IDEET1 Water Pollution: WGK Classification 1. ID No. 71.
BFES 5
BERBRRA
BESHE
XHAEDEHELAf |RFERER Last Literature Search
HEES4T A5 Type of Search: Internal and External
;J%EFR: 2EFBELTRHOXERZ(L200446 A 1HIZE |Remark: All Chapters covered; last search was on 1st June
Liks 2004.
LOWDBLERTEXET —IRN—RADIEFEKIL, TH |Searches of several commonly used literature databases
R ULMEEAMLE 27—k > TEMS N T=, Chemical |have been performed, by industry and independent
AbstractsDSBX#kZE5IFAL. BEDHATTICHEIZDLY  [reviewers.References in Chemical Abstracts have been
TIEAFL=, R FTEERRIZDONTOHE L ATEET [followed up in terms of citation, and relevant original
o references obtained from libraries. A report of the
BREDFHMIZDOLTIX, SIARDTEEXSE, literature search methods and outcomes is available.
For full details of search strategy, refer to SIAR Section 7.
Hi
EE

2. B REEIK

PHYSICAL CHEMICAL DATA

2.1 @A
MELTING POINT

HERYME 4

11~14TRE

as prescribed by 1.1 - 1.4

CASES

HES

ER

HiE

GLP

R E T oI5

HEREH

6.4 degree C

C
SME- °C

FE:_C

EEHERa7

(2 HRFTEEEHY

(2) valid with restrictions

SR D HIER IR AL

EE. MBILENT 2D LEHLNIFRELNSEL

Zo

Value obtained from a recognised source of physico—
chemical data

HH 8

5| FXEk

(20) (63)

BE

(20) (63)

255 :SIDSTURRAU NI TEELRER

Flag: Critical study for SIDS endpoint

SERYE %

11~14THRE

as prescribed by 1.1 — 1.4

CASEE

MEE

ER

Hix

GLP

SRR T

SHEREH
R

mhs: °C

7°C

7 degree C




»fE:  °C
F#FE:. °C
k)
JERR
EEHEZa7 ) IR CcIEREEHY (2) valid with restrictions

H R

CDTEFRIE. 2ABAIUCLID 2000 CD-ROM M oB{LNT=ED
THb, SIASN-TDSRBIXHRIE., SETES.E7L
Ea—ShizZRERRETHD,

This information was obtained from the public IUCLID 2000
CD-ROM. The original reference cited is an authoritative,
peer—reviewed secondary data source

(14)

(14)

H 8
5| FASCAR

Henkel KGaA Duesseldorf

Henkel KGaA Duesseldorf

BE

257% :SIDSTURRA U TEELRER

22 M
BOILING POINT

Flag: Critical study for SIDS endpoint

SERYE %

11~14ATHRE

as prescribed by 1.1 - 1.4

CASES

HMEZ

S

Hix

GLP

SRERE{T o

SHEREH

#®E
. C

229°C

229 degree C

1013hPa

1013 hPa

°c

EF

EEHEZRa7

{E3E M 0 HI iR B
Hi 8

(14)

(14)

= A

Henkel KGaA Duesseldorf

Henkel KGaA Duesseldorf

&%

755 :SIDSTURRAU NI TEELRER

23 BE (LLE)

Flag: Critical study for SIDS endpoint

DENSITY (RELATIVE DENSITY)

HEYE 4

11~14TRE

as prescribed by 1.1 = 1.4

CASEES

MEE

EE
Bk

GLP

SR {T o

EEESL
%t

.8297 g/cm®

.8297 g/cm®

#ER
247

HEE

density

20°C

20 degree C

BE(C)

AR
EmERa7

(2) HRFCEEEHY

(2) valid with restrictions

SRR DHIHR A

ZDTEFRIE. 2ABFIIUCLID 2000 CD-ROM A sE3on=-£D
THhb, SIHSN-TTDSBIHRIE. SETES.E7L
Ea—ah=ZXIEHRRTHD,

This information was obtained from the public IUCLID 2000
CD-ROM. The original reference cited is an authoritative,
peer-reviewed secondary data source

HiE (14) (14)
5| FA3Cak Henkel KGaA Duesseldorf Henkel KGaA Duesseldorf
(S 257% :SIDSTURRAU I E-TEELFRER Flag: Critical study for SIDS endpoint

24 ZRE
VAPOUR PRESSURE

HEMEA 1.1~1.4THE as prescribed by 1.1 - 1.4
CASES
fESE
EE
HiE
GLP
SERZ T o1
SERE
[#Z |
ERE 0113 hPa .0113 hPa
BE: °C 25°C 25 degree C
nfE: C
[t
SEIR
EEHRIT7 (2) #HIRRf CIEREMHY (2) valid with restrictions
ST DRI BriE R EIIHBIEZT—2DEOHON-IFREH DB TH |Value obtained from a recognised source of physico—
%, COSBXEkIE. RREEICEAL TRLIEBTEDIH D |chemical data. This reference is considered as definitive
LEZOND, for vapour pressure values.
g (22) (22)

5| XXk




lE= I ]

HERME B 11~ 14TRE as prescribed by 1.1 - 1.4
CASES
HHEE
JERR
Hix
GLP
FRERZ 1T o1&
SERE
(2 |
ERE 293 293
BE: °C 90.9 °C 90.9 degree C
S °C
et
JERR
EEMHRTT (2) HIRft CIEEMHEHY (2) valid with restrictions
HEt TR COTERRIE. 2 FAIUCLID 2000 CD-ROM M 5E5NT=E M [This information was obtained from the public IUCLID 2000
ThHd, 5|ASN=TDSBXHERIE. (EFETES.EFL  |CD-ROM. The original reference cited is an authoritative,
Ea—Shi=zZRERETHD, peer—reviewed secondary data source
Hif (14) (14)
5| Xk Henkel KGaA Duesseldorf Henkel KGaA Duesseldorf
%
HERYE R 1.1~1.4THE as prescribed by 1.1 - 1.4
CASES
HEE
X
HiE o GHEE) fHmkkY other (calculated): from composition
GLP
[RBRETo & 2005 2005
BRI
#22 |
ERE 0.012hPa .012 hPa
BE: °C 25°C 25 degree C
»fE:. °C
frt)
SER 2TOHERT7IILa—/LEBICEAL T, # 4 kFEERHGETE |For all commercial alcohols, various chain lengths will be
L. ZLTHRDLEKRELTORERREL. BEREZDTE |present, and the overall vapour pressure of the product
IWHIZEIEFE (BREHE) hoETEShTINS, has been calculated from the contribution (partial vapour
pressure) of each component on a mole—% basis.
EEHERa7 ) HIRCIEREEHY (2) valid with restrictions
SEEME D BRIRHL BElE. PEFEZEFE->TPRIESN ., ZUMEMNFEZEIN T [The value was predicted using a partial vapour pressure
W3, contribution method, supported by additional validation.
Hi B (2) (2)
5| FA ik
EE

2.5 S E R $(og Kow)
PARTITION COEFFICIENT

SRERME R 1.1~14THRE as prescribed by 1.1 - 14
CASES
MESE
ER FH5/—IL K octanol-water
Hik
GLP
SRR Z{T o1&
SERE M
EE I —
Log Kow 4.57 4.57
BE: °C
EEHERa7 (2) HIFR TIEFEHHY (2) valid with restrictions
E3EME D HIBrIRHL HEFZETES, EXHEBIEZET —2DEHHNT-1EFRIE |valid with restrictions Value obtained from a recognised
MroBohf-2DThHb. ZOSEIHEIE. #9%8/—IL/K [source of physico-chemical data. This reference is
HEFEHICELTRLEBETESLDEEZLND, considered as definitive for octanol-water partition

coefficient values.

HiB (32) (32)
5| FASCER
[FES 754 :SIDSTURRAVNIE-TEELRER Flag: Critical study for SIDS endpoint

2.6.1 JKIFMREE (RETHEET)

WATER SOLUBILITY & DISSOCIATION CONSTANT
HERME R 11~1ATRE as prescribed by 1.1 — 1.4
CASES
HHEE
AR




Hix ZDth - B FE B other: measured

GLP

SRR T

REREM
=R
KBREE 39.5 mg/I 39.5 mg/I

'

BE:  °C

pH
HAEEONERE

TR

EEHEZa7 ) IR CIEREEHY (2) valid with restrictions

S D BRI EIIHEBEZT—2DROON-FEREINSFSONT=HD |Value obtained from a recognised source of physico—
Thd, COSEHRIE. KBEREEICEHL TRLIEFETE S| chemical data. This reference is considered as definitive
LDEEZLND, for water solubility values.

H 8

5| FASCAR

FR Bl E 2L
HERME

i
M

Bt
ik

mE:  °C

GLP

EEEIL

SRR ET o

EEHERa7

SR 1E O HIHTIR AL
H 5 (104) (104)

e 7545 :SIDSTURRAURZE-TEELRAER Flag: Critical study for SIDS endpoint

SERME A 11~14TRE as prescribed by 1.1 - 1.4

ik ZDfth - BT B (KB 1% E) other: measured (slow stir procedure)

AR E T oI5

HEREH
R

KBREE 7.97 mg/I 7.97 mg/I

BE: °C 20 °C 20 degree C

pH
pHRIE B DYV E R

i

SRR

EEHERa7 ) HIRCIEREEHY (2) valid with restrictions

S8 0 HIHi R B
Hi 8

B AXE

e

SEREM

RERZ (T oRE

1

et

R

EEHERa7

{EF 1 I B AR AL
Hig (60) (60)

SAERME B 1.1~1.4THE as prescribed by 1.1 - 1.4

HiE Z D1 other

SR {T o

SERSEH

=]
KiBFRRE 106 mg/I 106 mg/I

mE:  °C

pH
pHAIE D YERE




E e

AR

EmEERa7

(2 HRFTEEMEHY

(2) valid with restrictions

{ERE 1 D HIHR B
H 8

5| B SR

]

HERME

Bt

ik

BE: °C

GLP

EEEIL

SRERE T

[t

EEN

EERa7

{E3E M D HIHR B
H 8

(88)

(88)

5| FASCAR

BE

HERMEH

11~14ATHRE

as prescribed by 1.1 - 1.4

CASES

MEE

ER

2TOHRT7ILI—IILEBICEALT. R BRFERINEE
L. BRESNTWDBREIL. ETOERRS OBHREE
DEFERLTNS, > THEETILICEHDIUZEEEMN
Eoh . ZEMORERIGSINTERASNTLS, COET
ILADELEEBAAIE HERRTHY . Th(EE1.1-14
EIZEH DRI TLNS, BRI DEETF AN, SIARD
FENBDANNEXIZH > TS,

For all commercial alcohols, various chain lengths will be
present, and the solubility reported represents the sum of
the dissolved concentrations of all components. Therefore
a standard method based on a partition model has been
developed, validated and applied. A key input to this model
is the compositional breakdown, which follows the
description given in section 1.1-1.4. Predictions of the
individual concentrations are available in a confidential
Annex to the SIAR.

Bk

Z Dt CAIFEE) REEET )L

GLP

other: (calculated) partition model

[(AAY4

no

SR {T o

2005

2005

SERSEH

39.5 mg/I

39.5 mg/I

25°C

25 degree C

pH
Diiﬂ'liﬁd)%ﬁi

e

ﬁnm

KADRBET. BFRZEH 1000 mg/| DI, 39.5 mg/|
LHEESNh S,

The water solubility is estimated to be 39.5 mg/| at a
loading rate of 1000 mg/I.

ERR

BEEDpHE S T CIXEELALEEZ 5N S (pKa [ >15
EBbND),

Dissociation is not expected under normal conditions of pH
(pKa expected to be >15).

EmERa7

(2) HRFTEEEHY

(2) valid with restrictions

SRR DHIHR A

B EENEETILTTASA, ZLMEIHERIA T

o

The value was predicted using a multiple partitioning model,
supported by additional validation.

HH 8

5| FCEk

k]

HERME

E—1
ik

BE: °C

GLP

R

A BRE (T ol

et

ZR

EmEERa7

{E3E1E D HIHR B
HH 8

2)

)

5| FXEk

BE

HERME B

11~14ATHRE

as prescribed by 1.1 — 1.4

CASES

HMEE

ER

Hix

GLP

SRR T

EEEIL




R

KBRERE 40 mg/| 40 mg/|
BE:  °C 25 °C 25 degree C

pH
HAEEONERE

IR

EmEERa7

{E3E 1 D HIHR B
Hi 8

5| FA SR

e

HERME

Bt
ik

°c

R

GLP

EEEIL

SRERE T

[t

EEN

EmEERa7

(2) HRFTEREMEHY

(2) valid with restrictions

{E3E M D HIHFR B
H 8

13)

(13)

5| FA SR

i

26.2 REKA
SURFACE TENSION

2.7 5| KR (& iK)

FLASH POINT(LIQUIDS)

REMER 11~14TRE as prescribed by 1.1 - 1.4

CASES

HEE

R HRIhTIELEWLA, thDEEDLEERIZEY . ZHIEZE  [Although not stated, this is considered likely to be a result
BAXHBROBRDOLISIIZTEDLNS, from a closed—cup test by comparison with other values.

HiE

GLP

SERZ 1T o1

BRI

#2 |

Blkm:  °C 82°C 82 degree C

REDIA(T

1R

X

EEHERa7 (4) (E5EMZETl CE4L (4) not assignable

SEEME D BRIRHL ZRXEMDEONT-E, TTXER LR EH SN TLVELY, Value obtained from secondary literature. Original

reference not stated.

g (96) (96)

5| FAXEK

EZ

RERME R 11~14THRE as prescribed by 1.1 — 1.4

CASES

HHEE

LN

Bk Z Dfth: DIN 1SO 2592 other: DIN 1SO 2592

GLP

SRR Z{T o1&

SERE M

#E

5lNE: °C #5110 °C ca. 110 degree C

REDAAT BEm R open cup

HEER

SR

EFEERTT (4) (St ZET i c=4L (4) not assignable

EETE D HIBTIR BL ZD1EHIX. ABFIUCLID 2000 CD-ROM M 5F5MT=£D [This information was obtained from the public IUCLID 2000
THb. COIVNFAVMZBEALTIX, TDI1EHRIFEFHEZEL T |CD-ROM. Further review of the original source to reassign
3. REMICHIETLTEBEIEEDOLENEREDNS, the reliability would not alter the overall conclusions

concerning this endpoint.

Hi 8 (I5) (75)

5| A Xk Henkel KGaA Duesseldorf Henkel KGaA Duesseldorf

iEE

HERME B 11~ 14TRE as prescribed by 1.1 - 1.4

CASES

MEE




IR

Bk ZDfh: DIN 51758 other: DIN 51758
GLP
[FRERZ 1T o1&
SERE
#E
5lNE: °C #9110 degree C ca. 110 degree C
HBOEL(T BEAR open cup
et
SERR
EFEERTT (4) (E5EtZET i cE4L (4) not assignable
{EFEME D HI BT AR L ZODIERIE. 2BAIUCLID 2000 CD-ROM M 5F 5= |This information was obtained from the public IUCLID 2000
THd. COIVNFAVMIBEALTIE, TDIEHREZHETZL T |CD-ROM. Further review of the original source to reassign
3. REMICHIETLTEBEIEEDLLENERDNS, the reliability would not alter the overall conclusions
concerning this endpoint.
Hig €5) (75)
§|§Xﬁﬁ Henkel KGaA Duesseldorf Henkel KGaA Duesseldorf
&

28 BB (B SE)
AUTO FLAMMABILITY (SOLIDS/GASES)

2.9 5%
FLAMMABILITY

SERYE %

11~14TRE

as prescribed by 1.1 - 1.4

CASES

MEZ

S

HiE

GLP

AR E T oI5

HEREH
EXDEES

e ——

B NEAFL

SAEDEE

FPRERGAR

non flammable

EF

EEHEZRa7

(4) (SR E M TELLY

(4) not assignable

{E3E M 0 HI MR B
Hi 8

(54)

(54)

5| FA SR

BE

HERYME 4

11~14THRE

as prescribed by 1.1 — 1.4

CASES

HES

AR

HiE

GLP

SRR E T oI5

HEREH
ExDHES

R —

S| NEAFL

SAEDEE

KEDERE

FIPRERGAR

non flammable

SRR

EREERa7

(4) SR E M TELLY

(4) not assignable

SR D HIER IR AL

CDTERIZ. ARSI -IUCLID2000D CD-ROMA B ES N

Zo

This information was obtained from the public [IUCLID 2000
CD-ROM.

HH

5| PSRk

Henkel KGaA Duesseldorf

Henkel KGaA Duesseldorf

BZ

2.10 RHM%
EXPLOSIVE PROPER
HERME &

TIES

11~14ATHRE

as prescribed by 1.1 — 1.4

CASEE

MEE

R

ik

GLP

SRR AT

HEREH

KISEYIRFE

s | —

m-CZhARVEU LY

BBk




m-S=FOR B &Y

B IR

IRFEMEAILY

ZDth

JRFEME T

not explosive

FEam

ER

EEERTT

(4) EREEZFIl TS

(4) not assignable

{EFE 1 O I B AR AL
Hig

(54)

(54)

= AXE

&EZ

HEMESR

11~14THRE

as prescribed by 1.1 — 1.4

CASES

MEE

EZ
Bk

GLP

SR {T o

SERSEH

KR

EE [ —

m-UZrAORDEU &Y

BRI B

m-CZhAORVE LY

EEICHR

BRAEMELLY

i@ﬂﬁ

JRFEMETELY

not explosive

IR

EEERa7

(4) EREEZFIHCTEMLY

(4) not assignable

R DI ER IR AL

ZDERIE. 2ABISN-IUCLID20000D CD-ROMA S F S

Zo

This information was obtained from the public IUCLID 2000
CD-ROM.

HH 8

5| FCEk

Henkel KGaA Duesseldorf

Henkel KGaA Duesseldorf

EE

211 Bt
OXIDISING _PROPERT!

IES

HERMES

11~14TRE

as prescribed by 1.1 - 1.4

CASES

HES

AR

HiE

GLP

AR E T oI5

HEREH

RAREERENSRIE
BUMERENENIYE
Ly

R | —

F kAR THELVRIE

SEER{ETE

ZDith

RIAEIE Sy =AY

no oxidizing properties

aam

z

R
EmEERa7

(4) EREEEFIMTEML

(4) not assignable

{E3E1E D HIHR B
HH 8

(54)

(54)

5| FXEk

BE

HERME B

11~14ATHRE

as prescribed by 1.1 — 1.4

CASEE

MEE

R

ik

GLP

B ey ita

HEREH

R
RARCERENSRIE

BYMERENENEYE

L

FlEHRBRTHLVRIS

SERRETE




%:‘0)1111 B AL SSEE AL no oxidizing properties
Fretil
JERR
EFEHROT (4) EFEHZFFATEALY (4) not assignable
[ EE IR E T ZDERIE. 2ABIESN F-IUCLID20000D CD-ROMA S 1F 51 [This information was obtained from the public IUCLID 2000
o CD-ROM.
Hig
51 A Xk Henkel KGaA Duesseldorf Henkel KGaA Duesseldorf
E=

212 BiEETRTU Vv
OXIDATION/REDUCTION POTENTIAL

213 ZD DB ZHIMEIRICEE T 5 1EER
ADDITIONAL INFOMATION

3. IRETEdn SHERR

ENVIRONMENTAL FATE AND PATHWAYS

31 REM

STABILITY

311, KR

PHOTODEGRADATION

HERME R 1.1~1.4THE as prescribed by 1.1 - 1.4

CASEE

HEE

SER ZERPTOXRPEROEETERIL. SRC AOPWIN FO%4S5 |[The rate constant of photodegradation in air has been
LEFERALTHESN TS, estimated using the SRC AOPWIN program.

ik Z D HETEE) SRC AOPWIN v1.91 other (calculated): SRC AOPWIN v1.91

4T

GLP [ AY4 no

SHERE(To1-F 2004 2004

HIBLEE(hm)

ABFREICE DLV
FOGEVES

MEDARIEIL

Bl
(T ]
DIER

| SR (°C)
W=
3 E AL /2

SRR (o) &

SETIRE (%)

‘

EE A2

HEREH (5(T)

BRARE

EETEHR HEERETES: 15.36831E-12 cm®/EJL - Estimated rate constant: 15.36831E-12 cm®/molecule.sec
FEHA1/2 R : 25.1 FER Half-life: 25.1 hours
SERE R
Eim FRHHEILEEERNOHESIN. OHSPHILEE R The half-life is calculated from the rate constant, and
5E+05 OH =E}|,/cm3(1§t§l)x7§$1ﬂﬁa)f:&')a)|gu7—-7:jj assumes an OH radical concentration of 5E+05 OH
I HAF AN HREEE) EBEL TS, molecules/cm® (global average value, obtained from EU
Technical Guidance for environmental risk assessment).
R
EEHERa7 ) HIRMCcIEREEHY (2) valid with restrictions
S5O HIFTARHL E’o)'ﬁ%(i‘ BENEZERAVTHESN, ROMIBIE [This result was estimated using a standard calculation
T—AICE>TRUEDERNESh TS, method, validated by limited measured data.
Hi (4) (4)
5| Xk
iEE

3.1.2. KPR EM (K5 AR

STABILITY IN WATER

HERYME A

11~14THRE

as prescribed by 1.1 - 1.4

CASES

MEE

FR
Bk

GLP

SR E (T oI5

SHER S

R

SRERE

HAEE

FTER & DD RE
(). pH R E

MR R




5 ZF*QIE(EL KA EEECTREENTEEEE >THESL This substance has no hydrolysable structural features and
T KPR TRETHHEFR SIS, BEDIRBEEZHETT |would be expected to be stable in water. Oxidation would
[FEREIFRBESRNEEZ D, not be expected under normal environmental conditions.

JERR

EEHEZa7

{8 O I BT AR L

Hi B8

5| FA ik _

E= 755 :SIDSTURIRAUNZIEDTEELRER Flag: Critical study for SIDS endpoint

313 LIEhREM
STABILITY IN SOIL

32 E=AYUYT—H(RER)
MONITORING DATA(ENVIRONMENT)

33. BELHE
TRONSPORT AND DISTRIBUTION

331 BERAHEOEE

TRANSPORT BETWEEN ENVIRONMENTAL COMPARTMENTS
HERMERZ
CASES
HHEE
AR
HiE ZDfth: Mackay Level I and Level Il £ )L other: Mackay Level I and Level Il models
2005 2005
5 |
[EAES
ANT—4%: INPUT DATA USED:
NFE 158.3 Molecular weight 158.3
T—REBE 25 °C Data temperature 25 deg C
Log Kow 457 Log Kow 4.57
KBRRE 39.5 mg/I Water Solubility 39.5 mg/I
ARRE 1.13 Pa Vapour pressure 1.13 Pa
Al 6.4 °C Melting point 6.4 deg C
ARBPFEA 251 K& half life in air 25.1 h
KPRV LIERFFE 720 B half life in water and soil 720 h
BESMTPREERKAD [HR RESULTS
TBIE (levelll/IN) EER/NSA—E D5 MacKay level 1ETILERLYT  [The % environmental distribution calculated from the above
BHLEBREDRSH%IEUTOESY: parameters using the MacKay level 1 model is as follows:
K& 2.57% Air 2.57%
TiE 92.5% Soil 92.5%
7K 2.81% Water 2.81%
falk 5.22E-03% Fish 5.22E-03%
EE 2.06% Sediment  2.06%
5w RCANINSA—BZF>T, TIAILMETILT., LARJL 1l [The Level IIl program has also been used, with the default
TOoSLLEREINTINS, model, using the same input parameters.
BON-REREREOSfIERDEY, The distribution between compartments obtained is as
follows:
TR ARFA KA TiERA
% KK H 71.9 0.0324 0.000287 Release: Toair Towater To soil
% 7K 3.18 459 0.0674 % in air 719 0.0324 0.000287
% K& 3.74 54 0.0792 % in water 3.18 459 0.0674
% TiEd 21.2 0.00954 99.9 % in sediment  3.74 54 0.0792
% in soil 21.2 0.00954 99.9
SER AEER(TA-TH/— L ORBES (L. ThHIRESD |The results reflect that the ultimate fate of 1-decanol is
IS BRBITIKRTET S EEFRLTLNS, KR H(Z|dependent on its route of release into the environment. 1-
BEEhT= 1-Th/—IL [T, FO—EMNTIEOKIZEEE |Decanol released to air would partially precipitate to soil
T %, BREENMECKEZZNLTOBIMIEEICHEON T |and water. There is relatively little movement between soil
HHMND, TIEEKER OB LB DL, KPR T |and water, because transfer via the air compartment is
[T A-FTH/—ILORBEZRED=HIZ, EE~DZELLE |very slow, for a substance of low volatility. In water, the
EHFREC D, adsorption coefficient of 1-decanol results in significant
adsorption to sediment.
EFEHRIT (2) HIFR TIEFEHHY (2) valid with restrictions
S D ERR L HRSNEETLBSLUVRAICHE-TEHESN TLNS, Assessment performed according to accepted models and
principles.
HiB (5) (5)
5| FASCER
[FES 754 :SIDSTURRAV NI E-TEELRER Flag: Critical study for SIDS endpoint
332 N
DISTRIBUTION
REYMER 11~1ATRE As prescribed by section 1.1-1.4
CASES
HHEE




SER KocZF B3 51=0I1Z, BOOLN TS AL A EMNER |Various accepted methods were used to predict Koc.
Shiz, ChoD77O0—FDENE, (EFEMELMAED E T |None of these approaches stands out in terms of reliability
EBHIBEDIEE, TGD(TI=HILHAF U ARF 142 |or performance. The value calculated by the TGD Non—
) OFEBKEDEDREXTEHESN-EN. RIED K |hydrophobics equation is the most conservative across the
RERDBAEFRE. h73)—2RTREIEZ H12H D T|category, except at the shortest chain lengths. While this
Bof- COHEIITILA—IILBTOFERANERSNT=E [method is not intended for use with alcohols, measured
DTIFELAY, C12-18 DEFEE TAESN-REFRIDIE |adsorption coefficients in the range C12-18 (van
(van Compernolle et al, EIRIER) (&, REANTNSDHEIZ [Compernolle et al, in press) suggest that this method is
BEUITHAHZLEZTRELTLS, relevant for these substances.
BIFE S T= log Kow {ED 4.57 [E, TGD 5tE AiETHEAS |The measured log Kow value of 457 was used in the TGD
e calculation methods.
SRR K-TiE water — soil
2004 2004
Wik Dt GHEE) B2 LAE other (calculation): various methods
SHEREM
R TGD BKMME S E ik Koc = 6330 TGD Hydrophobics method: Koc = 6330
TGD FFBKMEMBE S EE: Koc = 2490 TGD Non-hydrophobics method: ~ Koc = 2490
TGD 7 )La—)LEEHE & Koc = 190 TGD Alcohols method: Koc = 190
SRC PCKOCWIN : Koc = 96 SRC PCKOCWIN method: Koc = 96
et
JERR
EEHEZRa7 ) HIRA CIEREEHY (2) valid with restrictions
SR D ERIRHL HRIN-HESFEZZHAW-HEE, The value was predicted using accepted calculation
methods.
Higd (4) (4)
5| B XAk
&%
34 WFRUEE DR
AEROBIC BIODEGRADATION
AEBRME R 11~14TRE as prescribed by 1.1 - 1.4
CASES
HEE
R RERMEDKADBBRENMEN-OIZ, BE RS ERIC Due to the low water solubility of the test substance, a
FoTH—IZHHSE T, FERLE LB TRESE 1=, Z |homogenous distribution was achieved by ultrasound
DHERFE, SEAEDTOELUAFIRTESLIZTOFY  |dispersion and stabilization by an inert emulsifier. The
L—MELf=/=)LTz/—)L-ZhF T L—B(NP 9,5 EO dispersing agent was nonylphenol ethoxylate additionally
5P0) Ttz HERME LELFILDLER(EL, 1:1TH>  |propoxylated with 5 propyleneoxide units (NP 9,5 EO 5PO0).
= REMEORKREEIL 2 BEY 5 mg/l 12o1=, The ratio of test substance to emulsifier was 1:1. The final
concentrations of test substance were 2 and 5 mg/I.
Bk OECD TAMAAFSA> 301 D "B fEMEKER: /0—X [OECD Guide-line 301 D "Ready Biodegradability: Closed
RARRILERER” Bottle Test”
EEHM 308/ 30 day(s)
HBFER Z D fth: BEKAIETEER S D TR IK other: effluent of predominantly domestic sewage
treatment plant
GLP L\WVE no
AERE{TO-E 1983 1983
HEREL HEFEREE: 1 ml/I (§9 10E3 - 10E5 #AAE/ml) Concentration of inoculum: 1 ml/I (about 10E3 - 10E5
RERAE: 292.8 - 2945 ml cells/ml)
BE:20C Test volume: 292.8 — 294.5 ml
pH: &L Temperature: 20 C
pH: not reported
HERMERE 2mg/l (FRER¥MBLLT) 2 mg/| related to Test substance
5 me/l (FRERMBELLT) 5 mg/| related to Test substance
BREE
BERE °C
( ﬁ?ﬁ)ﬁ@ﬁ?ﬁ&lﬁ%@ ZDh: KT ILEREEE other: Dodecylsulfate
mg/L
SRR A&
SEEEHAE
#E
SENEE®) BB

SRR -1

30H7#1288 %

88 % after 30 day(s)

DRRE-2

15 Bl =74%
30 HfE =88%

15 day(s) =74%
30 day(s) =88%

D ERE-3

DERRE—4

SR R




ERBRLUNDSREE
REHAERVEORER

IV hO—LE DD ERE:

5H=73%
15 H = 80%
30 H =96%

AERYIE (2 mg/1) £, 10BFEI T >60% DR EZRICEL.
- THENRETHIEEZOND, HEREDIFICHRES
NTWBHIEIL 2 mg/| EEDEDTHS, 5 mg/l DRER
BETIK. AEBRREENEER B THo1=. ROFEEN
SEEHESh TV, 5 BRI>53%, 15 EHRE >60%. 30 AR
>60%,

Kinetic of control substance:

5 days = 73%
15 days = 80%
30 days = 96%

The test substance (2 mg/|) attained >60% degradation
within the 10 day window and can therefore be considered
readily biodegradable. The values reported in the results
section are for the 2 mg/I concentration. The 5 mg/Itest
concentration had insufficient residual dissolved oxygen
content. The following results were given, 5 day >53%; 15
day >60%; 30 day >60%.

SNEMEDNT, 148E
DHRE

Z Dt DT OZLMRRBEEN B SN, The following validity criteria were met:
(1) RBERITEIZ, 20%% B2 212D D o1z, (2) XtHBH) | (1) the parallel assays did not differ by more than 20%, (2)
Bl 4B LURICEELANJLITELT=, (3) EFER TS |the reference compound reached the pass level within 14
R DEEFRFEA A, 308KIZ 1.5 mg/| #HZ M DTz, (4) [days, (3) oxygen depletion in the inoculum blank did not
REBRABRANDEEFRREEN. KEEHAEKX T 05 mg/l |exceed 1.5 mg/l after 30 days, and (4) the residual
RBIZTHSEN DT, BiEEABRK T, #ESMN TLY |concentration of oxygen in the test bottle did not fall below
BRFHBEREEX. 5B BELUKE., 05 mg/| RiETHof=. [0.5 mg/l at the lower test concentration. At the higher
test concentration, the reported dissolved oxygen
concentration was below 0.5 mg/| from Day 5 onwards.
et SN readily biodegradable
JERR
EFEERTT ) HIRA CIEREEHY (2) valid with restrictions
{EFETE D HIBT R L HERIE GLP [ISE->TIThNTHELT . ZLTEEESER  [The test was not conducted to GLP and did not meet one
X C. BSHEREDIDEH =L TLVELY, of the validity criteria for the test at the higher test
concentration.
Hig (72) (72)
5| FAXEk
EE 237 :SIDSTYRRAV ML TE B Flag: Critical study for SIDS endpoint
HREEME R 1.1~14THRE as prescribed by 1.1 = 1.4
CASES
HHEE
ER 5EEID/NNITTEEREN. VO—XRRMLRERD S |A five—day bacterial inhibition test was performed under
HTIThNT=, ZOEDIEE Sturm RERT. HERMWE (X, [the conditions of the Closed Bottle Test. In a subsequent
AR IR LR B REANT2AD ARSI, FRERE T |Modified Sturm Test, the test material was added to two
10 mgC/L LB K3I2MA BTz, AV FA—)LIE, HEFES |vessels containing mineral salts medium and activated
NE-EH#IEEhDAEANT-1ARE, HEFESN-EHIERE [sludge to give a nominal test concentration of 10 mgC/L.
HIZINZ TRBEFBRTMNIDL (10 mgC/L)EANT1AR  [Control vessels comprised two containing inoculated
D, 2ERKDBER/MINSED, REREOVMO—I)LDERRIL.  [mineral salts medium alone and one containing inoculated
CO2%ER<L=OI MBI - R T29BRMBEBRINT=, mineral salts plus sodium benzoate (10 mgC/L). Test and
control vessels were aerated for 29 days with air that had
been treated to remove CO2.
Bk OECD TAMAAFSA> 301 B "B 5 EMRER: IB1E OECD Guide-line 301 B "Ready Biodegradability: Modified
Sturm EXER (CO2 HF4&)” Sturm Test (CO2 evolution)”
BRI 298 R 29 day(s)
HEER SEMESEIR. REEHEK, BIMEAL activated sludge, domestic, non—adapted
GLP T—HEL no data
ABRE T F 1996 1996
HEREH HEERPRER S EE : 30 me/l Total solids concentration of inoculum: 30 mg/I
R 21.2-239°C Temperature: 21.2 — 23.9°C
pH: 7.4 - 176 pH: 7.4 -176
HEEMERERE 10 mg/l COD ({LFHMRRFER=E) 10 mg/I related to COD (Chemical Oxygen Demand)
HIRRE
BERE °C
HNEMESLIVEE O REEFEBETR)DL other: Sodium benzoate
[(mg/L)
| SEEBIESE
SEEEHAE

R [ —

RESEE %) HE

| MR RE-1 298129 % 29 % after 29 day(s)
| S FRE-2
SELRE-3 5HME =18% 5day(s) =18%
158 =26% 15 day(s) =26%
29HR =29% 29 day(s) =29%

PREE4

29H# DIV FO— )L TORET CO2 REE (778 BLUY
80.1 mgCO2) (X, CHAIEL AT LDHBEHENTHo/=
(3R ILIBEITK S HHERZKIE = 120 mgCO2) , Xt R
M T4 LRICHELR)LERY , FRRIEC20%% 18
Z (LT o=, HERBAIREF O W IR RIREICRIL
T, EHROEBHEHETAL,

Cumulative CO2 production in the controls after 29 days
(77.8 and 80.1 mgC02) was within the acceptable range for
this assay system (recommended maximum = 120 mgCO2
for a three litre culture). The reference compound reached
the pass level within 14 days and the parallel assays did
not differ by more than 20%. No information is given on
total inorganic carbon levels at the start of the test.

MR Y

ERBRLUNDSREE
BFHERVEDIER




NEMENT, 148E

AVRA—ILYBE DD EE:

Kinetic of control substance:

D FRE 5H=61% 5 days = 61%
15 B =82% 15 days = 82%
29 H = 8% 29 days = 89%
ZDith HRERWE L. HEREABIAIZ <60% D% RL. K> TH [The test substance attained <60% degradation during the
ENMRELEEZLNTL, test period therefore it cannot be considered readily
biodegradable.
Fetl ZDih: B EMETIEAL other: not readily biodegradable
JERR
EEHEZRa7 ) IR CIEREEHY (2) valid with restrictions
S D BRI L l_/‘gﬁ?b\@;—é'l’ri?—gIi#ﬁ%éﬂfb\ﬁb\ﬁﬁ’fpﬁ’(“/ Guideline study although some validation data not reported.
Y
Hi 58
5| AR (47) (47)
iEE

3.5. BOD-5, COD#7=1£BOD-5./CODtt
BOD-5. COD OR RATIO BOD-5/COD

HEBRYMER 1.1~1.4THE As prescribed by 1.1 — 1.4

CASES

HHEE

AR RERME LEIME S T=1 mIDIEFEIEAY., 300 ml BODRKJL [Test chemical and 1 ml of acclimated seed were added to
D20 mDFFKICMZ SN =, REILIZ, TRMSZD |20 ml of dilution water in 300 ml BOD bottles. The bottles
BREFTHEIFKEDEFRL., O—ILEN T, £LT21°C +/- |were then filled to capacity with dilution water, sealed, and
3°CIZT5AMEESN Tz, BODRML D RERBAIAEF D5 |incubated for 5d at 21 C +/- 3 C. Initial concentrations of
ERYERE(X. 0~32 mg/IDFHHET, RILEMEDBIE |test chemical in the BOD bottles ranged from 0 to 3.2 mg/I
(BHBENTEDOIDT—XTITHE) SNT=K~DBAEE |and never exceeded the measured (or in some cases,
. RLTHEZDILITED o1z, BODIL, SHERHARMI DEASE |estimated) water solubility of the chemical. BOD was
R THEIC, EBRABHNDATFRREEDAIEIZE>T|determined by measurement of dissolved oxygen
RESNT=, concentrations in the test vessels at the start and end of

the test period.
BOD5Q & H A& ZDfth: APHA1980 other: APHA 1980
GLP T—HEL no data

BERTE

AEREH

R —

pH:7.1-7.6

RE
2 mg0,/L
BOD/CODLE
ZOFRBOE—DBEMIE. —ED7/)La—/LIZBLT. & [The primary purpose of this study was to determine a
ENTEELESBEORRERET ST, quantitative structure-biodegradability relationship for a
Z Dt series of alcohols.
& 5 B D7 f#336.3% (% ThOD) 36.3% degradation after 5 days (% ThOD)
AR
EEHERa7 (2) HIRft CiEsEMHEHY (2) valid with restrictions
S D HIBrIEHL FEHARSAURER Non-—guideline study.
g (95) (95)
5| FAXEK
EE
RERME R 11~14THRE As prescribed by 1.1 — 1.4
CASES
MESE
ER ZDih:OECDTAMHARS42301D (U/O—XKRARkJLER  |other: Assessed using methods based on OECD Guideline
E%) £92/96/EECHE 5T DANNEXH C4-ED FiE%F FL =7 [301D (Closed Bottle Test) and Procedure C.4-E of the
4 Annex to Directive 92/69/EEC
TKMIBEZDEEBRKCHEEL-EMIERERP(Z,  [Triplicate mixtures containing the test substance at
ERERES mg/L, $EU25 mg/LTREEMBEESL . 35 |nominal concentrations of 5 mg/L and 2.5 mg/L in mineral
DEEYHSEREEEINT-, RERMEDCODIE. 334 [salts medium inoculated with final effluent from a sewage
O3% (Cr(VDASCr (INITETT) LY, B - -0 A—KE & ¥ |treatment plant were incubated for five days. The COD of
BODSMEH A% TOEIEICKYRELT=, the test material was determined by oxidation with an
acid—dichromate mixture using a semi—micro procedure, in
which Cr(VI) is reduced to Cr (III).
GLP T—a5EL no data
HEBEToE
HEFEEERE :5ml/| Concentration of inoculum: 5 ml/|
ABRAE mESL Test volume: not reported
HER S B & 20.4-20.7°C Temperature: 20.4-20.7 C

pH: 7.1-7.6

EE [ —

RE
FHDBODIE0.27 g02/gt=>o1=, FDCODIL2.67 g02/g [The mean BOD was 0.27 g02/g. The mean COD was 2.67
12o71=, BOD:CODLLE(F, 5~ 15%DEFH TH 1=, g02/g. The BOD:COD ratio ranged from 5 to 15%.

R mg0,/L Kalchol 10950 15 M5 HEIBODIL. CODMD10%1=>7=, The mean 5 day BOD of Kalchol 1095 was 10% of its COD.

BOD/CODtb




Zotk

et
JERR
EFEHROT (2) IRt CIEEMEHY (2) valid with restrictions
(S8 O I B AR L
g (48) (48)
5| FA ik
E%E
36 EYiRAEE
BIOACCUMULATION
HEBRYMER 1.1~1.4THE as prescribed by 1.1 - 1.4
CASESE
HHEE
AR log Kowh' 6KEDYEIZRAL T, Veith HIEHEFEBCFIEIZ |For substances with log Kow <6, the Veith et al linear
—RABRAZTHA =, equation was used to estimate BCF. For substances with
log Kow AY6LYKELEDIZEIL TIX Connell and log Kow >6, the parabolic recalculated Connell and Hawker
Hawker M2R AR ZEAL V=, equation was used. This approach is in accordance with
CDFEIFEUHESEREE—FILTLVS, log KowBITEE4.57 |standard EU recommendations.
M. FHEICHLSN T, The measured log Kow value of 4.57 was used in the
calculation.
HiE ZDfth: FHEAE (Veith et al, 1979) other: calculated (Veith et al, 1979)
EXVNE]
SEHE (H)
BERE
Bt HAR
GLP ARV no
HERE(To1-F 2004 2004
SiAE
BRI
HERME IR’

HEMAERCAN S

7

SERA R EE

SETE1TH)

EE [ —

EEESHE ()

SR DIRER Y B R

iR HERR# (BCF) 1530 1530
A~ HE TR
HEESE
K&
!;Ao)mo)ﬁﬂﬁ
10 e
SER DFRTILA—ILDHEEEF. REBDREILIES . FD LI [Predicted values for branched alcohols suggest that

BED=HIC. BET7IILO—ILEYEEMEHEEIIED I |bioconcentration is expected to be slightly lower for

BV EERLZ, branched structures than for linear alcohols of equivalent

HEERPOREDT ILO— )L BREIL. COHEEHBAREE |carbon number.

MTHAEEEKRT S, The natural ability of biochemical systems in the body to
metabolise alcohols may mean that predictions will tend to
be overestimates.

EEHERDT () HIR CIEREEHY (2) valid with restrictions

SEMEDHBTR L HEEE. BHONAHEEZEAVTERINT, The value was predicted using an accepted calculation
method.

H 4 4

5| AR

BE




I EEES | FIEREER (EU-RAR) B3 (EU-RAR)
-1 AADORMESHH
ACUTE TOXICITY TO FISH
%ﬁ%ﬁ%g 1.1~1.4THE as prescribed by 1.1 - 1.4
|§J_l
Bk Bk FDHUSEPA 1975. Method: other: USEPA 1975.
GLP T—H3%L no data
HERE{TOE 1983 1983
BIE, R, HiGE #&: Pimephales promelas (&, %K) Species: Pimephales promelas (Fish, fresh water)
IVRRAE
ABRMEOIIDEE
SHEBEMBE DA E [F0y ves
fER DA R F IR
EEryas.. |
g%ﬁﬁ@ﬁ &, AR, &
ggﬁfﬁﬂ(%ﬁ)f:")@@.ﬁ(
SEYE TORZMHHAR
R
L Adb S8
KR
HEFKDIEZHMHEE
HEBRBER (RUGRES
R EZDIRBE
HEBEMEDBTERFTOR
EE
BEEBE/BRIOEELE
ZTORE
S HE 96BF 96 hour(s)
K flow through
PREEERER: LI\VR Limit Test: no
HEREMH HEBREME Test condition: TEST ORGANISMS
Rt : Pimephales promelas Strain: Pimephales promelas
it #4 %% : Environmental Research Laboratory-Duluth Supplier: Environmental Research Laboratory-Duluth
culture culture
FX: 012¢g Weight: 0.12 g
#5: 30 H th Age: 30 days old
£ EShTUOAN Feeding: not reported
AIALER  F{E SN TLVEL Pretreatment: not reported
RERPDAEE AL Feeding during test: none
xtEREE: 218 Control group: 2 replicates
R, REBR&. ThoDRE STOCK AND TEST SOLUTION AND THEIR
BE R TL PREPARATION
AE BEORE TL Vehicle, solvent: none
Concentration of vehicle, solvent: none
HBEMEDBBRTOREN  WMESNTLVRLY
FHUKR ARYF )L STABILITY OF TEST CHEMICAL SOLUTIONS: not
KR :HEShTULAENL reported
TILA): 422 mg/L DILUTION WATER
F#E: 56.3 mg/L CaCO3 Source: Lake Superior
miEs: HMEREL Aeration: not reported
Alkalinity: 42.2 mg/L
Hardness: 56.3 mg/L CaCO3
HBR TEST SYSTEM
stERA RE SODELHRE Concentrations: 5 different concentrations
AT E HEARDBK MESh TN Renewal of test solution: not reported
RERBI(T REafE Exposure vessel type: Test tanks
EH 2 Number of replicates: 2
B/BYRLE: 2 Fish per replicate: 2
HREREE: 25C Test temperature: 25 C
BRER SAMREED60%E Dissolved oxygen: > 60% of saturation
FEty pH: 7.5 pH mean: 7.5
pHER ZE SRS ML Adjustment of pH: not reported
BT DEE: mERL Intensity of irradiation: not reported
BAER: sRE|mL Photoperiod: not reported
HER/N\SA—42—: B3t TEST PARAMETER: Mortality
YT S: 1,3, 6,12, 24, 48, 72, 9685 IZFET=HVECEE |SAMPLING: Deaths recorded at 1, 3, 6, 12, 24, 48, 72 and
hd 96h.
RERNEREOE=4R)YT KPDILFEMEEEE, & |MONITORING OF TEST SUBSTANCE CONCENTRATION:
BEBELTITNETIDOETRAE SNz, LHOLAEDS, 247 [Concentrations
FHERIE/BONTLVELY, of chemicals in water were measured in each tank
throughout
the test, although analysis results were not provided.
JEFR: M5 DVeith et al. D51 (1983a & 1983b) (&, L
ZEETHY. ZLTRLT a2 B I TS, ShiE Remark: Both Veith et al. citations (1983a and 1983b) have
Brooke et al 1994 [CERESN LD ERULFAE THADTAIRE [the same authors and report the same data. It is likely this
EDEH D, Veith [, HEVNAICBETHHEREMEL. ZL T |is the same study as reported in Brooke et al 1994. Veith
Brooke [F#AICEHT IR EFMEL TS, AR EIN = |reports results for juveniles and Brooke reports results for
12I%. REREENEHAESN=ZEERLTILVSH, #£2 [fry. The publication indicates that test concentrations were
[FERE SN TLVELY, monitored daily, however, the results are not provided.
ok /KA
EH. LESYDAR




FEMBEIN-DEL
EHTRERR UK
ISE11HKE

SAER i [ #0

HREADIRRE

f;ﬂiﬂ'lii%gﬂ)?l'%ﬁ

EEa——

BRERE

EARE

EYF R B

RRECEOR

TR R
B REENT A P [ TR
LC50 = 2.3 mg/I [ auiy .
5 5 _ s Based on measured concentrations
REREICEDC

SR GEE. wEE RESULTS: CONTROL

EBRENRLNDH/% RESh TV
AREINF=HIZE, RTORED, SHHILFTEZRL
;C‘ BRAESNFCEERLTVSA, FERIFEFA T
LY,

Number/% showing adverse effects: not reported

The publication indicates all concentrations were
monitored daily using analytical methods, however, no
results are included.

MEX(CHITHETE

EERE

ZDIMDBEELER

#5 2 (96h-LC50) LC50= 2.3mg/! LC50 = 2.3mg/|
EFEHRa7 (2) HIFRfH TIEFEMEHY (2) valid with restrictions
F—RA3T4 SIDSTURIRAVKIESTEELHER Critical study for SIDS endpoint
(S8 O I B AR L

i

5| FA ik (19) (98) (99) (19) (98) (99)

BEE

5i3§%§ 1.1~14THRE as prescribed by 1.1 - 1.4
|§J_:

Hik 7% T Dith: USEPA 1975. Method: other: USEPA 1975.
GLP T—2%HL no data

HERE(T-F 1975 1975

BIE. R, fieE

& ZFDth: Salmo gairdneri (=< R) . Lepomis
macrochirus (7 )L—F)L)

Species: other: Sa/mo gairdneri (rainbow trout) and
Lepomis macrochirus (bluegill)

IVRRAE

SR E D 5>

T—5%L

no data

TORE

BV Wi

Drt(T

R ikt AR AT F 53

HEREH

g%ﬁ@ﬂ)ﬁﬁ?& IS

gsﬁmmimuw@ﬁ:

SEYETORZ AR

R
Lo AlbE#

FHHKIR

FERKDIEFEMEE

ABRRB (RURES
&) L DIRBE

HEMEOBTRFTOR

EE
BREF/ BRIOEEL
ZTDRE

R 96 fF 96 hour(s)
T3 static
PREEEAER: L\VA Limit Test: no
ER: HAEBRWME X, 7R AKRELT, BHRITMZ 5Nz, |Remark: Test compound was added to each jar in a
avkA—)LAEREN ., ZNIEHERICEASh =7 [solution of acetone. A control which contained the greatest
ELTIFBRIZEVEZEATL =, 10BDAIX. H5HEEF  |amount of acetone introduced into any test was
DEDIHIDRE(ZOTR(F24-10 mg/L, TIL—F)LIE  |conducted. Ten fish were exposed to a range of

_ N 3.2-10 mg/l) &arhA—)LIZRESNT=, concentrations (2.4-10 mg/L for Rainbow trout and 3.2-10

B BN AA T AN, pHIZTEHELHTAT, 21°CTT mg/| for bluegill) and a control. Static bioassays were
IL—FILIZHL, 12°CTZURRIZRLTITHNt=, T IL—|conducted at 21 C for the bluegill and at 12 C for the
FILITFEHERBEFRREN.0 g LU36 mmT, =P TR |rainbow trout, both at a pH of 7.1. The bluegill had a mean
1.2 g T56 mmf=>o7=, weight and length of 1.0 g and 36 mm and the rainbow

trout weighed 1.2 g and was 56 mm in length.
K /KRR

B, ELFYDEK

BEMNBEINT=DAC
EH1EERRUSER
1Z81+5KE

SR P 6

B DIKE

THATEEOHES

l£
_
REEE




EHREE

EYF R B

RRRETCEDR

TR R
$EE: 96RFRILC501X, T IL—FILIE5.05. FLT= T R[& [Result: The 96-h LC50 was 5.05 for bluegill and >4.2 — <
>4.2 - < 5.6 T&H>T=, 6B D/ NA( ATyt A=, R5 [+ [5.6 for rainbow trout. The highest concentrations at which
SNBEIEEENEMN>=FRKEE (NOEC) [, TJL— |there was no discernible effect (NOEC) during the 96-h
FILH3.2 mg/l, ZUIRAM2.4 mg/IfZ21=, FET=F BRI, |bicassay was 3.2 mg/| for the bluegill and 2.4 mg/| for the

SER AITRBBEINBRAGY, BENH ZLTESEE LT, rainbow trout. Prior to death, fish generally became dark

SBETIHEFAHNEN O,

and lethargic and lost equilibrium.
No mortalities were observed in any of the control groups.

REXICHITHECE

BEERIS

ZDIhDEEER
B

#£ 5 (96h-LC50)

LC50 > 4.2 - 5.6mg/I

LC50 > 4.2 - 5.6mg/I|

EREERa7

(2) HRFTEREMEHY

(2) valid with restrictions

F—RET41

SRR DHIHR B

F—RETATRAN, FYKEGEMZ RO RN
E(RALEEEDO R A HD.

Not key study: Other studies (same reliability score)
showing greater toxicity are available

7L

(24)

(24)

| R X Ek
[E%

L

11~14THRE

as prescribed by 1.1 — 1.4

B —1%

Bk

B Z Dt

Method: other

GLP

LIVE

no

HAERET o F

1996

1996

BB, R HiGHE

Species: Oncorhynchus mykiss (Fish, fresh water)

IVRERAE

FRERMBE DDA E

[FRERM B D DA%
s

(AIAY.4

no

Drt(T

HEDHRE R

HEREH

g%ﬁﬁ&@ﬁﬁ% E3-NCS

g%ﬁﬁﬁ*i%f:‘)@,ﬁaﬁi

SEYMETORZ AR

il

CoEER

FIRKE

ERRUK DL 2RI S

HBRBR (RURER
&) L DIRBE

HEMEOBTRFTOR

EE
BREF/ BRIOEEL
ZTDRE

R 96H%fF 96 hour(s)

1K static

FREESRER: L\ Limit Test: no

FiEk COFRMEEERD)—2REBRT. 5RDANDE |Method: In this preliminary toxicity screen, groups of five

BTN —TH, REEWMEICHKEEE0, 032, 1, 3.2, 10, [fish were exposed to the test substance at nominal

32, BEUM00 mg/LICTRBEINT=. AV EA—LEEDHE  |concentrations of 0.1,0.32, 1, 3.2, 10, 32, and 100 mg/L.
SHER A [, FFRKDH. HBWNEREEE DB RICEIT515 | Control groups of fish were placed into dilution water alone
o G ERLCLAILTHCO-40F ST HIRKICANLNT=, & |or dilution water containing HCO-40 at the same level as in

DEZR(L24FEFE EITiTh N, the test medium at the highest concentration.

Observations of the fish were made at 24-hour intervals.

K /KRR

B, ELYDEK

BEMNBEINT=DAC
EH1EERRUSER
1S81+5KE

S ER U P 6

READIKE

THATEEOHES

l£
R I ——

HEEE

SHEE

EYMFHEEERE

RIBERTEDE

HETRIFER
HEERBHBIED, NEICBIHZEEMN, 32 mg/LLLEDE |Result: Sublethal, treatment-related effects were noted at
ETREDHON, TNICENANR—ARUFL—3>, BF A |3.2 mg/L and higher concentrations and included
FREFLE. BELEE, ZLTEHIZAREEMNEEN  |hyperventilation, darkened pigmentation, lethargy and loss

ER T2 TRTOAIERBHI SIS LANICEFZEERLI, of coordination. All fish were adversely affected within 15

minutes of exposure.

REXICHITHECE

EERIS

ZDIhDEEER




- NOEC = 1 mg/| NOEC = 1 mg/I
#&3R (96h-LCS50) LC50 = 5.7 mg/I LC50 = 5.7 mg/I
EEHRIT (2) #HIRf CIEREMHY (2) valid with restrictions
F—RET41

F—REATAHABRTIEALY: KYKELEMZERLTLISZ | Not key study: Other studies (same reliability score)

(SO LI AR DDOREBR(ECEEER AT AR AREETH D, showing greater toxicity are available
Hi
5| FAXER (49) (49)
BEE
'ﬁ%ﬁ%ﬁ 11~14THE as prescribed by 1.1 - 1.4
& —
Hi& Hik D Method: other
GLP T340 no data
HERZEIT o5 1979 1979
B8, R HEEE #&: Alburnus alburnus (£, FA10) Species: Alburnus alburnus (Fish, estuary)
IVRRAVE
SHEBRME DS DE
HEMEDO S E T—2%HL no data
EROHE T F R

HEREH
g%ﬁﬁéﬂ)ﬁ . KR, &

g%ﬁmmiﬁtuwﬁ\ﬁ:

SEYE ORI MHHAR
ER

L AEEH

|7 FRUKIR
HFOKDILFEMHEE
HERA R (RURES
R EZDIREE
HEBMEOBERFITOR
E

BREEF/ BRIOEEL
TDEE

AR 96 fF 96 hour(s)

1EK static

PRAEEEAER: LM\MVE Limit Test: no

Fik AEDOFRTREEA., IEKEHTITHh N =, RERIEL |Method: The acute mortality tests were carried out under
BKEH6DDEE LI FA— L TIThN Tz, 1I0lED A |static conditions. Tests were carried out in at least six
BREIZRESINT=, KlIpH 7.9TI0°CIZ#iF SN 1=, concentrations and one control. Ten fish were exposed to
AR CCICERESNIREX. P& (Linden et al 1979) |each concentration. Water was maintained at pH 7.9 and 10

HEBRAR IZEShfz, LhL. % DFFE (Bengtsson et al 1984) |C.
(_i\ BIZREBREIN=IEHETILa—IILIZHTHHD T, &Y |Remark: This entry was originally reported in Linden et al
M EREIREL TS, 1979. However, the later study (Bengtsson et al 1984) is

specific to the aliphatic alcohols which were tested and
provides more detail.

HOKEE/HBOKERE

S BN YDRE
FZEIBEEINDLC
LH1RERRUREX
IZBI1T5KE

S ERR B E0EE
RBH D REE
THAEREDHER
5 |
HEEE
FRRE

EX T
Y Y AmE J0ES
HhEtHIER

AR
MEXIZHITEHFELTE
BEERG
%{21&0)25%%5%
oAl

#&R (96h-LC50) LC50 = 7.2mg/| LC50 = 7.2mg/!|

EEHEXa7 (2) HIFRf CIEFEHEHY (2) valid with restrictions
F—RET4

F—RATAHBRTIEELY: KYKXZLEMETOFDMD | Not key study: Other studies (same reliability score) but

(5B O 2R S HRER(EICEEERI7)IHMARETH D, with greater toxicity are available

H 5L
| P Sk (15) (62) (15) (62)
=

T =s

Eﬁ%ﬁ?@ﬁ 1.1~14THRE as prescribed by 1.1 - 1.4
R —1%
Hix Fik: ZDhth Method: other
GLP T—A%L no data

HEBRET-F




R R fieE

Species: Leuciscus idus (Fish, fresh water)

I RKRAVE

SHBRYME DT DE &

T—2%L

no data

EERME DA R

Dpdiny

LD AN; il r:

g%ﬁﬁwﬁﬁ% TR &

HEREH

g%ﬁﬁ*i%fwﬂ)ﬁﬁs

SEMETORZEHAR

0=}
L AL EH

FRKE

FRKDIELENEE

HRBR(RURER
&) L DEIABLE

HABRYMEDOBRRPTOR
EfE

BRBA BRI OEREL

ZTDRE

S 48 BFAS 48 hour(s)
1E5K static
PRAEEEAER : LA\VE Limit Test:no
Hik K-BIKFBRDBRE. 17T ytA (5 )L—TFL) D |Method: German standard methods for the examination of
=ODRAYDIZERE AT T HKPMEDFZE DA |water, waste water and sludge; bioassays (group L);
7E (FEtBR) (L15) determination of the effect of substances in water on fish—

e " HBRIEILOECDA AR5 4220314 Y, fish test (L15).

B R COBERIE. T2 RMESDIEOEMNRMNSDE  |Test method corresponds to OECD Guideline 203.
DTHAHH, OECDIZHE S EMNFERINTIND, EESHT=Y |Remark: This information is from a 1 page summary of the
10IED A, FELEEIL, DAKED 240/ T EIZEE 8RS TLY |full report but an OECD standard method was used. 10 fish
%, per concentration. Mortalities are recorded at least at 24

hour intervals.

oK /MK SR

EH EREYDRK

FENBEINDL
EVTRERRUAER
ISB135KE

BRI P 0

FREADIRE

FHNEREOHEA

P2

RE R

EE I —

ES: e

eV EINEA kS

RBERECEDE

HRETAIEER

ER

RMEXICHITHETE

EERIG

ZOMDEERER

ﬁnm

#% 8 (96h-LC50)

LCO = 5.6 mg/I
LC50 = 8.4mg/|
LC100 = 11mg/I

LCO = 5.6 mg/I
LC50 = 8.4mg/I
LC100 = 11mg/I

EREERa7

(2) HRFTEEEHY

(2) valid with restrictions

F—RETA

SRR DHIHTIR AL

F—RATARBTIEAEL: KURBRVLEEEZRLTLSZED
thDRER(BICIEBEMERI7—)IFIHTRETH S,

Not key study: Other studies (same reliability score)
showing greater toxicity are available

H g

T =s

[ A 3¢k

(44)

(44)

BE

SERYE

11~14THRE

as prescribed by 1.1 — 1.4

E—1
Bk

Bk ZDh

Method: other

GLP

(AIAY.4

no

HERE(T oI

2005

2005

fiE, R BGH

IVRRAE

HBRME DT DE R

(AAY.4

BRI E D Tk

DTHDT

FRR QIS AR AT F 32

g%ﬁﬁwﬁﬁ% TR &

HEREH

HBRAKESHYDRAK

S
SEMETORZEHAR
biE S

b1
L AL EH

FRKE

ERAKDIEFHEE




HBRRB (RURES
&) LZ DR E

HBRMEDBRRPTOR

EE
BEEBE/ARIOERELS

ZTORE

REDH

A

AR

FTRTOHERD7ILO—/LICEL. RRBEEATERT D
TH5H3, %Lti&%‘—éhn\éﬁﬁﬁrﬁm i‘.‘:‘iﬁl:;‘%?ﬁ\T
FBDIZETIVIZLTHDITARATORS D, FRIShIEE

DEEHEERL TS, EERIKEEMIC %L‘C,:eﬁ#!“
ERRDEEDETILHEBEIN TS, BESNZRKS

DEEFEEINT, ZLTLC0E 52 5LFREhEIA
FIEE | (BSMAERIERE. LLS0ERIBESN TV AR
ogghfzocont_—‘r“)u:g'jwc EEMOEHENT AR

CDETILADANDORITHKDTL—UF I T, Th
[FE11-14IEORBIZH-TLVS,

For all commercial alcohols, various chain lengths will be
present, and the loading rate reported represents the sum
of the predicted effects of all components that have been
modelled to dissolve in the medium. For complex liquid
mixtures, a model of solubility and effects of the
components was set up. The effects of the dissolved
components are summed, and a ’loading rate’ found which
is predicted to give the LC50 (expressed as the lethal
loading rate LL50). Based on this model, the properties of
the mixture can be predicted.

A key input to this model is the compositional breakdown,
which follows the description given in section 1.1-1.4.

K /KR

EH NESEVOAK

ZEMREINT=DAKC
EH1RERRUSER
1ZH1+5KE

SABRm % 0

I DIKE

?Yﬂlﬁllmlﬁl*wd'ﬁﬁ

RMEBXICHITHETE

BEERE

ZDDERTIER
!ﬁ:kluﬂﬂ
#% 2 (96h-LC50)

LC50=1.9 F&IE mg/

LC50 = 1.9 calculatedmg/|

ERRa7

(@) HR T TEEEHY

(2) valid with restrictions

F—RET4

{EREMEDHIHTAR L

EE. RILFTIL-IR—F43=VF - ETIWNEFE>TTH
SO T, BMHLER S HERIITRITESA TV,

The value was predicted using a multiple partitioning
model, supported by additional validation.

H it

K==

| A 3

3

3)

EE

4-2 KEJEHBU~OZMESHEBIZIEIDO D)

ACUTE TOXICITY TO

AQUATIC INVERTEBRATES (DAPHNIA)

;t%ﬁ%ﬁ

11~14THRE

as prescribed by 1.1 - 1.4

—1t&

75,£

7:711% Z Dt

Method: other

GLP

—5%L

no data

SEREIT o

EIRE. R BGE

#&: Daphnia magna (BR3%EE)

Species: Daphnia magna (Crustacea)

I/FT*{/F

KIDEE

T—5%L

no data

iiWabes

T DY

EHTF 2

ut%ﬁifmaﬁ_ﬁ Eips

G Wby
SEYME TORZMHHAR

R
SAER B 46 B OD e i i

FIRKE

FERKDILFEMEE

ABRRB (RURES
&) EZDIRBE

%%%Eo);‘@f&q:fa)?

BERBR/ ARIDOERELE

TORE

EE

REHH

48R

48 hour(s)




A

1EK

PREEEAER: LMNZ

ik K-BK-FBROBRE. N\ATytA(JIL—TL)
DE=HDRAYDERES % IS0 aIZ/T 2K MEDE
BOAE (FI7=TiEHHER) (L11)

ZMAEIFXOECD Guideline 202, part 1&£ET 5,

IR BNLGRE, TURRAUMIEXBE, COER
[ AFTELUIS-REGREEDI1EOEHRNSD
%},o)‘chéh& OECDAZER EMNEAIN TV =, IREHT-
L)20%E,

static

Limit Test: no

Method: German standard methods for the examination of
water, waste water and sludge; bioassays (group L);
determination of the effect of substances in water on
microcrustaceans (Daphnia Shorttime Test)(L11).

This method corresponds to the OECD Guideline 202, part
Remark: Static exposures. Endpoint was immobilization.
This information is from a 1 page summary of the full
report which is not available but an OECD standard
method was used. 20 animals per concentration.

—

EH, 1ELHYDRER
A

SR EFZEHNBEIN
=V 1 RERICH
1+5KE

BRI B

HREADIKRE

f;i’ﬂiﬂlli;"%fﬁa)?l'ﬁﬁ

Eaa—— |

BRERE

FHRE

ik B 2

LR ABEAOR

X
RMBRIZH TS RIGIEE
L

MEXICHTDRIEDH

LHDEE
ok

#& R (48h—-EC50)

ECO = .3 mg/I
EC50 = 2.9 mg/I
EC100 = 29 mg/I

ECO = .3 mg/I
EC50 = 2.9 mg/I|
EC100 = 29 mg/I|

EEHERa7 (2) #HIRft ClEREMEHY (2) valid with restrictions
F—RETA SIDSTYRRAV M E-TEELHER Critical study for SIDS endpoint
(S5 D HIETARHL

Hi

5| XK (42) (42)

[

REEY 1.1~14THRE as prescribed by 1.1 - 1.4
R —1%

HiE Hik: ZDih Method: other

GLP T—3%L no data

HERE{To-E 1984 1984

EYE, R, BHiGE #&: Nitocra spinipes (FR7%%E) Species: Nitocra spinipes (Crustacea)
IVRRA b

FRERMBE DDA E

REMEOLAE T—2HL no data

ER ORI F R

BRI

HEREMORR. ATl

B, BREA %

SEYE TORZ MR

k=S

| BR BH 45 B OD B RS

FHEKE

HRKDILZEHMEE

HEBRBER(RUGRES

R EZDIRBE

ABRMEDBRPTOR
EfE

REEE/BRIOERE

TDRE
REHE 96 96 hour(s)
1EJK static
FRERERER: LIV Limit Test: no
FiE BUEORTERABRIFHULEEHIZTITHONT=, 5% [Method: The acute mortality tests were carried out under
BRIFDHEL6DDEEELI DDAV MA—LTITH Nz, [static conditions. Tests were carried out in at least six
0 DEBSHEYMNE EEICRESINT=, KiXpH 79T |concentrations and one control. Twenty invertebrates were
10°CIc#EiFSnT=, exposed to each concentration. Water was maintained at
HERAHX pH 7.9 and 10 C.

AR CCICE#ESN-FAEE. A& (Linden et al
1979) ICfR&EShT=,

LAL. #DFFAZE (Bengtsson et al 1984) (L. HFIZEHERSH
FRERATE 7 ILa— LIS T 51D T, LYFFEHMLIERER
#“LTWS,

Remark: This entry was originally reported in Linden et al
1979. However, the later study (Bengtsson et al 1984) is
specific to the aliphatic alcohols which were tested and
provides more detail.
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ﬂ;iﬁiﬂllﬁi;%ﬁd)?rﬁﬁ

RERE

FAEE

b5 K B 4

?F:&Mﬁiﬁlﬂ)i

R
‘THEIZ( BITARIGITR
EpaN

HMEREICHITDRIEDE
LAEDEE

bt 5ODREELIVFA— LA RSN =,

et
#& B(48h—EC50) LC50 = 3.1mg/| LC50 = 3.1mg/!
EEERa7 (2) #HIRft ClEREMHY (2) valid with restrictions
*—2R3T4
F—RATAABRTIEALY: KYsELVEHEZERLTLVT, 4 |Not key study: Other studies (same reliability score)
FEMTEYRRTERIN-ZDMDAERFCIELEME AT [showing greater toxicity and with standard test organisms
{EFETE D I BT AR L TDFIRATRETH B, are available
EES
5| FXER (15) (62) (15) (62)
IS
%ﬁ%ﬁ%ﬁ 1.1~1.4THE as prescribed by 1.1 - 1.4
Bl—
ik Hik: ZDih: USEPA 1975. Method: other: USEPA 1975.
GLP T—HREL no data
SHERZEIT o= 1976 1976
EYIE, R, HEE Daphnia magna (FR3%%E) Daphnia magna (Crustacea)
IRRA ./I~
FRERYEDIMOEE (LR no
_ﬁi%ﬁ%ﬁ@ﬂ Wb
EROHE R FIE
SEREM
uT%ﬁE%Oﬁ_ﬁ i
B, %A
%*HEWE'C@@&’&%C@
EEES
| 5B BF 4 By OD B )
|7 FRUKIR
HFOKDILFEMHEE
HERA R (RURES
R EZDIREE
ﬁ%;%go)f@fﬁq"fa)f
lﬁﬁ*ﬂ’]ﬁ”/lﬁﬁ”@*ﬁ’“ﬁ&
TORE
AEDe
R 4885 48 hour(s)
1K static
PREEEER  ArL Limit Test: no
SER: ALK TDNAA Ty AD, 2ENESS (F41(F22°C |Remark: Static bioassays were conducted using replicate
2SI hi) 2 FE->TiThhi-, REBEHT-YEET15/LD |vessels, which were maintained at 22 C. Five daphnids
. . A IZFIZALFOL 10M3NZ =%, 304 LAAIZ. 5PEAM X |(less than 24 hours old) were randomly assigned to each
HERAR DU (4BREE R A, BHBREBRICSTUF LIZE|UIR |test vessel within 30 minutes after ALFOL 10 was added

for a total of 15 Daphnia per concentration. Five
concentrations plus control were tested.

B, 1IELEY DR
LM

MEBXEFZENHTIN
Tz EE T RERICH
1+%5KE

SBR[ €0

HREADIRRE

f;i’ﬂiﬂllﬁ;"%fﬁﬂ)?l'%ﬁ

R REE

FEa——

FHRE

Llﬁﬂﬁiﬁ

i¥
JT;EE( IBIFARIGER

HEXICH T DRI D

et
_ NOEC = 2.8mg/I| NOEC = 2.8mg/I
#ER(48h-EC50) LG50 = 6.5mg/I LC50 = 6.5mg/|
EEHRIT7 (2) #HIRf CiEREMHY (2) valid with restrictions
F—RET4
S35 D HIETARHL
F—REATARERTIFHELY: KYRWEHEZRLTLSZFD |Not key study: Other studies (same reliability score)

i

tDORBREICEEERI 7L FATEETHS.

showing greater toxicity are available




[EIAE [25) [25) |
lE= [ [ |
SHEME 11~1ATRE as prescribed by 1.1 — 1.4

& —1

Bk ik FDh Method: other

GLP [RIAYH no

ABRET-F 2005 2005

EYiE, Rk, HIEE

IRRAE

ERERME DD DERE [\ X no

SHEMEDL A E

RO T FE

HBREVOER. 71
B, BEA %

HEREH

SEYE TORZMHEAR

R
SLERBHBA B D B [ 5

FERKIER

ERKDILFEE

HBARR (RURESR
&) L2 DR E

ABRMEDBFRPTOR
EE

BRBE/ AR DEEE
ZORE

EI

HABAH

ETOHRTIILI—VAICELT, AL RRERAEE
L. ZL TS -BmEE L. BRICSERT H-0ICE
TIEShTLS, S TORRERD FRlSh-2£EES
HLELDERL TV D, EHTESRIKISOVT, BRE
ROBRELZEDETIVIMEGNT, BRESN-BRE
ROTEFIEHEEIN, ZLTLC0E 52 5LFHlEh D,
BFNEE (BUERRLRE, LLS0ERB SN D) hiRHLN
%, COETIVIZEDIE BEMORMAFATEETSH
2. COETILADAADRIT, BREDIL—9FI0T
HY. ETNIFFE11-14EICEB ORI >TLNS,

For all commercial alcohols, various chain lengths will be
present, and the loading rate reported represents the sum
of the predicted effects of all components that have been
modelled to dissolve in the medium. For complex liquid
mixtures, a model of solubility and effects of the
components

was set up. The effects of the dissolved components are
summed, and a 'loading rate’ found which is predicted to
give the LC50 (expressed as the lethal loading rate LL50).
Based on this model, the properties of the mixture can be
predicted.

A key input to this model is the compositional breakdown,
which follows the description given in section 1.1-1.4.

EE. TELUORR
e

HEBREZEANBRESN
DK ELTRERIZE
1T5KE

S ER R FE 6

READIKE

fl;i’ﬂiﬂllii%fﬁd)?r%ﬁ

RrEE

a—— |

EHRE

ik B 2

%Eﬁiﬂ(ﬂﬁ%ﬁ@i

SRR
MEEICETHRISITEH
Eba

MEXIZETDRIEDH
LAEDEE

ik
#E (48h—EC50) EC50 = 2.1 mg/| EtEIE EC50 = 2.1 calculated mg/!
EEHERa7 (2) HIRft CiEsEMEHY (2) valid with restrictions
F—RET1
EIE. RILFTILIR—F42 3= T ETILTTEISN. 4| The value was predicted using a multiple partitioning model,
(S D HIBFAR L ROZYMHERTEMTSh TS, supported by additional validation.
EE3
5| FXCER @) @)
|{EE

TOXICITY TO AQUAT

4-3 KEEM~DOEME (BIZILEE)

C PLANTS e. g. ALGAE

SERYE

11~14THRE

as prescribed by 1.1 — 1.4

E—1

A&

ZDM: V—R7o0R/FFR$ R

other: read—across/expert judgement

GLP

(AIAY.4

SERZEIT oI5

2005

no
2005

EYIE, R, HiGE

IVRRAVE

SHEGEHICAN-T—
DB

BB oY

SR E D 5>

Ddiny

7534
LT AN

132
HEREH
HERIEER TOEER RS
BAHE




BEONBEREDOHER
0597

SEYME TORZMHAR
#aR

FEHKIR

Y T
HEBRRB (RURES
&) LZ DR E

AENHDOEEFTOR

EE
BN/ BRIDERELE
TDRE

REHM
FiE BEAMICE—DORFERFED7ILO—ILDEM [Method: The acute toxicity of essentially single carbon
SN, TOMDFEEERREICRT S, BIESNT=. ALY |chain length alcohols has been estimated by expert
[EFAESNERESEICLT, EMRDOHFFEIZESTK |judgement, with reference to measured and predicted
Hbhtz, results for other trophic levels.
R#E7ILa—IL-hTT—2KOF BT E4GRIET—4  |Examination of the available measured data across the long
DFEET. BFEDEC50EIX, S22 aMEC50(ZEE R T, [@ [chain alcohols Category suggests that algal EC50 values
LB, BLLIEE FIELZEATRIEENT=, LHL. 2D |are of the same order of magnitude, or slightly lower, than

StER St $5U¥Eﬁllliﬁll$5§¥1¥b§0%$&5° H-T, HEFES [the Daphnia EC50 values. However, there must always be

AR=R/J = Ni-BEFEDOEC50(L., FFTRBRINTLNSD, COWHEIZE [uncertainty in such read across, so the estimated algal
LT, FIAAREAID asMERIK. ETILIEICE>THE |EC50 has been stated as a range. For this substance, the
ESh T3, available Daphnia toxicity result is estimated by modelling.
ZDETIADAHIDRIE, HEDTL—IFHTHY. |A key input to this model is the compositional breakdown,
FNIEFII- 14 HOABRICRE-TLNS, which follows the description given in section 1.1-1.4.

BRERODLGELT1E
2B B ERBAIREF &R
TEOKE

BRI P 0

FREADIRE

THANCREOHNRS

P2

BEEE

EE [ —

ES: NI

[ | K5

ERMEER®)

FRERICEITHERE

#®
ZOMEREER

SRR

HEEXTOEREEYSH,

MEXEICHITDRIEDH
LEDEE

LISMNIRSEHTHAHA, R EREOHBRYEDHFET
1255, ALN\ITUT7 OBRBRDEBREREEVAESN

Zo

T
EC10: 5tEEh iz me/l EC10: calculated mg/I
#aR (Er050) EC50: #5 1 - 10 mg/| EC50: ca. 1 - 10 me/I
#&5R (NOEC)
EEHERa7 (2) HIRRft ClEsEMEHY (2) valid with restrictions
F—RETA SIDSTYRRAV M EoTEELHER Critical study for SIDS endpoint
ElE. T—2tyr2BIZh -2 8IET—2IZED<#RE% |The value was predicted using read across and expert
Lz LT, EBHLEMROHELEF>TFRISN T, judgement with validation based on measured data across
SO HBTR L the data set.
EES
5| FAXEk (6) (6)
=
4-4 WEM~OEMHEBIZIENITYT)
TOXICITY TO MICROORGANISMS e. g. BACTERIA
l%_i]t%ﬁflfgg 11~14TRE as prescribed by 1.1 - 1.4
Ak Bk ZDith Method: other
HERDIELE
GLP T—HEL no data
HEBREITo-F
£iE #&:  Pseudomonas putida (/NITV)T) Species: Pseudomonas putida (Bacteria)
RENEOLTOEE |T—2EL no data
HEBRME O A E
EE 3 30 5 30 minute(s)
Fik K-BKBREDRE. N (AT vEA(TIL—TL) [Method: K-BEK-ZSvCDRE, N(FT7vEA (T I)L—
DI=ODEAYDIZHE S 3% : BEK H'Pseudomonas putida® |FL) DT=OD KAV DIBHEF i% : B /K h’Pseudomonas
BFHBEIHT S22 0BIE (L27) . DIN 38412 part  |putidaDEEFH B £ HNHI T D822 MBI (L27) . DIN 38412
27, part 27,
B TINA—REEBFRBELTEZONTWSNITYTEE [V a—REEBRRBLLTEZON TSN T TEE
HERE BOEBERFRHEBEEN. 307 DEMBERICAEINT, Th|ROBKEESN. 300 DEMEFMZICHESNT:, Th

LISMIRSEHTHEA, R EREDRBYEDHFET
1255, ALN\ITUT7 DBERDBFEEEVAESN

Zo




e

EE3E ECO = 10000 mg/I ECO = 10000 mg/|
ER COERIE. 2 LBREZOEHNRAISDEDTEH [Remark: This information is from a summary of the full
. %o TH/—ILDAREILFIZT mg/ITHD., LI=H>TiB |report. The solubility of Decanol is about 37 mg/|, therefore
ER BRERR(ZEL\T . EC50(LER TEL M 1=, the EC50 was not achieved at the solubility limit.
HEER
#E 5 (EC50%)
EEHEZa7 (2) IRt CIEEMEHY (2) valid with restrictions
F—RET41
S D HIBrIEHL F—RAT(HBREL SBMREAETHEBRIN TLNSZF DM [Not key study: Other studies tested closer to the limit of
H
5| FAXER (41) (41)
|fEE

4-5 KELEY~DIENE

%

CHRONIC TOXICITY TO AQUATIC ORGANISMS

A BADEMESNE

CHRONIC TOXICITY TO FISH

B. KERBHBU~DEMESN

CHRONIC TOXICITY

TO AQUATIC INVERTEBRATES

SHERME

11~14TRE

as prescribed by 1.1 - 1.4

C10 fgfA7)La—IL A-TH/—JL)

CAS No. 112-30-1

Laboratory Dr. Ehrenstorfer—Schafers,
Augsburg, Germany. M5 D A

C10 Fatty alcohol (1-Decanol)

CAS No. 112-30-1

Sample received from Laboratory Dr.
Ehrenstorfer—Schafers, Augsburg, Germany.

m—fE Lot No: 21011 Lot No: 21011
FRE:995% £ 05% Purity: 99.5% *= 0.5 %
. HARSAY REEARDBERZEHSEELZL-OECD |GUIDELINE: OECD 211 with modifications to allow aeration
2:3 211 of exposure media.
GLP [EIR ves
HERZEIT o= 2005 2005
#&: Daphnia magna (FR3%%E) Species: Daphnia magna (Crustacea)
SREREM : Daphnia magna STRAUS, Crustacea, TEST ORGANISMS: Daphnia magna STRAUS, Crustacea,
Cladocera, Cladocera.
5. 4-24B% 55, &R : Umweltbundesamt (K/"VE $RIR1E |Age: 4 — 24 hours old. Origin: Umweltbundesamt (German
AER4EMiE FT) o FR-IMED iR ER T GRER R #) TRAB SN T=REREM ., [Federal Environment Agency). Test organisms bred in the
laboratory of the Fh—-IME (testing facility).
HEBRYMEOSTOEE |HY yes
HERIEH DO TR TOREREE L. HERBRDEE  [ANALYSIS OF TEST MEDIA: All the test concentrations
B ZB3E], (EFER D01 T ILIERREN =, 500 |were sampled for chemical analysis three times a week at
mLIZH TN BB RN AT ICE RS Tz, 24850 |renewal of the test media. A 500 mL aliquot of the fresh
BOROEERZ, BRZE O HEREMN T —ILEN T |solutions was used for analysis. After 24 h, at the next
(B281-5L6-10) . ZLTH SNz, renewal, the aged test liquids were pooled (vessels 1- 5
REME L. T ILDIKBEREN-AFTHUEALK- |and 6-10) and analysed. The analyte was extracted from
SRERMIE DA & EOEL, MU=, A NIREEL T, SHERYIBEEMSTFAIC |the agueous test samples by liquid-liquid partitioning with
e 7 ‘ FOTHEERILE n-FTH/—ILd25%FALVBGC-MSIZ  |n—hexane. After derivatization of the analyte by MSTFA
Fo T, BIEEIT o= ImEEFEMN1.0-100 ug/LOZIP > |measurement was performed by GC-MS using n—
HEEMPORBRIBEEDEEDNT=HIZ. RAEIERE LM |dodecanol-d25 as internal standard. The method was
RN BIN TS, validated for the determination of the test item in Daphnia
test medium in the concentration range of 1.0 — 100 pg/L
IVRRAUL: ZDM: A7, RE. BiEE Endpoint: other: Survival, growth and reproduction rate
TURKRAMEER D Daphnia magnals. # B, BRI |ENDPOINT OBSERVATIONS: The parent Daphnia magna
TEENELLH>TULELD AR OITEIZZDMDEE |were assessed visually daily for immobility and any other
MRV EHESNT =, AEDRTHIZ, RIADRIH., |abnormalities in appearance and behaviour. At study
FTOAINEELEGBATAESN, ZOHETT—2H3 |termination, the length of the adults was measured by
UhR—LEBYIDFhELEB SN Tz, BE —h—IZTHT=IZ |digital photography and image analysis and their statistics
Y FENT=Daphnia magna . SHERER D E B DEREBFIZET | compared with those of the control animals. The newborn
I REDEREEBREINT. ZLTHRYBRINT=. B |Daphnia magna in each beaker were counted at each daily
EREBRTEHEIN=RODIVRRAUCNEEMIZEEEE  |renewal of the test solutions, inspected for abnormalities in
= condition, and removed. The following endpoints observed
IVRRAU+ o B D Daphnia magna DIETE (GiEikAE) in the reproduction test were evaluated quantitatively:

o ¥NE D

o #8YRLHARD Y D AT DEFE

o FLERBFDAEFLTL\ UMD T-YDEFDREHK
o NKJHEME, r

o AN EFIEE

o Mortality (immobility) of parental generation
Daphnia magna

o Age at first brood

o Total number of offspring per replicate

o Cumulative Number of live offspring per
surviving female at the time of recording

o Intrinsic rate of increase, r

o Individual length of adults




R OME R TR

HEF R RELEEOBEROHE. SLUEEEED
L. SE—VRELLTORBRFBBEOAIERE. 1425
WIZ LY ERFRE R (24550 THRIEHEBREEDORD
BT IZ ko=, EIURRAUMIHLT, ATEELISE
[&. EC50, EC20, K UECI0ARE S =, LOECENOEC
[&. ANOVAIZKYETEL. ZDEIWilliams&E . £ LLIE
ToxRatFAY S LIIRESN TS, L/ /8T ARN) Y
IREEIT o1z, RERFERN, BE - RICHEBE RIS
&.avE21—427055LMDToxRat 7 OS5 LEFE AL,
EORBMERDHERET 2TOEYMEHRZERAVSEF
THmEnt=,

STATISTICS: The evaluation of the concentration—effect—
relationships and the calculations of effect concentrations
were based on mean measured initial concentrations as
multiple peak concentrations, as well as on geometric
means between mean measured initial and aged (24h) test
concentrations. For each endpoint, the NOEC, LOEC, and,
if possible, the EC50, EC20 and EC10 were determined. A
LOEC and NOEC were calculated by ANOVA followed by
Williams' test or an appropriate non-parametric test
suggested by the ToxRat program. When the test results
showed a concentration—-response relationship, the data
were analysed by regression using Probit—analysis
assuming log—normal distribution of the values using the
computer program ToxRat program.

SHEREH

BhEIERHOE &
Bh&IDiELE, RE. BhFl
EBXDEHE
ABRRE
pH
[EE
#A8E: Daphnia magna|L . BEHIESEKEFE D% E % T, #E] | FEEDING: The Daphnia magna were fed at each renewal
DEEFICHREES N =, Desmodesmus subspicatusD & [with suspensions of unicellular green algae. The
RERDOEEYHILEBRARINT) X, MEMDI 2 |suspensions of Desmodesmus subspicatus (daily prepared
IAELVA, SRERBAIA#.1- 2382, Cult-Dip combi® Dip from axenic cultures) were controlled analyzed for
Slides (Merck) Z{F > TEB TSNz, /NI T TFEZIL |microbial contamination one and two weeks after test start
SHER M (D15 SR RSN AT, 758 nmTHEELL TRIESHT=, HERE by using “Cult-Dip combi® Dip Slides (Merck)”. No
BRPDELEE (L, 7 mg C/LABLENS15 mg C/LFEZ~  |bacterial contamination was detected. The content of food
& SHEBRHAR S MLz, in the test suspensions, measured as turbidity at 758 nm,
increased during the test from 7 mg C/L equivalents to 15
mg C/L equivalents.
KR
HRKDILFEHIMEE

HBAR (RURESR
&) LT DIREE

REREBOREE HBRARL. RRERDPOABRNEE.
BESNIEHARO D TERB &M (21650 THE#E
FBRILICKY, BRI, BHBRE. TIOUK
BLEROKF vy &5E D ABKOZRBOHSARML
T, ABRAREREHE T O OHHEOFERLIZAFIFT
Hot=. BREBDOBEIT2ATH oI, HitE. BBOA
B L2BRIRE L TLBRSE 1z, SaMS LTIk, TD
FITHEH O KLYRY SN -, RO I 530-100 mLIZE
REhiz, 100~1800 mLADERH 43 [, #i% (200mL) &, &
LTEMRBRAL. ThDTHONSZEEICIETHTRIE
(500mL) FADEHER TSR (1000 mL) DFEIEIZFEH T =,
HEBRAROKZL. ARBBORENEAFIT 5K5121T
btz TEE . BR/EA—rIL—TLE=2Uar - Rby
IN—THIEICHESh ., ZLTHBEMEBAT B0 L.
ZLCHURREHOMBETIMHICOAMITONTz, 3
ERIEMN (L. SRERATICI 28RS IHREE ST,

TEST MEDIUM PREPARATION: Test solutions were
prepared daily by stirring the test substance in test media
under slow stir conditions (21 h) in sterilized mixing
vessels. The mixing vessels were cylindrical brown glass
bottles with teflon covered screw caps, fitted with a drain
port near the bottom for drawing off the test solution. The
volume of the mixing vessels was 2 L. After stirring, the
contents of the vessels were left to settle for 2 h. The
saturated aqueous phase was then taken out of the drain
port. The first fraction 0-100 mL was withdrawn. The
fraction between 100 and 1800 mL was used for rinsing
(200 mL) and filling (1000 mL) the test flasks for toxicity
testing and for analytical measurements (500 mL), if done.
Rinsing of the test vessels was carried out to saturate the
surfaces of the test vessels. After filling, the vessels were
closed immediately by using autoclaved silicone stoppers
and only opened to introduce the test organisms and again
at the renewals of the test media. The test media were
not stored for more than 1 — 2 hours prior to testing

i{(’%%ﬁ@%’i&qlfo)f

E
REEEBRIOERE

12, B R T B Daphnia magna EAEIZFE ST\ DT T DIE
JE, TLCENIABET DB E D HMRICLDEERIHE
lf:ﬁ?'%h RAGBBERZERTE=HICHETH

ZTDREE

REHH 218 21 day(s)
RERZBE . FNFND Daphnia magnald . RERAR100mL |[TEST APPARATUS: Each Daphnia magna was exposed
EAN-BEEZMITH-BEE (ISR T, FHAIZRES  |separately in a numbered vessel flask) containing 100 mL
ht=, of test medium.
KB0AR: F1bkK. EAEE, OECDHAFF12211h [EXPOSURE REGIME: Semi-static, daily renewal. As a
LN®EIEEL T, TRTOHEBRERIL. MBS, JBBESh |deviation from OECD Guideline 211, all test vessels were
FAIZERTERESENT -, A—FIL—TL1=1)ar- R |aerated with sterile filtrated synthetic air: the autoclaved

i ryS—H HILWVASRABEEI 7L —a Vv EBITHEELT-  |silicone stoppers were fitted with fine glass capillaries
RREH KETHITFONT, BRIE, FIRAIHAEBRTRESNTLS |connected to the aeration unit. The aeration was

necessary to avoid severe oxygen depletion due to the
increase of transferred bacteria with growing Daphnia
magna as observed in pre—studies and the associated
oxygen consumption by the degradation of the test
substance.

EHL 1 ELYDORER
£

HEBRFT . FRREELIFO—ILIZHL T, 10x1DEHY
MMERAShT=,

TEST DESIGN: For each test concentration and for the
control 10x1 animals were used.

fREA

AERE. 16/8BRE D BA/BEH AV ILICED N T=,

The vessels were subjected to a light/dark cycle of 16/8
hours.




SEREFENBFEIN
=V EE 1 RERICH
1+3KE

HERPORAREEF200~21.0°COEE T, LDERSIE.
588~657JL Y ADFEH THoIzo TRTDOLELAILIC
BNT, BRI —EL70 %(5.7 mg/L) RFBIZEL BT
ElFAd. FLTREHDpHIF4~95TH 1=,

The test temperature during the test was in the range 20.0
to 21.0°C, the light intensity was in the range 588 to 657
lux. The oxygen saturation never fell below 70 % (5.7
mg/L), and the mean pH was 9.4 to 9.5 at all treatment
levels.

TEAEREOHAS

HEERIEE (L0, 152, 411, 1110, L U3000 pgitER S

Nominal test concentrations were 0, 152, 411, 1110 and

TR E /LTH>T=, 3000 pg test item/L.
FRShzENYDREF RO LW FHRIEREE. Initial mean measured concentrations of freshly prepared
ERRE 1.6, 122, 351, 962, 2800 pg/LT&H 1=, test solutions were 1.6, 122, 351, 962, 2800 pg/L.
SRERBRIARS C R R A 12 1= (2485R8) 198 E A ER =R E DR [Geometric means of mean measured initial and aged
. ~ DEATT T 1E<LOQ, 23.3, 107, 367, HKU1227 ug/LT |concentrations after 24 h hours were <LOQ, 23.3, 107, 367
FRREDFHM Hot=o and 1227 pg/L.
RIEWKHEH
REEFH

HMEXIZHTDRISITH
EpaN

M
HEBROZ LM
RBR EF. ARRUVEET—4 Result: SURVIVAL, GROWTH AND REPRODUCTION
" TAMNER 4£HFE HE RYOOEERD (DATA
[
RERE (%) (&) Testitem  Survival Growth  Age at
(ug/L) i) £ SD Y + SD Nominal conc. (%) (length) first brood
(mm) (2) (ug/L) Mean £ SD Mean = SD
Fofiichic3 100 541 =022 89 = 0.74 (mm) (days)
152 100 552 = 0.19 9.2 = 0.79 Control 100 541 =022 89 = 0.74
411 100 543 = 0.21 9.0 = 0.82 152 100 552 = 0.19 9.2 = 0.79
1110 100 5.26 += 0.38 9.4 = 097 411 100 543 = 0.21 9.0 = 0.82
3000 0 n.d. n.d. 1110 100 5.26 = 0.38 9.4 + 097
3000 0 n.d. n.d.
TANEE MIkHzYD  NRGEME
RERE EFH Testitem  Cumulative Intrinsic rate of
(ug/L) 15 £+ SD (1/d) nominal offspring per increase r
5 £ SD#) conc. (ug/L) female Mean = SD (1/d)
puichisd 68.1 = 9.5 0.294 = 0.017 Mean =+ SD (#)
152 680 = 56 0.297 %= 0.018 Control 68.1 =95 0.294 = 0.017
411 629 = 58 0.281 = 0.011 152 68.0 = 56 0.297 += 0.018
1110 58.6 = 7.7 * 0.277 & 0.024 * 411 629 = 58 0.281 = 0.011
SERR 3000 n.d. n.d 1110 58.6 = 7.7 x 0.277 & 0.024 *
- 3000 n.d. n.d
* WilliamstREIZHE> TR REELLRLTHEE * significant difference to control according
(a= 0.05, one-sided smaller) Williams—test (a = 0.05, one—sided smaller)
SHEShI-#RE T —4 CALCULATED STATISTICS:
ZAOMHEEICHEE Related to daily initial concentrations:
EC10 =610 pg :RERIEH /L EC10 =610 pg test item/L
EC20 = 1500 pg AERIEH /L EC20 = 1500 ug test item/L
LOEC =960 pg SHERIEB /L LOEC =960 ug test item/L
NOEC =350 pg SHERIEE /L NOEC = 350 pg test item/L
I E R 1< BEE Related to mean measured concentrations:
EC10 =210 pg :RERIEH /L EC10 =210 pg test item/L
EC20 =670 pg SRERIEH /L EC20 =670 pg test item/L
LOEC =370 pg SHERIEB /L LOEC =370 ug test item/L
NOEC =110 pg BABRIEHE /L NOEC = 110 pg test item/L
Hhim
#£ 2 (EC50) EC10 = 210 BIE{E/REME ve/l EC10 = 210 measured/nominal ug/|

#% 8 (NOEC. LOEC)

NOEC = 110 B/ HEE ve/l
LOEC = 370 HIE /R EME ve/l

NOEC = 110 measured/nominal pg/|
LOEC = 370 measured/nominal ug/I

EEHRIT7 (1) #IRRZ<EREtEHY (1)_valid without restriction

F—RET41 SIDSTURIRAV M E-TEELRER Critical study for SIDS endpoint

S35 D FIETIR GLPIZHE > THARSAVRENTHND Guideline study conducted in accordance with GLP.
H

5| FXCER (76) (76)
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4-6 [EEEYM~DEHMHE

TOXICITY TO TERRESTRIAL ORGANISMS

A BRELEYA~DEM

TOXICITY TO TERRESTRIAL PLANTS

B. TEEM~DEM

TOXICITY TO SOIL DWELLING ORGANISMS

C. MDIFMILEELER (REEZET)~DEMN
TOXICITY TO OTHER NON-MAMMALIAN TERRESTRIAL SPECIES (INCLUDING AVIAN)




SERYME

11~14ATHRE

as prescribed by 1.1 — 1.4

R—
ik
HERDIESE
GLP
HEBRET-F
g ZFDMth: Anas platyrhynchos (FEIV) | Colinus virginianus |other: Anas platyrhynchos (duck) and Colinus virginianus
HERMEDOIHDEE
HERMBEORHAE
I RRAVE
R 5B fifl 5 day(s)
& g, SERMICHI-YE SRR EICRE SN, [Method: The animals were exposed to the appropriate
Fhbhn, BICIHEOESRZRERM G, YWD A-STLVELY  |dietary concentrations for five days, and then maintained
_ EfICTH#FIA-, EHEDOEREFLTENABRIAM S  |on toxicant—free diet for an additional three—day
AEREM #|AREERINT, observation period. Symptoms of toxicity and mortality
were recorded daily throughout the study.
[
EEaE LC50 > 10000ppm LC50 > 10000ppm
JERR
EEHEZa7 ) IR CIEREEHY (2) valid with restrictions
F—RET4
(S8 O I B R L
Hif
5| Xk (89) (90) (89) (90)
BEE
Eﬁ%ﬁ?@g 11~14TRE as prescribed by 1.1 — 1.4
R —1%
Z0f: AT EILVICKYERZOREZI4EMER other: The birds were given a single oral dose via
ik capsule,then observed for 14 days.
HERDiEE
GLP
HEBREITo-E
i Z D4Hh: Anas platyrhynchos (ZEJL) other: Anas platyrhynchos (duck)
AEBRMEOLITOEE
HEBRME QLA E
I RRAVE B3t mortality
R
BRI
&R
SitE LD50 > 4640me/kg bw LD50 > 4640mg/kg bw
JERR
EEHEZRaT (2) IR CIEREMEHY (2) valid with restrictions
F—RET1
(S8 O I B AR L
H
5| FA ik (68) (68)
5=

-6-1EEEY~DEHHE

TOXICITY TO SEDIMENT DWELLING ORGANISMS

4-7 EYFHEEET=F)T (BMEHICLLEREEED)

BIOLOGICAL EFFECTS MONITORING (INCLUDING BIOMAGNIFICATIO

HERME

N)

E—1f%

Bk
ABRShHEXITTaY
AT L

BEhLH2E

FERE (T o1

SEREH

#alR

5 am

SERYME D 1T

RIEEHICETAER

EREERa7

F—RAT1

{E3E 1 D HI MR B
HH 8

5| FXXE

#%E

WETHT—HEL

No data to report
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AR BBETI)La—ILIE. TILa— LK REERETIL
TERBKREERICK> T, IEBRICRBIcn D, 7ILa—
IV REERIE A ABOTEESICRohd, 0T
DA LI EBENADTHY . LT, NADPAFIFSNh D
MELNGVDY, RIGEE X EYEL, BER X LLEA I
SN TELT . o THEHEDE—R. BLUE_RT
A= L (E—RTILA—IILDOAEINENVEETHRBEISN
2)EE0 . KELEREEZ T AND, BILICESERY
[E. RENE— /7 IILA—ILDEEITHRISTD7ILTE
R, HANFEZH/RTILI—ILABEILSNBER T &
5%, COBILIZE>TERSNBTILTERE. 7ILTE
F-RikREERICKYSIE T DEENERBICEESN S, 2D
BRLFELNADZMLELL, ZLTAAESFICRON S,

ZFDMDERE, 7ILTEROBILICEE I S RTREEA B
U BICIET IV TERBIEBREI YU FUBIEBER D
%, CNODEEL. /0 —LDTILTERBRILEZRD
ERAMNRESINTIEVSA, ERMICHREYIILTHS.
FNLIE. FADEE)ITTUEEATIND, ISEVAVINY
THY. ZLTRYRAEN BRI, BERTIEA<, KEE
DEDTHD, TILTEFBIEBEREIY U FUBILE S
&, HICEHREEERILT S,

FE: 7V a—IVBUKREERBER ., BB RICIEC

Remark: Fatty alcohols can be metabolized by alcohol
dehydrogenase and aldehyde dehydrogenase to fatty acids.
Alcohol dehydrogenase is found in the soluble fraction of
various tissues. The coenzyme is normally NAD, and
although NADP may be utilized, the rate of the reaction is
slower. The enzyme is relatively non—specific and so
accepts a wide variety of substrates including exogenous
primary and secondary alcohols, with primary alcohols
being metabolized at a faster rate. The product of the
oxidation is the corresponding aldehyde if the substrate is
a primary alcohol or a ketone if a secondary alcohol is
oxidized. The aldehyde produced by this oxidation may be
further oxidized by aldehyde dehydrogenase to the
corresponding acid. This enzyme also requires NAD and is
found in the soluble fraction.

Other enzymes may also be involved in the oxidation of
aldehydes, particularly aldehyde oxidase and xanthine
oxidase. These enzymes are primarily cytosolic, although
microsomal aldehyde oxidase activity has been detected.
They are flavoproteins, containing FAD and also
molybdenum, and the oxygen incorporated is derived from
water rather than oxygen. Aldehyde oxidase and xanthine
oxidase both oxidize a wide variety of substrates.

Occurence: The alcohol dehydrogenase enzyme system is

ER FELTWS, FNIEEM S LV ZFDMDFE (FIZ (X, =5, |ubiquitously present in the plant and animal kingdom. It
T7IMAYRE/— oA I FF H—TFT(V ZDTR, has been specifically identified in man and in different
Syb, YIR, BLUVEOHDIEY) T, B LIZEDIF5H [species e.g. cod, fathead minnows, carp, eel, sardines,
TW3, ZILTERBRKRERLLEFEELTLS, rainbow trout, rat, mice, and several plant sources.
YEEE R EF BRI i %IKJ 53— (Trichogaster |Aldehyde dehydrogenase is also ubiquitously present. First
cosby) DEBIZEWVWT AT Y TH/—ILHBATHTH |pass effect and main enzyme activity: In the caecum of
UEEAN DR BHIRINDE I oT=, FERAE 7 )La—)L— [freshwater gourami (Trichogaster cosby), metabolism of
FILTERF—EDIEED R T, YD R, £IBIE [hexadecanol to hexadecanoic acid occurred during
HTT.ZBBDORISIYBIEERITELVEETIEIDED |absorption. The first reaction in the sequence fatty
T.ZDHER, 7)—OT7ILTERFBREEhEGEMNoT=, 5 |alcohol-aldehyde-acid seems to occur under physiological
rCH, BB T ILa—ILIZEE AR LHERAER T X7 )L . 451 conditions at a much slower rate than the second reaction
r)TY)EYRELTIRIREN D, ER, FHSTHIL, 7. 4 |so that free aldehyde is not detected. Also in rat, fatty
WA SUR RE. DTV, ZFLTA OB EDEYIZHL alcohols are absorbed as fatty acids and fatty acid esters,
T ZORREBTORLBLVTILIA—IL-TNAREPT  |particularly triglycerides. The highest alcohol
F—HEEIIFRICESND, ChEFRBRIZ, £AI1C [dehydrogenase activity for rainbow trout and the carp is
BIT5. FFFTRTOHOADHIE, FfEEMHBITROEND, found in the liver, similar to organisms like man, rhesus
monkey, horse, porpoise, rat, domestic fowl, frog and pike.
In contrast, virtually all ADH in the goldfish is found in the
red and white muscles.
EELEHEME . —EDC4-C167)/)La—ILICBEAL T, RAF [Rates and specificity: For a series of C4—-C16 alcohols, the
DKmiEIE. N 2EKEEEIC. RELFHAZERL. |apparent Km values show a steady decrease with
—AT.BIELOBRRKEEFIREGEDLEL, COZE(FEE  |increasing hydrophobicity, whereas the maximum rates of
FEBOHRBIBEDENIEERICKYZE SN TLY [oxidation remain similar. This suggests that enzyme—
HIEETET S, substrate binding is governed largely by apolar interactions.
EEHEZRa7 () HIR CIEREEHY (2) valid with restrictions
F—RET1
{EFETE D HI BT IR L
H# de Wolf and Parkerton 1999. de Wolf and Parkerton 1999.
5| FA ik (23) (23)
5=
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| FIERESE (EU-RAR)

JR3C (EU-RAR) |

5-1 hFoafx 4O KRB 2
TOXICOKINETICS, METABOLISM, and DISTRIBUTION

HEME A

n-~FH/—)L; n-~"NTB)—)L; n-F 98/ —)b; n-/F/—
W n=FTHh/—Ib; n-AHB8THh/—)L

n—hexanol; n—heptanol; n—octanol; n—nonanol; n—-decanol; n—
octadecanol

CASES

MEE

ER

Hix

FEAAARSA>

GLP#ER

HEBRES Lo F

T B DR

NODAEL. ZOHTI—IZEFENSHC6-CI187 /L
A—LEET BRAG—ERRRRE 7 ILa—ILhS, DY F(C
BVWTT IOV BERIEENMERRTS. TOEELR
EHD=HIZiThhT=,

ARENS keDIEDFUFSIHFDY IL—TH, BEEIC
KYKISEM LR RGBT ILO— L%, &5 E8K#25
mmoles/ Y FITEZ 5N, RERLEMDIZRERID 158
M. READT L0V EEHEMN, BEEESNT, & 5%
24B5RS. REUNEL., F )L an=FEHMHL =,

R RESEBORELT, Hittsh-JLa0=FOET
wESNT=,

These studies were carried out to determine the extent to

which various monohydric aliphatic alcohols, including C6—

C18 alcohols included in this category, form glucuronic acid
conjugates in the rabbit.

Groups of 3 Chinchilla rabbits, about 3 kg in weight, were
administered various alcohols in water by gavage at a dose
level of 25 m.moles/rabbit. The excretion of glucuronic
acids was determined daily in the urine for a week prior to
administration of the test compound to establish a base
line. Following dosing the urine was collected for 24 hours
and the glucuronides extracted.

The results were reported as the amount of extra
glucuronic acid excreted as a % of dose.

BiE

SHERENY) R iR

]

B
1Y (R FTRD
BEE

58

#atF5

RIS S8

BRI

RERARK

TR AR 5

REBEY

RE#&EY CAS No.

R

BEEDWTRLEH#EN-7/)La0=FGREDYHF
DFHE. *(F20C D FHE)ITRDEY,

n-~FEH/—)L 10.3%, n-~"NTFHR/—)L 53%, n-F 9% /—)L
9.5%, n—/F/—IL 41% n-TH/—JL* 3.5% n-F I 52T H
J— Lk 1.6%, n-TH/—)Lén-753/— )L DRI IEF5E

The extra glucuronide excreted as % of dose (average of 3
rabbits, 2 rabbits for *) was as follows:

n—hexanol 10.3%; n—heptanol 5.3%; n—octanol 9.5%; n—
nonanol 4.1%; n—decanol* 3.5%; n—octadecanol* 7.6%. It was
reported that absorpton of n—decanol and n-octadecanol

HERER ETAREYTH =28, ZLTTILI—ILIEEMNDZ E(T |was incomplete and irregular and the alcohol could be
DEETELIENRESNTINS, isolated in quantity from the faeces.
NHDOTILA—ILD, FDMDEFRRNZEILDIFEERIZDLY |No further information on other biotransformation pathways
TOERITEZHEHL L, of these alcohols was provided.

) \
HABEINF-FTRTOE—HKTILa—ILIE, FILoO EEH |All the primary alcohols investigated form glucuronic acid

i ‘RILAEWERAL. RBPICHSh Tz, LALIHIEE®E. |conjugates which are excreted in the urine. However this

faa BREEDU0%THT=, was generally <10% of the dose.

Exatt (2) #HIRfF CIEREMHY (2) valid with restrictions
RERIIL(XEIESh, — BRI LRBIIZEEL.  [Study well documented, meets generally accepted

(SR O I AR YL THEAAVMZIZTANhLNS, scientific principles, acceptable for assessment.
Kamil et al, 1953 Kamil et al, 1953

Hig Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| FA 3k (ST k) (59) (59)

= 239 SIDSTURRA b TEEAHER Flag: Critical study for SIDS endpoint
n~ZAOFIILTILA—IL; n-TILTILA—)L, 572VJJLTFIL [n—octyl alcohol; n—decyl alcohol, lauryl alcohol and cetyl

SHERME L a—JL RU EFIILT7ILO—IL, TRTHEEHESNIL(- alcohol all radiolabelled (1-C14) and >98% pure.

o ClaEhi=, fifE >98%

CASE=S

HHEE

AR

2 |

Dok Y A

SERTLAE

GLPE&

HEBREB Lo F




ik DB

SEDATLRAIIADERSNTZ, 1-C14TIR )Ltz
HERMED, 4RO, #AIFEHE-TEHOKEITD
otz REMEOZBHREECIZ, T TN OBYILIF
KIZLZHMERES D=HICaVTFHICAhSNT=, B
BYR O T BFIC, BI§OLBSN =B LIREN T,
fHgAmREFERAL TR SN Tz, BRIETILUA—AT
KEIEFR) Y LTHEESN ., REDTR—+D—E]
&, METHED EE D=2 IR S THEXIL 1=,

BOHBF. BLVBRFDREDHZENRES Tz, AR
MEORIRIZE 2R ERHDORERESN T,

Groups of 3 hairless mice were used. The 1-C14 labelled
test substances were applied to the dorsal skin using a
plaster for a 24 hour period. Immediately following
application of the test material each animal was placed in a
container to measure expiratory excretion. At the end of
the exposure period the treated area of skin was excised
and dissolved using tissue solubiliser. The carcass was
homogenised in a blender wwith sodium hydroxide. An
aliquot of the homogenate was then dried and combusted
for determination of radioactivity.

The effect of different solvents and concentration of the
solvent was also investigated. The role of skin irritation in
absorption of test substance was also examined.
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SERENY) - R iR

]

HRRRER

T AGRIED)

BE5ES

et F5

ERIcHEShi-8

e

RERAE

TR AR 5

REBEY

RE#BEY CAS No.
=R

S ILT ILa—)L (FE8%) DH it R M HESNT =,
Bz oh iR 52 095%N%, &5 %2485 T, 15 &fH
SEYURE Tz, 0.10%M REBICHEH S =— A T, 0.13%H°
AKAIZBE-T=,

261%[EMER P IZCO2& L THE SN Tz, IRINSh =& I-%t
FTEIEREELTH M SN IIEEMDED LLENITF R HE
WETHD, TNIESHIVIILTILI—ILIZEALTI%THo
T2o TRTOT—AIFEHSNTLEND, AESNI=Z
DD T RTHTILa—)L OIERHE = (X>65%1=>7=,

AR (L, RRERDBEREFITHD L=, RIRE(T, B

Distribution results were reported for lauryl alcohol (98%
pure). 95% of the dose adminstered was recovered from the
application site at 24 hours after dosing. 0.13% remained in
the body while 0.10% was excreted in the urine and faeces.
2.61% was excreted in expired air as CO2. The ratio of the
amount of compound excreted via expired air to the
amount absorbed is the expiratory excretion rat. It was 91%
for lauryl alcohol. The respiratory excretion rates for all the
other alcohols investigated were >65% although all the
actual data is not reported.

Absorption decreased with increasing carbon chain length.

HERHER BBHEN(RITLY AAR—ILA AL, F)IF )L - kL —k|[The absorption rate was investigated in different solvents
(TEC)) TEHARBGMNT=, (squalene, castor oil, triethyl citrate (TEC). The
RFERD—F 932/ — L DR R BIEIRIREE (X50%F= 7=, Z |percutaneous absorption rate of undiluted n—octanol was
NIERITLo R TIFEMLUIA, ARR—ILA A JLASTEC |50%, this was increased in squalene but decreased in
FTCEEAD LTz, SHIEHEBRSN=Z DD T ILI—ILT |castor oil or TEC. This was also reported with the other
PRESh, ZLTIDIERIF. KYELEET., KYBEE |alcohols tested and the tendency was more pronounced at
THhol=. higher concentrations.
RIEFIBMEDERET, BROTRIROIZEICEBIRIIZES The degree of skin irritation was proportionally related to
&LTLM=, the degree of percutaneous absorption.

1R
SOYLTILIA—ILDEB~DEHRDEIZ. 5Z 5N 7= [Following skin application of lauryl alcohol about 2.84 % of
S5 80#2.84 WH RIS =, COWRIRSNTZREED  |the administered dose was absorbed. Of this absorbed
>90%A%, FFK (CO2) R HEiftt S iz, RIFRDIERA. FHER [dose >90% was excreted in expired air (CO2). A similar

i SNF=ZDMOTILaA—IILTER SNz, RUNIE. i FEH |trend was observed with the other alcohols tested.

e ENRGBERBDL. ZLTRBILEEICEESNT=, Absorption decreased with increasing carbon chain length

and was affected by solvent and concentration.

S5t (2) HIFR TIEFEHHY (2) valid with restrictions
REBIXL(XEIESNh, —BALEZLRBIICEEL.  [Study well documented, meets generally accepted

{SHEME 0 | BT AR B TRAAVNMZIZITANLNS, scientific principles, acceptable for assessment.

i g Iwata et al, 1987 Iwata et al, 1987

Hayes Consultancy Service Bromley, Kent

Hayes Consultancy Service Bromley, Kent

5| A XK (FTXX#R)

(55)

(55)

&%

5% :SIDSTURRAUKNE>TEELRER

Flag: Critical study for SIDS endpoint

SERYE %

RESNIAI-TH/—IL

As prescribed 1-decanol

CASES

MEE

R

ik
HiEHARSAY

SERRAE

GLPE &

HEBREB U F

BB

BiiE

SERENY) - R

]

HRRER

F#p




£

SEREN I

8% (BRI FD

BE5ES

HatF5

ERIcHEESni-8

e

RERAE

IRER ARG

REBEY

RE#BIEY CAS No.
=R

HERAER

.-

FARA-TH/—ILEBRIEShTT AF—ILERY . ZhiE

RRICBIESNTTHOBRER D, THUBRITIEIBAEN

?J)Lf#&)bﬁﬁﬁﬁ%’&ﬁ‘ﬂﬁﬁﬁéhéo ThLLEDFEMIE
HB7ELN,

Remark: 1-decanol is oxidised to decanal which is rapidly
oxidised to decanoic acid. Decanoic acid is metabolised via
the fatty acid and tricarboxylic acid pathways. No further
details available.

et
S5t (2) HIRft CiEREMHY (2) valid with restrictions

1-TH/—ILEET . HREEHET ILa—ILDRBDEE [Peer reviewed summary data on the evaluation of the
(S HEIE O 2 AR L HIcBi3 3. EZLEa—Sh=-EHNT—4, metabolism of various aliphatic alcohols including 1-
= decanol.
Hif

5| FA SR (ST 3XER)

(103)

(103)

BE

5-2 2MEEMN
ACUTE TOXICITY

A 2MEROSH

ACUTE ORAL _ TOXICITY

HERYE R g% Alfol 10 Tradename Alfol 10

CASES

HEE

%%}; 1.1~1.4TRE as prescribed by 1.1 — 1.4
ﬁ;f/ﬁ’fpﬁ’fi/ ZDth - SZH AR R D EABR S % other: contract laboratory procedure
GLPE & T—3%L no data

HERETo1-F 1977 1977

=t 2k rat

SUEAR (i) ZDfth: COX-SD other: COX-SD

PRI (M B - F) e/ it male/female

REE

7.96, 12.62, 15.89, 20.00, 31.70 BT 39.91 gm/ke

7.96. 12.62, 15.89, 20.00, 31.70 and 39.91 gm/kg

= L I -

gﬁﬁiﬁ(m') DB | gy som No. of Animals: 60

SR (JE4K) Z DMt KFEIR other: Undiluted

B

A () ]
HExE): 5 vCOX-SD TEST ORGANISMS: rats COX-SD
- R T2 8EL — Source: No data
- BB DARE: 195-274¢ - Weight at study initiation: 195 -274 g
- ZI‘/F‘D—)I/:EL - Controls: no
-8/ VN—7: {EBESE iS5 IT — Number/group: 5SM+5F fasted
®E5: ADMINISTRATION:
- A& 7.96. 12.62, 15.89, 20.00, 31.70, & 1*39.91 - Doses: 7.96, 12.62, 15.89, 20.00, 31.70 and 39.91 gm/kg
gm/kg — Doses per time period: single dose
- /5 EEKS — Volume administered or concentration: Undiluted

. -BEEFLITRE EFR — Post dose observation period: 14 days.
ZTOMDRABREN - BEROEHELM 148
EXAMINATIONS: The animals were observed several times
BRE: ﬁ%(iﬁ%% B.BXUFDERER. —B#HEIEIES |on the day of dosing and daily thereafter. Gross necropsies
Li=c £ B DREEIMN, TRTODEEEST-E1WL. EBREHA  |were performed on all survivors and any animals which died
BHRIZFEELESMIZDOWNTIThl-, £ETE>T-HL DD |during the observation period. Body weights of survivors
AREIL, FRIATICEESRLI=, were recorded prior to sacrifice.
LD50(Z. Litchfield&Wilcoxon®D A ixZEF>THELT=, The LD50 was calculated using the method of Litchfield
and Wilcoxon.
HETFRIN TR

R I —

ZREHTORLH

R

- ELERE: 1B ETE DM,

- Z£FAETO3k=%8:0/10, 2/10, 3/10, 7/10, 7/10,
10/10

MORTALITY:

— Time of death: between days 1 and 7.

- Number of deaths at each dose: 0/10, 2/10, 3/10, 7/10,
7/10, 10/10




ZHEDEMIE. TEDEEDIDFELIFERERL:
BREBOET. SR, TH. B2, HE. EMICxT S
B, BEORE (TEBESIEEN) . £ HMTESS. H&
VHIE, £ZEST-25E DL, 5 D2~108&ICIE
HIZR>tz, FEMNSEEDEAMICT 2188, HIE. H
FURRERDREED, BRHAMEEL T, EY D6 KL

Animals at each dose level displayed one or more of the
following effects: hypoactivity, hypersalivation, diarrhea,
malaise, unthriftness, hypersensitivity to touch, ventral
alopecia (abdominal and perineal areas), generalized
weakness, and emaciation. Twenty—five of the surviving
animals returned to normal 2 to 10 days after dosage.

BRERFTR THo71=,31.70 g/kg bw TDIEEDNAEEZTRY (L. FEHNSE [Moderate to severe hypersensitivity to touch, emaciation
EOREDRVERLZ, and ventral alopecia persisted in the remaining six animals
throughout the observation period. The three survivors at
the 31.7 g/kg bw level experienced moderate to severe
body weight loss.
HRERPIZFETL-21E (L, B, 2IF . FFiE. ffi. BB5E [Twenty—one of the animals which succumbed showed one
NDEM. BOMBEDOULA . $RIREREMEHMAEZTRL  |or more gross abnormalities: congestion of the kidneys,
f=. BRL-B1(3. BRIEDRE ERAEAEARBID R L |adrenals, liver, lungs, stomach and gastrointestinal tract,
#rLiz, erosion of the mucosa of the translucent stomach, and
linear and/or diffuse haemorrhages. Sacrificed animals
revealed a proliferation of the mucosal tissues and
depletion and visceral fatty tissue.
BT R
BRLEFYMDEBHEETIE. BHIEDOUSAMNIIET, |Gross necropsy of the animals sacrificed showed, in one,
JEEA200C T, ZL T TR B DR DN RS54 |erosion, in twenty, proliferation of the mucosal tissues of
2o BYDTIETOREIFFRIX. FISEB T AREAITE  [the translucent stomach, and in three a depletion of the
Mot=, visceral fatty tissue. Necropsy findings in the remaining
11animals did not reveal anything remarkable.
BENGENRE . BTo BRBE~NDRIE POTENTIAL TARGET ORGANS: Stomach, possible
Z Dt irritation of the mucosal lining.
&R
LD50E X [ELC501E LD50= 19500 mg/kg bw LD50= 19500 mg/kg bw

It & D LD501E X [£LC50
EDEVE

7L

None.

#53R: Alfol 1005 YR TOROLD501X19.5 g/ke ((EFBTER
F1£(15.72-24.18)) . ZEZA LN DHIZMNIRE L BHEIE

Conclusion: Rat oral LD50 of Alfol 10 is 19.5 g/kg
(confidence limits (15.72-24.18), possible target organ,

SER stomach mucosa.
S (2) KRR CIEREEHY (2) valid with restrictions
RERIIL(XEIESN, —BALRZHLREIIZEEL.  [Study well documented, meets generally accepted
(SR D LR TEAAVMZZTFANONS, scientific principles, acceptable for assessment.
Scientific Associates, Inc. 1977d Scientific Associates, Inc. 1977d
Wi Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| FA SR (ST 3XER)

(81)

(81)

S

224 :SIDSTURRAV &S TEEAER

Flag: Critical study for SIDS endpoint

HEBRMEH % Alfol 10 Tradename Alfol 10
CASES
EE
SER 11~14TIRFE as prescribed by 1.1 — 1.4
HiE
Hsk  HARSA Z D - SZH BRI DERER G other: contract laboratory procedure
GLP#E & (A4 no
ABRE 1T F 1965 1965
=t 2k rat
HERR (L %4H) Z Db : Holzman albino other: Holzman albino
TR (it - M. I F) i/ male/female
BEE 4.7,6.63, 9.37, 13.24, 18.69, 26.41 g/kg bw 4.7, 6.63, 9.37, 13.24, 18.69, and 26.41 g/kg b.w.
gﬁﬁiﬁ('ﬁﬁﬂ)@?ﬂ% N8 60T No. of Animals: 60
W ($84K) Z DMt : KAIR other: undiluted
5K
#H=HiE (B)
R Svk TEST ORGANISMS: rat
- AR T 440 - Source: no data
- SAERBASAREDIAE : 200-265 g - Weight at study initiation: 200-265 g
- I —TDKRES: 5T ~ Group size:5M+5F
-avka—)L: &L - Controls: no
&5 ADMINISTRATION:
- = 47.6.63.9.37, 13.24, 18.69, 3K 1*26.41 g/kg bw |- Doses: 4.7, 6.63, 9.37, 13.24, 18.69, and 26.41 g/kg b.w.
-5 E[O — Doses per time period: single
ZDMDRERZE A - REEFLIEEE EFR - Volume administered or concentration: undiluted

- REROBRYME: 148

BRE BMEESLAETAUBOER . —EMRETEREK
HMIEIC DLV TSN,

148 OHBHRBICHEV T, TR TOEEES-EMIEE
BEEAELT, BRL. ZLTE2BRENThHh =, LD50
[&. Litchfield:Wilcoxon® ik CatHEH I 1=,

— Post dose observation period: 14 days

EXAMINATIONS: The animals were observed for clinical
signs at regular intervals on the day of dosing and dialy
thereafter. Following the 14 day observation perod all
surviving animals were weighed, sacrificed and gross
necropsies carried out. The LD50 was calculated by the
Litchfield and Wilcoxon method.




HrateP A AL IR

#E
ZHREHTORLH SETEMAL No animals died.
BRELEBIC. EOBWILEZHEDOBIE. F-IEZEEZA |No signs of toxicity or pharmacological effects were
BEEIBRINGN 1=, EAEDIAETIL. FIFRIX. [observed in any of the animals on the day of dosing.
BRE®H 20 L E (TGN Ehof-. EFEDO3FAETIX, 1|Diuresis lasted for less than 72-hours after dosage at the
BREZEOETIE. AR, EH.BE. BLUVMEDEL ST [three lowest test levels. Diuresis, weakness, malaise, and
EMBELMICRONT=, bloody nasal discharge were evident at the three highest
ESERF . FHEOEHDOIREL. 6 BRICESHENIHETIRHDM |doses for less than a week. Posterior ventral hair loss was
a0 Tz BRLEBMTIE IROFISNERE. EESAEEEM |noted at the three highest levels after 6-days. The
=Rz REAEDIEOEYIE. 595 LDIKERET [sacrificed animals showed normal weight gains with one
7=2 exception. One animal at the highest dose level showed a
loss of 5 grams.
BELE-HYOLBEITIINBOEZ IR 5NN |Gross necropsy of the sacrificed animals showed no
T=. BEDELDIRET. SHAEDIHEDT N TNDEIY |abnormalities of the viscera. Loss of hair of the posterior
T IZBAL M o1, ventral surface of the body was evident in all animals at
BT R ;
the three highest levels.
BENGENRE P ENRE AL POTENTIAL TARGET ORGANS: No obvious target organs.
HE A E-HARERIRESIA TINT, TDFH [SEX-SPECIFIC DIFFERENCES: Combined observations
Tt AT EAA oIz, were reported so no conclusion could be drawn.
HEER

LD50fiE X [FLC501E

LD50> 26410 mg/kg bw

LD50> 26410 mg/kg bw

It & D LD501E X [£LC50
EDENE

SER $E5H : Alfol 10Dy MEOLD50(F>26.41 g/kgThH B Conclusion: Rat oral LD50 for Alfol 10 is >26.41 g/kg.
[ L (2) IRt CIEEMEHY (2) valid with restrictions
RERIIL(XEIESh, —BALRZHLREIIZEEL.  [Study well documented, meets generally accepted
(SR D LI AR TEAAVMZIZTFANONS, scientific principles, acceptable for assessment.
Scientific Associates, Inc. 1965¢ Scientific Associates, Inc. 1965¢
s Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| FASCHR (FT3XER)

(78)

(78)

&%
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Flag: Critical study for SIDS endpoint

HREEYME R B &% Lorol C10 Tradename Lorol C10
CASEE
HHEE
SEIR 1.1~1.4THRE as prescribed by 1.1 — 1.4
Hik
Bk AR L0 other
GLP#E & T—4%L no data
SHERZEITOE 1979 1979
=t vk rat
HER (2R Wistar Wistar
¢ AN H3) )13 male
BEE 5 g/kg 5 g/kg
gﬁﬁéﬁ('lﬁll) R %k 10T No. of Animals: 10
A (184K) Zoth:A)—T i other: olive oil
5]
ERZHR (H)
HERENY: TEST ORGANISMS:
- AR T—AEL - Source: No data
- B B — Age: adult
- SAERBAMRAFDIAE : FHKE170 ¢ - Weight at study initiation: mean weight 170 g
-avka—)L: &L - Controls: No
&5 ADMINISTRATION:
rEa s -FAE: 5g/ke - Doses: 5 g/kg
TOMDIHBRSN -5 . HOks — Doses per time period: single dose
-EBEEFEIEEE A)—THPIZT Iml/100eMEE |- Volume administered or concentration: 1ml/100g in olive
- B5#%0OBRLM 148 oil.
— Post dose observation period: 14 days
BRE BRRMMELSE TR
EXAMINATIONS: Clinical signs and mortality.
a0 R
R
FREHTORLHE L IEED I There were no deaths
BERFT R SHIFRFEN ST There were no signs of toxicity.

BItRFT R




ZDfth

LD501iE X I£LC50{E

BENTRNSRE SHORELSLG FEZHRELS
NTVELDT, fERIE T EEMN T,

HE HOANHBRSNT=,

LD50> 5000 mg/kg bw

POTENTIAL TARGET ORGANS: No conclusion could be
drawn as there were no signs of toxicity and no
pathological examination.

SEX-SPECIFIC DIFFERENCES: Males only tested.

LD50> 5000 mg/kg bw

it i D LD501E X [£LC50
EDENE

ER & : Lorol C10MD Sy MEOLD50(E>5 g/kgt= o1 Conclusion: The rat oral LD50 for Lorol C10 was >5 g/kg.
(B EES (2) HIR CIEREEHY (2) valid with restrictions
S D BRI HARSAVRBERETHY., FIHITRRTES Comparable to guideline study with acceptable restrictions.
i g Potokar, 1979 Potokar, 1979

Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent
5| FA Xk (JT3XEk) (53) (71) (53) (71)
e luclid 2000DF THE RSN TS Also referred to in luclid 2000.

B. HERASME
ACUTE INHALATION

TOXICITY

HERMER % Alfol 10 Tradename Alfol 10
CASES
HHEE
IR 1.1~1.4THRE as prescribed by 1.1 — 1.4
HiE
Fsk FARSA Z Dt : 2E S ERERE D EER A % other: contract laboratory protocol
GLPE S T—4%L no data
SERZEIT O 1977 1977
=t vk rat
HBR R ZDOfE:COX-CD other: COX-CD
TR (M. B F) it/ male/female
mEg 71 mg/| 71 mg/|
gﬁﬁiﬁ(ﬁﬂﬂ) R %K. 50T No. of Animals: 5
i ($R4K) ZDH: =Xk other: atmosphere generated as a mist
5]
ERZHAR (A)
RERR  1FRE Exposure time: 1 hour(s)
- BGR  GEEEL TEST ORGANISMS: Rat (COX-SD)
- SAERBAIREFDIKE . 216-253g - Source: not reported.
- B8 mESPT+EsIT - Weight at study initiation: 216-253g
-avbA—JL: %L ~ Number of animals: 5m+5F
- Controls: none
BE 1EEHE, K5 £ 5RE ADMINISTRATION: 1 hour, inhalation, whole body exposure.
- %E@’M?:EZ RELTREZBSINT=. BEDET. W |- Type of exposure: the atmosphere was generated as a
&, BRLERYMEZRET H-OICEkbNT -, mist, following exposure the animals were washed to
N - RE: 71 mg/|E 1B (E=2—3N TLVELY) remove any accumulated test material.
T O DR G - RIEE: DY A X FERBEI TLVELY, — Concentrations: 71 mg/| for 1 hour (not monitored)
- HIFRABRDIEE SAMIR TSI —ZFERALTERS |- Particle size: Droplet size not reported
nit=. — Type or preparation of particles: The mist was generated
- REHOHM 148 using a nebuliser.
— Postexposure period: 14 days
RE - HWE. KRELU0. BIUZEAUBOER ., S8%IC [EXAMINATIONS: The animals were observed frequently on
BRI, £EFELEDIEARELZAEL T, ZLTREH [the day of exposure and daily thereafter. Survivors were
DEHLYIZERISNT, weighed and necropsied at the end of the exposure period.
a0 TR
#E )
FTRTOSYID, 1IBEBORE. BEUZFDEND148 OER [All rats survived the 1 hour exposure and subsequent 14
SEEHTOELY HEMAEFL. day observation period.
RED. T RTOEBYIEREFHOIET. BB K. 7T  [During exposure, all animals displayed hypoactivity and/or
B, FLTHREREL R LU=, 24BETlE. TXTODEY |ataxia, salivation, and gasping. At the 24 hour period, all
A, B, 2. OBYDHNEMRFREGY ., ERDFENERLI=, |animals showed reddened encrustation about the eyes,
FTRTOFMYIE. REHNSIGEEBFETIZEFEIZR A1, & |nose and mouth and a roughened coat. All animals
FeERFT R BROEELHED. FRSNI-READAKEEMETRLTz, |appeared normal within 96 hours following exposure. Final
bodyweight records showed weight gains within the
expected limits.
%%@ﬁggﬂf‘li, FTRTOHYIBEENSFEDMDE [Gross necropsy showed slight to moderate pulmonary
_ mAs, 2ECRIBDEMARSNT=, congestion in all animals and adrenal congestion in 2
BT R animals.

ZDfth

BEMENHRE : TXTOSYNTHNEZEEZ TV

POTENTIAL TARGET ORGANS: The lungs were affected in
all rats.




LD501E X I£LC50{E

LC50> 71 mg/I

LC50> 71 mg/|

it i D LD501E X [£LC50
EDEWNE

$E3/ : Alfol 10(ERF) DS YD 1BEREILC50(E>71 meg/IfE>
fzo REBEFOFMEKICIE, BIE. TLUT/F=(E, EB%
LR, BEUFIREEN HoT-. EHMEITIE. TRT

Conclusion: The rat 1 hour LC50 for Alfol 10 (mist) was >71
mg/I. Signs of intoxication during exposure included
lethargy,and/or ataxia, salivation and gasping. Gross

ER DEMIZFHOEMA RSNz, necropsy revealed congestion of the lungs in all animals.
[EElE (2) #HIRft CiEREMHY (2) valid with restrictions
1S58 D HIBTAR L
Scientific Associates, Inc. 1977a Scientific Associates, Inc. 1977a
g Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| FASCHR (ST 3XEK)

(80)

(80)

&#E

757 :SIDSTURRAU M- TEELRER

Flag: Critical study for SIDS endpoint

C. BMBESME

ACUTE DERMAL TOXICITY

HERYMER % Alfol 10 Tradename Alfol 10
CASES
MEE
AR 1.1~14THE as prescribed by 1.1 — 1.4
Hik
Fsk FARSA Z DMt : 2EHERERE D EER A % other: contract laboratory protocol
GLPEE& T—5%L no data
SEREIT O 1976 1976
N Y5 rabbit
HERR (2R New Zealand white New Zealand white
TR (M. B F) it/ male/female
BES 1,2 R 4 g/ke 1,2 and 4 g/kg
gﬁﬁiﬁ(liﬂl]) RELZ S 16T No. of Animals: 16
SR (381K) FOM: EBEROTILO—ILARBIZLEERSNT- other: Undiluted alcohol spread over skin
s iyt
ERZHAR (A)
REREIY: U T (New Zealand White) TEST ORGANISMS: Rabbit (New Zealand White)
- AR EEEEL - Source: not reported
- @ EREAL - Age: not reported
- RERBRAIARFIAE 24 - 29 ke - Weight at study initiation: 2.4 — 2.9 kg
- —TDHA X RAELERE  #20T+H20C, ZL |- Group size: low dose and high dose 2M+2F and mid dose
THRAE: 4T +if40T 4AM+4F half with intact skin the others with abraded skin.
FRIEGEDOEETRYIXEEDFT-KRIE, - Controls: none
-avka—)L: AL
#B5 J/ELGE DT RIS 2485 2, ADMINISTRATION: 24 hour application to intact and
= HN—SNI B R S (EFAELREE T, BIDIRER  [abraded skin
IZZ®mSINT=, — Area covered: the dose was applied to the trunk of the
-BAE TSRAFVIENAH— animals under occlusion.
- g%#ﬁ‘*ﬂfi*ﬁ — Occlusion: plastic binder
- - BHEHE KRS E 3-4 ml/ke — Vehicle: Applied undiluted.
TOOREBREM -RAE1.2. &V g/ke — Total volume applied: maximum dose 3-4 ml/kg
- ABRMEORE: RAOGYE TRV RSN, BBALILIRUR |- Doses: 1, 2 and 4 g/kg
EDR—IN—FF )L TEM LTz, RIS EMN2T=E D |- Removal of test substance: Excess material was washed
ED#ENTHONT, away and the area dried with absorbent paper towels. An
estimate was made of the the amount of unabsorbed
material.
BRE RCE, 2E5EEOBRKMEIER. SLUEMELT |EXAMINATIONS: Mortality, clinical signs of systemic
DEEDOREH, FELBE14B DEEERMEELCTEE  |toxicity and skin reactions at the application site were
gFShi-, REHLER SR, ZLTI4B HOEEHIZEE8XS |recorded on the day of dosing and throughout the 14 day
iz, TRTOREBMEEFHMILAEZILI=. observation period. Body weights were recorded prior to
dosing and on observation day 14. All decedents and
survivors were subject to gross necropsy.
a0 TR
#E
BT MORTALITY:
- RTRE: TRTOEREHIE. ZFEEIBLAIZELT=, |- Time of death: All deaths occurred within 3 days of
- EHAETORTEH - BIEDEE0/2. 0/485K1U2/2, 52 |exposure.
LHEMTORTEH IT1=F[§0/2, 2/45 &1V 2/2, — Number of deaths at each dose: Intact skin 0/2, 0/4 and
2/2, abraded skin 0/2, 2/4 and 2/2.
REBAOEMIE. RERIE. 2HMICHY, TEFRICH > [Generalised weakness and inactivity in most animals
= £HFELEDDF. REE2BBTIXERIZR Z 1=, Zh|following exposure. Survivors appeared normal at 72hours
LDBIEIE. RIEMITFHT LB TIL, ##8EL. 58F>  |post exposure. These signs persisted and/or intensified in
Tzo £EELE-EBYOREAEIL. SETEEMNFEDIR [animals which eventually died. Final body weights of
BEERER B EEAACTHREDELLL, ZLTEIETEEMNSHE |surviving animals showed slight to moderate loss loss in 3

DREEARLSNT=,

animals, remained constant in 1 animal, and showed slight
to moderate gain in 6 animals.




TR(ZDMIZEEER) DEREDORIE. BHEDEE. Ub
A SEOBFTHI, IR, SSVERR~NOZEHT, 1
YDHZRDETEA . RAICETLEEYICE SN =,

14BRMEEE Y XL, BHELLIC, BROMET D

Dermal irritation as described above. Blanching, erosion
and multiple focal haemorrhages of the gastric mucosa,
haematuria and an accumulation of clear, viscous fluid
within the peritoneal cavity were observed internally in
animals which died prematurely.

Rabbits surviving to 14 days all showed moderate to

BT R BEHES. hENSEEDRENERE (EETHI2-3 cm) % [severe desquamation with multiple interspersed scars at
RUT=, BEEEAICBATHRY DH 2R IEDENZETE MR [the application site (some 2-3 cm in diameter). Internally
ont-, BHIEE. BEL. BRTRIHI. ZLTMMAEH > |there was a slight accumulation of clear viscous fluid in the
7= peritoneal cavity. There was blanching and/or focal

haemorrhages and a granular texture to the gastric
mucosa.
LD50(s): EIG DR IS :2-4 g/kg. 1BEDIF1=EE:2 g/kg. [LD50(s): Intact skin: 2-4 g/kg; Abraded skin: 2 g/kg;
S LEEDIT L DEE 2-4 g/kg, REREBLID BRETL |combined intact and abraded 2-4 g/kg. A visual
flilE. RAETHREED>THDRIRSNI=CEERMEL  |assessment of test site suggested that >75% of the dose
Bo was absorbed at each dose level.
APPLICATION SITE: At the end of the exposure period all
B REHBORTRIZ, TXTOHMIL. BEED [animals showed slight to moderate erythema and slight to
SHREDHH. SEUBENIFICHEIHOREE. ZL T |marked oedema particularly of the ventral skin and
I E=BMICE W TIIEELZEEZRLIz, TXTDLE |particularly in animals with abraded skin. In all survivors,
FHWIZ. 4R OBRTHAB P HGEL T, BENSEED [slight to severe drying and desquamation, wrinkling and

Z0ith BIIREERE . BON-EELICHRESHRDE L coreaceousness of limited areas an multiple scattered
(coreaceousness ) MR, TLTEHDERTEL IR [pustular eruptions later occured persisting throughout the
DEBMNEIZELT, 14 day observation period.

POTENTIAL TARGET ORGANS: Gastric mucosa.
BEMIRNRE: BHE

SEX-SPECIFIC DIFFERENCES: The experimental data was
ME RBRT 4. AEEHF LR TRBESN TS,  |reported in combined form.

et

LD501E X [ELC50E LD50= 2000 - 4000 mg/kg bw LD50= 2000 - 4000 mg/kg bw

It 7% D LD50fE X FLC50

EDENE
& : Alfol 100D ™54 ¥ 0 & [§LD50IZ . 20004 54000mg/kg|Conclusion: The rabbit dermal LD50 for Alfol 10 was
DFE (2485, FARICKHRE) TH-oT=, REFIIE. 3 |between 2000 and 4000 mg/kg (24 hour occlusive
ERMIE DR 5 1% 2405012, B EBLL THESN ., ZLUTH |exposure). Dermal irritation was observed at the
UM ZEC THGL-. REHREICKEL T, £25/IEF  |application site 24 hours after administration of the test

s PBERFRNLBLTRONT=, RRITIL, BFEEITR  |material and persisted throughout the observation period.

R . UbA. BRTHIAR ST, Generalised weakness and inactivity were commonly

observed following the exposure period. Necropsy revealed
blanching, erosion and focal haemorrhages in the gastric
mucosa.

(5 =L (2) HIRRft CIEEMHEHY (2) valid with restrictions
RERII LB, —BALEZMLRBIICEEL.  [Study well documented, meets generally accepted

S D HIERIR ML THERAAVMZIZITANLONS, scientific principles, acceptable for assessment.
Scientific Associates, Inc. 1976b Scientific Associates, Inc. 1976b

Hgt Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| B 3k (ST XX k) (79) (79)

#% 757 :SIDSTURRAUMIESTERLRRER Flag: Critical study for SIDS endpoint

HEYMER B4 Lorol 10. Tradename Lorol 10.

CASE=

HHEE

IR 1.1~14THRE as prescribed by 1.1 - 1.4

ik

Hik K ARSAY Z D4 NEHERFIE other: in house protocol

p

GLP#E& T—4%5L no data

HERE{TO-E 1979 1979

=t oYX rabbit

HEBR (2R New Zealand white New Zealand white

TR (B M. F) 53 male

BEE 1000 mg/kg 1000 mg/kg

gﬁﬁig¥(‘liﬁl]) RELZ %L 60T No. of Animals: 6

N~ E

A (B Farym “her

5B

BEHR(H)




HERENM : "9 X (New Zealand White)
- AR S EEL

- AERBAMBF DA E  FEEEL

- TI—T DY A X 6T
-avka—)L:iL

52485 R . FAZE,
= A= TF=ER 3L : 10cm X 10cm
-FE D, TSRFVI- T ML TRBONHEIE

TEST ORGANISMS: Rabbit (New Zealand White)
— Source: Not reported

— Weight at study initiation: Not reported

— Group size: 6M

— Controls: No

ADMINISTRATION: 24 hour dermal occluded.
— Area covered: 10cm X 10cm
— Occlusion: gauze attached with plaster covered with

FDORERE Y TEOHLNT, B0 aHFTIRYfF1T5hi=, plastic foil and then with elastic bandage.
- B EER = Vehicle: undiluted
- F=:1000 mg/kg — Doses: 1000 mg/kg
- RERMEOKRE EHEL, - Removal of test substance: Not reported.
BRE RTER, EHER. BERURBFRNAZREDRIGD14 |[EXAMINATIONS: 14 day observation period for mortality,
BEDEHE, signs of intoxication and local skin reaction.
HpEtF AL ER
#E
FTRTOHYIE. RELRBE14B DEREAR. £75L7 . |All animals survived the exposure period and 14 day
= 5 observation period.
EHEHTOREH
BIEQEMIIRB(TBEBTRICES:) DH. £2HEMED [Confined to slight irritation of the skin reversible in 7 days.
B EE 7 JIF (XA A oT=, No signs of systemic toxicity.
BlRAT R Efashd, Not carried out.
BEMNENRE: ENTRBRIBLSI, @MELHFESN T [POTENTIAL TARGET ORGANS: None identified other than
LML, slight skin irritaton.
Z Dt o
HZE DA MNHERSINT=, SEX-SPECIFIC DIFFERENCES: Males only tested.
et
LD50fE X [FLC501E LD50> 1000 mg/kg bw LD50> 1000 mg/kg bw
I i D LD50fE X [£LC50
EDENE
%3 : Lorol G100 ™% F () & f§LD50(%>1000 mg/kg (24FF [Conclusion: The rabbit dermal LD50 for Lorol C10 is >1000
BFERE) o= 25O RRIIRSN T, EHLL [me/ke (24 hour occluded exposure). There were no signs of|
ER ] ¥ R SR D A TEoT=, systemic toxicity only slight reversible skin irritation.
S (2) KRR CIEREMEHY (2) valid with restrictions
RERIIL(XEIESN, —BALRZHLREIIZEEL.  [Study well documented, meets generally accepted
(EEEME D HIBTIEHL TERAVMZIZITANBNS, scientific principles, acceptable for assessment.
Potokar, 1979 Potokar, 1979
His Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent
5| A 3k (ST XX k) (71) 1)
ik 754 :SIDSTURKRAVMIESTEELRER Flag: Critical study for SIDS endpoint

D. AitEN (ZDMDR5REE)
ACUTE TOXICITY, OTHER ROUTES

Dok

Bk AAEZAY

GLPES

HERE(T o1 F

B ENCE PN )

TR (i M. F)

BEE

gﬁﬁ%ﬁ (51 D&Y

B (R

RER®%

ESGIED)

Z DI DHEREH

RO ER
=R
EREHTORLH

FRERFT R

BItRFTR

Z0ft,

SHE

'

ER

OECDXIFHPVD IV FRAV R ELTIEERSIN TLILY

Not required OECD or HPV endpoint.

[EElE

(SR I B iR AL




i

The Weinberg Group Inc. Washington D.C
Shell Chemicals Ltd. London
Hayes Consultancy Service Bromley, Kent

The Weinberg Group Inc. Washington D.C
Shell Chemicals Ltd. London
Hayes Consultancy Service Bromley, Kent

5| F XK (FTXX#R)
IS

5-3 BRI FHE

CORROSIVENESS/IRRITATION

A RIERIB/BR

SKIN IRRITATION/CORROSION

HERYMER % Kalcohl 1095 Tradename Kalcohl 1095
CASES
HHEE
IR 1.1~1.4TRE as prescribed by 1.1 — 1.4
pH
HiE
Bk HARSA OECDH A RS A2 404" 25 ERIB M/ R B 1E” OECD Guide-line 404 “Acute Dermal Irritation/Corrosion”
GLP#E & [Ed)) yes
HERZEIT O 1996 1996
HBR (L R4 i L
PRI (M B F)
58
gﬁﬁ;ﬁﬂﬂﬂ) DENY WAL 3P No. of Animals: 3
AN ($81K) TOh: KA other: undiluted
S E#ER
HHI (A)
25 FHE Exposure: Semiocclusive
REFR 4850 Exposure Time: 4 hour(s)
HERE: Y X TEST ANIMALS: Rabbits
- 2 ERRELIz=Z2—D—FVF KT A — Strain: out bred New Zealand white
- T%E: — Sex: Female
- t#8JR: Froxfield SPF Rabbits, Hampshire, UK - Source: Froxfield SPF Rabbits, Hampshire, UK
- & #9378 - Age: ca 3 months
- SREABAIARE DIAE : 2.32-251 kg - Weight at study initiation: 2.32-2.51 kg
- Y3 — Number of animals: 3
-arvkO—)L:BEICEMICHELI-BLED /YT, - Controls: Untreated patches on same animals.
"5/ 2% ADMINISTRATION/EXPOSURE
- BB DR |AER - Preparation of test substance: Undiluted
- REERHL: 3X2 cm - Area of exposure: 3X2 cm
FOMDREREH - FAZE FHE - Occlusion: semioccluded
- A — Vebhicle: none
- BHEET=E:05 ml — Total volume applied: 0.5 ml
- REBHAM 4 B5RE — Exposure period: 4 hours
- BEXHYM: 108 - Postexposure period: 10 days
- REMEDORE AERERICHDIESZETVIR— - Removal of test substance: warm water & paper tissues
IN— after 4 hours
BRE EXAMINATIONS
- ¥ mi% : Draize — Scoring system: Draize
- REERE: A%ENLTHhDI, 24, 48, BXU 7285/ % . |- Examination time points: 1, 24, 48 and 72 hours after
HBELU7E10BE, dressing removal and at 7 and 10 days.
HpET AR TR
#5% |
—RFBZRIT
BB RIGE
FEHROT AVERAGE SCORE
- FIBE B 4 D 24+48+728F R S %0:1.7. 20, 20(Z )L—7 |- Erythema: Individual 24+48+72 hour scores 1.7, 2.0, 2.0
FiE$:1.9) (Group mean score 1.9)
- FE.TRTom - Oedema: All scores 0
al# - 7TEEICIEDEYDH M FIBEERLTz, 108 BFE |REVERSIBILITY: At 7 days one animal only exhibited
Z0Mt TIZ. FRTOmBF0LRY ., EEIFERBICRZ =, erythema. By 10 days all scores were 0 and the skin
appeared normal.
ZTOMDEE : BHENLTHS, 48, BLUT2HH T, B
EEEOBENFESNTz, A +O—)LELICIEE BRI |[OTHER EFFECTS: Loss of elasticity was reported at 48
BONE RSN A ST, and 72 hours after removal of the dressings. Control sites
showed no evidence of skin irritation.
et
RS R R ESHY irritating

RISEEM




ECH %8 Rl HY

f5:m: COARFRE D FEFAEMEAEREAZE T, Kalcohl 1095
(C12) (& 2PE D ENYI D 24+48+7 25 RAHIBE ;5 20 D F 19 A

EC classificat.: irritating

Conclusion: In this 4 hour semi—occlusive study Kalcohl
1095 (C12) would be considered a skin irritant under EU

ER >=2THY . EURE (IR TEIERIFETHAHEEZ DN |criteria with a mean 24+48+72 hour erythema score for 2
%, GHSEETIL, SO T IILaA—ILIEEEDFHMEYE (5 |animals of >=2. Under GHS criteria this alcohol would be
FIY—3)EREEINBTHAD, considered a mild irritant (category 3).

Exat (1) #IRRZL<{E%EtEHY (1)_valid without restriction
—RREIZERD SN IZENEHEICE B EZEHT S5 [Comparative study meeting generally accepted scientific

fEEoummEm  (REAF TS,

Johnson 1996b Johnson 1996b
ax:: Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| FASCHR (ST 3XEK)

(56)

(56)

f&#E

2757 :SIDSTURRAU M- TEELRER

Flag: Critical study for SIDS endpoint

HERMERZ
CASES
HHEE
IR 1.1~14TRE as prescribed by 1.1 — 1.4
pH
HiE
BiEAAHARSAY OECDA MRS/ 404“ S S Rl /BB OECD Guide-line 404 “Acute Dermal Irritation/Corrosion”
GLPE & &Ly yes
HEBREITOE 1996 1996
HER (G R4 i rabbit
4RI (e ML I F)
S5 8
gﬁﬁgﬁ(ﬁﬂﬂ)@?ﬂ% )% 4P No. of Animals: 4
A (GEK) E Dt RAIR other: undiluted
BERR
ERZHAR (A)
25 1HE Exposure: Semiocclusive
SRERER  4B5RE Exposure Time: 4 hour(s)
Fi% 1981 M5, OECDEKERH 1 RS54 2404|2562 THTH [Method: The in vivo data were generated in studies carried
NF=RERT. in vivoT =420 EE SN =, RERIBT—4 |out since 1981 according to OECD Test guideline 404. The
£ REEERBRZDOZLHERERDIZHDSIBAT—4 |skin irritation data were collected from various sources to
INVOERBT B0 BRI —AMLEHLNT=, provide a reference data bank for validation of alternative
TR, Fl., DIEKELICEDRBFICFHESNI=7HF |skin testing methods. The data were obtained from tests
#FAUWSEERT. 0.5 gh0.5 mLEBIREERICHEAZEME D /Ny |normally using at least three rabbits evaluated at the same
DO S FCARREIZERL. %L'C/\”;y?’-d)ll%ffz:_(; D1l E424,  [time involving applications of 0.5 g or 0.5 mL to the flank
FARRA 48, BXU 2B ICHRALIN TLSHAERMNSEREEH [under semi—occlusive patches for 4 hours and in which
=) observations were made at least 24, 48, and 72 hours after
removal of the patch.
1-TH/—ILDHE AEDIH XN, EAHROHMEISHD |In the case of 1-decanol 4 rabbits were tested with
1-TH/—)ILCRERSN =, BRT7HRBESNT=. undiluted 1-decanol of 98% purity. Observations were
continued to 7 days.
a0
=R
—RRBRIT PDII: 3.33 PDIL: 3.33
RERIEE
24+48+12B5FE D FH R T AVERAGE SCORE 24+48+72 hour
- #TBE: @RI 2.3, 2.3, 22, 1.8, F1§ 2.15 — Erythema: Individual 2.3; 2.3; 2.2; 1.8 Mean 2.15
- #iE@:{@51:2.0.08,. 1.0, 08, F15 1.15 — Oedema: Individual 2.0; 0.8; 1.0; 0.8 Mean 1.15
24 48, 728D A7 IZ&D<PII 3.33, PII based on 24, 48 and 72 hour scores 3.33.
AL THEORTT REVERSIBILITY: 7 days scores
ZDfth ~ FIBE: AR 1.1, 2,2, Fi9 15 - Erythema: Individual 1; 1; 2; 2 Mean 1.5
- #iE:{@R:0.0.05, 05, F150.25 — Oedema: Individual 0; 0; 0.5; 0.5 Mean 0.25
ZFDMDEE T RTHOREREAET,. THBIZKED%ERE |OTHER EFFECTS: Desquamation was observed at all test
MRELN. CNIFTEOBHYTITEE LT RSN, sites at 7 days, this was described as marked in one
animal.
et
RIS R hiEEDREME moderately irritating
REEEMY
R AR DEWICEH FHEIBED . 1B 5 0)24+48+728% |Conclusion: Based on individual mean 24+48+72 hour
B RO723,. BEUVTRTOEMPTRIEERBZHES. 7 |scores of 2.3 for erythema in 2 of the 4 test animals plus
HEETORGDFHHEICEDIE A-TH/—ILIE. GHSY |persistence of the response to 7 days with desquamation
AT LIZENIEREZRET S (HTT)—2). $HBLE.  |in all animals it is considered that 1-decanol is irritating
R FIBID BT D 24+48+72B5RI RO 72151 D& EUE  |(Category 2) to the skin according to the GHS system and

EIZENERIFHTHIEEZ NS,

irritant according to EU criteria based on a group mean
24+48+72 hour score of 2.15 for erythema.

[HEE

(1) HR7<IEEEHY

(1)_valid without restriction




OECDA A RS A UIZHEoT=T—%. Bagley, 1996|ZKYEH]
MERESNATLSH., TLAFERHAECETOC Technical

Compilation of data conducted to OECD guidelines,
reported in summary by Bagley, 1996 however full results

S8 D FI BRI Report No. 66, 1995 TR5>N5, available in ECETOC Technical Report No. 66, 1995.
Bagley 1996. Bagley 1996.
Hig Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| A TR (T 3XHR)

(9) (26)

(9) (26)

BE

754 :SIDSTURRAV NI TEELRER

Flag: Critical study for SIDS endpoint

HERYMER Z DTS : ¥ —7%C6-227 )La—)L other TS: even C6-22 alcohols
CASES
MEE
R
pH
7k |
HERAHARSA Z Dt other
GLP#E & L\MVE no
HERZEIT O 1977 1977
SHERT (FE B ZFDM: oYX EILEYRATLARIA, EFRSY other: rabbit, guinea pig, hairless mouse, human volunteers
PRI (M B F)
cA =
X
gfﬁ;g¥(1ﬁﬂﬂ) DE B 4T No. of Animals: 4
weis (3EK) DDt other: vaseline
S ERER
HHI (A)
= :50% Concentration: 50 %
S Exposure: Occlusive
REWFR : 248508 Exposure Time: 24 hour(s)
REREMH: COLEBERERFIE T, C4-C22/8 AR 7 JLa— )L | Test condition: In this comparative study C4-C22 fatty
M. X, BILEYM ATLRATIIR, BLUERDRS  |alchols were applied to the skin of rabbits, guineapigs,
UTATIZ, 24 EFAEMRZETHLS NIz, SRERERALIXS |hairless mice and human volunteers in a 24 hour occluded
IDSRABARTRDESICEEASNT=: exposure. The test sites were scored on a 5 class system
as follows:
I5Z1(0-18) : EIEHIIC R ERIBEL Class 1 (0-1 points) practically no skin irritation
_ JS5R2(2-5m) B D—EDEI=DH, ZIEM SR EZE |Class 2 (2-5) causes marginal reactions in some animals of
Z D DR IS5, ZLTENIFESISERATLES, the group, which fade away rapidly
JS5R3(6-10/8) : ZKED ., HLLITENZRIGEFRLZSHE  |Class 3 (6-10) causes marginal or slight reactions, which
5. ZLTENIEESITHATLED, fade away rapidly
95 R4(11-208) : BAFEL RIGEREZ T, Class 4 (11-20) causes clear reactions
DS5R5(>20/) iRV RIGERRIT, Class 5 (>20) causes strong reactions
FERIX. BT IILA—ILIZH T ZIEED RIS RAELLE T [The results were represented in a bar chart comparing the
5. B 5I7TRSNT=, reaction classes between species for each alcohol.
a0
B
—RREHRAIT
RERIEE

BRUEECRERIGEYYFICTEESN, RIREDE
BT, REHERICEEL-, SEROLERMIZENT L
A—ILERVLD T, RIGIFRLIEL. FlFEKXCSTD IS
A3, (C10&C12) TDISRADS, CIATHDHRADISAS
ETEML, FhHDCI6L18TIEISRIIE T L=, T
RTDBET.EFTOEKIE. Y FDEFNRLYENESLC,
C107)La—ILTCE—ID IS R3E o1z, TNIRHEETIE
BN (TRTOREIEE28SNT2) B, FELD RIS/ F—
UM ATLRAYIADEETHHRESNT, EILEYRC
BFERIGIE, [FoEYELI=/E—UDEL FTARTD A
HHK=3,n =,

The most marked skin reactions were observed with
rabbits, the degree of irritancy was related to carbon chain
length. Minimal reactions were observed with the lower and
higher chain alcohols with irritancy increasing from class 3
at C8, class 4 (C10 & 12)to a maximum class 5 at C14,
then reducing to class 3 at C16 & 18. In all cases the
human scores were less those of the rabbits and reached a
peak of class 3 with the C10 aclohol. A similar pattern of
response though much less marked (all scores classified as
<=2) was observed with hairless mouse skin. The response
in guineapigs followed no obvious pattern and all scores
were classed as <=3.




ZDfth

.-

C8.C12, C14, C16, B LUVC187/)La—)LIEET B4R
(&, BERARE 7 La—)LICBE T B4k R Ailuclid T—2 vk T,
DY FEEMIEL T, BBRMAFEEES A SN TLT. £
LTENLOFHE (FIATERHEIZIE) (X, ZOYI7Ly
AMSDEBEDIEAHTERIZ, FIZTHESh TS,

1-AFH/—)L:IYFEERDRIG. 5 R 1 (Kaestner
1977)

1= 9%/ —)L 4 F LE R EIZHI3 8 (luclid 2000)
1-F95/—IL:HHFICELTRIEYS X3, EMZBELT2
(Kaestner 1977) o

1=TH/ =L : DX DORIEITRE, EMNEITR3S
(Kaestner 1977) ,
1=-RFFH/—IL: DY FICELTRIEI T R4, ERE2
(Kaestner 1977) ,

TRSTH/—IL: B FICITE EIZFHA . e R
4L (luclid 2000 tetradecanol) . 9 HFDREY L —K5, £
k&1 (Kaestner 1977)

AFYTH/ =L DS XFORIET L—R3, ERFI
(Kaestner 1977)
FOBTH/—IL 99 FDRIETL—R3, ERFI
(Kaestner 1977)

cz&tczzwm—w: DY FIZETERIET L—R2, EF
1211

The results for C8, C12, C14, C16 and C18 alcohols have
been given descriptive ratings for rabbits and man in
various luclid datasets on aliphatic alcohols and these
ratings (where available) together with the actual gradings
from this reference are reported below.

1-hexanol: rabbit and man reaction class 1 (Kaestner
1977).

1-octanol: rabbit and man moderately irritating (Iuclid 2000
1-octanol); reaction class 3 for rabbits and 2 for man
(Kaestner 1977).

1-decanol: rabbit reaction class 4, man class 3 (Kaestner
1977).

1-dodecanol: reaction class 4 for rabbits and 2 for man
(Kaestner 1977).

Tetradecanol: rabbit highly irritating, man not irritating
(luclid 2000 tetradecanol), rabbit reaction grade 5, man
1(Kaestner 1977)

Hexadecanol: rabbit reaction grade 3, man 1 (Kaestner
1977)

Octadecanol: rabbit reaction grade 3, man 1 (Kaestner
1977)

C20 and C22 alcohols: reaction grade 2 for rabbits and 1
for man.

B SR

EEEEY
R COREBRBOLESREAER. Y FHAREEZE [Conclusion: This comparative skin irritation study shows
LBRBREMIETHA_EERLTINS, ikEERE. 245/ [that the rabbit is the most sensitive test species. There is
DHAEZREZEZIC. BEMNLTRUORIGZEELACI4TODRK |a relationship between carbon chain length with maximum
RIGIZITEESENSH S, TH/—ILERTH/—ILIZ, BAFE [response at C14 producing persistent strong skin reactions
BEBRIGEEL. ZNIFESICIEER LM 2Tz, ZDMh  |after a 24 hour occlusive exposure. Decanol and

SR DEERIE(EFDRSUTATDENEEL) (X, K TH |dodecanol produced clear skin reactions which did not
EhThHY. BESCITHZREDEST=, regress rapidly. All other skin reactions (including those of

human volunteers) were at most slight and rapidly
reversible.

S (2) HIER CIEREEHY (2) valid with restrictions
RERIIL(XEIESN, —BALEZHLREIIZEEL.  [Comparative study well documented, meets generally
TEAAVMZIEZ T ANONEH, H55EIZIEZIT AN DN |accepted scientific principles, acceptable for assessment

{EHEME D HIBTARHL A AW but not for classification.
Kaestner, 1977 Kaestner, 1977

His Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| A 3k (ST k) (53) (58) (53) (58)

i

. FDMDTS: 1-~FH/— )L, 2-F 58 /— )L, 1-~T 2/ — |other TS: 1-hexanol, 2-octanol, 1-heptanol, n—nonanol, n—

HEMES U, n-/F /=)L, n—-TH/—)L decanol

CASE=

HHEE

AR

pH

ik

FHiEHARSAY Z0th: RIER S ER other: repeated skin application

GLP#E & (AAYV4 no

HABREIT o 1963 1963

HER (G %) e rabbit

TERI (B M. i F)

52

gﬁﬁ;g¥(|§ﬂu) R 4. 50T No. of Animals: 5

W ($84K) Z DMt KAEIR other: undiluted

X5

#H=HiE (B)
=R :100% Concentration: 100 %
S5 AE Exposure: Occlusive
ST 6B Exposure Time: 6 day(s)
REREMH SEDHIY XD, EXNM--KEIC6HRM. A |Test condition: Groups of 5 rabbits received a daily topical
RO7IIa—L2mZEBFRMIZEBRZEHRLTIz. TN LD |application of 2ml undiluted alcohol to the shorn skin for 6

ZOHD SRS EERFMRFTRHESNTUOEL, BRI ORITIFIRESH T |days, no further experimental detaols were available. No
WL, 42D — &7 ILa— )L n-~FH/—)L . n-~TF4A |individual scores were reported. Four primary alcohols
/=L n-JF /=)L, E&KUn-TH/—LHHERES =, F |were tested n—hexanol, n-heptanol, n—nonanol and n—
=BT ILa—ILD2-AH R /—ILEREREINT =, decanol. Also tested was the secondary alcohol 2-octanol.

HHEt Ry NI

EE:::::::::FIIIIIIIIIIIIIIIIIIIIIIIFIIIIIIIIIIIIIIIIIIIIIIIH
—RABAIT

RS R




BR ABRICOECYA I, HEBRESNETATOTIL
O—LTUTW =, ZHEORYOKEB ITELLGFELSH
Y, Znh5-6HBICIFB MoK ELFEVERDIEE
5. BEDRENEED BB, 10-12H LIAI,
DIMBEEESTHREL, EORICEBERI--HERR

Result: The development of the irritative response was
similar for all of the alcohols tested. There was a slight
reddening of the skin on the initial days following
application which developed by days 5-6 to marked
redness and inflammation of the skin with the formation of

Hayes Consultancy Service Bromley, Kent

ZDih BN R n-AFH/—IL, BELU2-F%5%/— |deep cracks. The skin healed witin 10-12 days with the
ILTRLBEET. —-TH/—ILTRELBIAEEM T, formation of numerous scabs, followed by exfoliation and
marked skin pigmentation. Irritation was most marked with
n—hexanol and 2—octanol and least marked with n—decanol.
[t
RS R SRR highly irritating
REEEY
#Eim:6 ARAITH7=5C6. 7. 8, 9, HXU107/LA—)LD" [Conclusion: Repeated application of C6, 7, 8, 9 and 10
HXOEB~DREERIL. FREHES. BBELREZNER |alcohols to rabbit skin for 6 consecutive days resulted in
e H1=oLf, REBEELRIBEHIRIEL, n-ANFH/—JLE2- |marked irritation with eschar. The most marked irritation
SER F942/—ILTCRLN . REBWMEBRIENR [En-TH/— )L |was seen with n—hexanol and 2-octanol, the least irritation
THEIN -, was observed with n—decanol.
[EE ELES (2) HIRft CIEREMHY (2) valid with restrictions
E5EM D HIETARHL Eonf-XELDIFZEAER Non-standard test with limited documentation.
Zaeva, 1963 reported in BIBRA, 1995. Clayton and Clayton, |Zaeva, 1963 reported in BIBRA, 1995. Clayton and Clayton,
Hig 1994. 1994,

Hayes Consultancy Service Bromley, Kent

5| FA SR (ST 3XER)

(16) (21) (106)

(16) (21) (106)

BE

R EREEME  AB5RE

HEBREH EMRIUTA7 DEBEIZ0.2 mIDFEHRDTH
J— L% 25mm®Hill Top chamberZ LN TR AK4B:E1E

EBAL, BRMAIL4EETERSNT=, KRB
ERGEHBOONIIHE . Th U LDYME~DREILIT

HERYE R

CASES

MEZ

SEIR 1.1~14TRE as prescribed by 1.1 - 1.4

pH

Hik

FHiE A A4 Z D ERBERR/ Sy FTRE other: human 4-hr patch test

GLPE& T—3%L no data

HEBREITo-E 1998 1998

HBRR (R R4 Eb i)

TERI (B M. I F)

5%

gﬁﬁiﬁ(ﬁm) R HEREH: 30N No. of Animals: 30

EL R

BEER

HEAM (A
BEEAR Concentration: undiluted
REHE Exposure: Occlusive

Exposure Time: 4 hour(s)

Test condition: 0.2 ml undiluted decanol was applied to the
skin of human volunteers for up to 4 hours using a 25mm
Hill Top chamber held in place with adhesive tape. The
test site was scored on a 4 point scale. Once a positive

ZFD DAY bhighot-, BERTRIZ, BRAIEICEITERDEE [response was observed in a given subject there was no
EBMEX. B84 L EFE>TRESNT-, BT ILEEL [further exposure to the material. A the end of the
FRUD LD GHERBELTERSINT=, exposure excess material at the test site was removed

using a damp towel. Sodium dodecyl sulphate was used as
a positive control.

HpET AR ER

R

—RFBZRIT

BB RIGE
R . Th/—ILIZKY. EFDREEIZ. KIZE315E ERZE [Result: Decanol produced a minimal response on human
BER/INREDRIENELCT, skin equivalent to that produced by water.

Z Dt

HEER

R S R0 RS L not irritating

|RIEEEM

SR

EE (2) HIFR CIEFEHEHY (2) valid with restrictions
HREBIXL(XEIESNh, —BALEZMLRBIICEEL.  [Study well documented, meets generally accepted

{SEEHE D H BRI ML TRAAVKMZIZITANLNS, scientific principles, acceptable for assessment.

L‘jﬂﬁ Robinson et al, 1998 Robinson et al, 1998
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B. IRFHM E&

EYE IRRITATION/CORROSION

SERME 4% Kalcohl 1095 Tradename Kalcohl 1095

CASEE

fHEE

EIR 1.1~1.4THRE as prescribed by 1.1 — 1.4

HiE

FiE A HARS4 OECDHARS42405" SRR R/ I B 1" OECD Guide-line 405 “Acute Eye Irritation/Corrosion”

HERDEAT




GLP#E&

[0y yes
HERE{TOE 1996 1996
HERR (L R4 i ERRR
B (5 M, BE:F)
52 A ml 1 ml
gﬁﬁgﬁ('l’_{ﬂ])d)@j% %k 3T No. of Animals: 3
EIE R L
B ERER
BRI (A)
REEAR Concentration: undiluted
JAUR: kEEL Comment: not rinsed
HEREY: Y X TEST ANIMALS: Rabbit
- %% New Zealand White — Strain: New Zealand White
- TR i - Sex: female
- {t#4J% : Froxfield SPF Rabbits, Hampshire, UK — Source: Froxfield SPF Rabbits, Hampshire, UK
- B 50 A - Age: 5 months
- SAERBARRFDIRE: 2.63 - 2.99 kg - Weight at study initiation: 2.63 — 2.99 kg
- Bk S — Number of animals: 3
- MBI ETL - Controls: untreated eye
B’5/ %% ADMINISTRATION/EXPOSURE
. - ARYEORE  BHER — Preparation of test substance: undiluted
ZDHDHEREH - %58 01 ml — Amount of substance instilled: 0.1 ml
- B AL - Vehicle: none
- REBEROHYM:228M - Postexposure period: 22 days
HER EXAMINATIONS
- EmA OECDEHERAEICIREDEY — Scoring system: As prescribed in OECD test method.
- BERHAR 22 B R - Observation period: 22 days
- BEEHMAICERLIZY—IL: BRIBEREE(ER 2 JLEME |- Tool used to assess score: Ophthalmoscope or pencil
BT, TILALEAH, 2465/ B LI, BIEREDF |beam torch. Fluorescein used from 24 hours onward as
BEL TR EICHETHERSN ., required to aid corneal examination.
a0

EE e —

BE

Rl =2 AIE

RIA =2 4T%

R =5 $E518

15 E 3 (24+48+72R5 )

- AR RSS2, 1, 0.7 (BT A%R1.23)

- BT% BRI S %:0.7. 0.3, 0.7 (B F14 5 %£0.56)

- $ERE (FEMD) : 2.7, 1.3, 1.3 (BEFEY B %1.77)

- #ERR GRAE) B 50 m %K 1.3, 0.3, 0.3 (B 19 5%K0.63)

REQOAE BENMFREREDREEL, FRITELNZ, F
EIXENMBEDOEREES. SETIFE RN, BERFID
48R DM, TNTOEYIRoNT=, F4RIZE, TT
DEDIE. BVMEREXETRL LA PNSLHEDERE

AVERAGE SCORE (24+48+72 hour)

- Cornea: individual scores 2, 1. 0.7 (group mean score
1.23)

— Iris: individual scores 0.7, 0.3, 0.7 (group mean score 0.56)
- Conjunctivae (Redness): 2.7, 1.3. 1.3 (group mean score
1.77)

- Conjunctivae (Chemosis): individual scores 1.3, 0.3, 0.3
(group mean score 0.63)

DESCRIPTION OF LESIONS: Slight or moderate
conjunctivitis, very slight or slight corneal opacity and iritis
were seen in all animals during the first 48 hours following

Tt ~LT=, instillation. On Day 4, all animals still showed slight
conjunctivitis and one showed a small area of slight corneal
wEtE BEDEIREX L, 1L THESAETHE. LI1LT |opacity.
135515 B FTHEL V1=, 522 (ZIF £ BN 0EA o =,
REVERSIBILITY: Slight conjunctivitis persisted in one
ZFOMDOEE - ABYMEDRE (X, SUENZZYDIEH |rabbit to Day 8 and in another to Day 15. All scores 0 by
IC&BRIERILT=. day 22.
OTHER EFFECTS: Instillation of the test material caused a
very slight initial pain response.
HEER
AR I3 hiEEDRIBME moderately irritating
IRERM
IR ECH %8 RlEEAL EC classificat.: not irritating
#E£58  Kalcol 1095/, EUE A TIXER R M E TIXALLY, |Conclusion: Kalcol 1095 is not an eye irritant according to
GHSE#Z V5 &, Kalcol 10951, 2lED I HF THAE |EU criteria. Using GHS criteria Kalcol 1095 is an irritant
SR DEAITH T HREO=1. 3’53:@?#&'@0»75 LU category 2A based on scores for corneal opacity >= 1 in 2
- <22BIZE DN, RBFHHTI)—2ATH S, rabbits and persistence >7 and <22 days.
[B L (1) HIFRZE<IEFEHEHY (1) valid without restriction
{E%E M D I B iR HL SIDSTURRAVKE-TEELRER Critical study for SIDS endpoint
Johnson 1996e Johnson 1996e
Hig Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent
5| FA 3k (ST k) (57) (57)
&

5-4 FZRERME
SKIN SENSITISATION

HEBEMESR

ZOMTS: 75/ =L (BEERE N VFNDIUT LY T

other TS: decanol (random sample from commercial batch)

CASEE




MEE

R
Ak
Fsk FARSA Z Dt : RIEDraizeT Ak other: modified Draize test
HBOAL(T Z Dt : RIEDraize T Ak other: modified Draize test
GLP#E& T—5%L no data
HERE{TOE 1978 1978
SRERT (FE Bb) ZDih:inbred Hartley 7JLE /EJLEVE other: inbred Hartley albino guinea pigs
N D)
L 2
B3
gﬁﬁ;ﬁ(lﬁﬂﬂ)d)iﬂ% % 10T No. of Animals: 10
LR i no data
BEER
i old=D)
R=E 1EE FE 1.9%KRRNRkE Concentration 1st: Induction 1.9 % intracutaneous
2[E B & 1.0% R EREA FARR) 2nd: Challenge 10 % open epicutaneous
3EEEfE 0.75%FERNFRE 3rd: Challenge .75 % intracutaneous
HERBIY: EILEYE TEST ANIMAL Guinea pig
— %t :Hartley - Strain: Hartley
—1E5: SREAL - Sex: not reported
— AR R EEL - Source: not reported
—RERBAA R DIAE : £9350¢ — Weight at study initiation: ca 350 g
—xtRBE#E - FEEDH ~ Number of animals: 10
— Controls: only at rechallenge
BE/R%E ADMINISTRATION/EXPOSURE
—REBREAT . 7o a\VNEL - Study type: Non—adjuvant
—BREFEDE-ODABEME DFE: FBEHAL, 0.1 mIDEX |- Preparation of test substance for induction: not reported,
BRixmMATE ST, 0.1 ml of the test solution was administered.
—BREFER D a1—)L 4R R ARG (auxillary R T E!) > |- Induction schedule: 4 intradermal injections at one time
INEAD28 R & 1E]) point over the 2 auxillary and 2 inguinal lymph nodes.
—RBAEFEEE  — RAEMARICE D, BitiEE (FJB |- Concentrations used for induction: Based on a primary
ElL., FEZEEDREL, EHE, PO LT TED K54 HIHZ |irritation screen the concentration used was 2.5 times the
52%)D25ENRENANSNT=, injection challenge concentration (the concentration giving
—ERATD1— )L BEFEN148%&(C, HHERFWIE— |[slight barely perceptible irritation with no oedema).
FHDRIEEICERNEFIARE, 25— HIZBEREMEZ(F1-, |- Challenge schedule: 14 days after induction each animal
—EiCRE  RAZSTIX0.1%, BT ZEHRTH10%, received an intradermal injection in one flank and a topical
—BEE:HY. BEDSE. TBE. BEDI5S, BIFFEE  |application on the other.
ZOH D ER 4 #%1?&:@)5&,, ERRUVUBERLIZEE1TS. SEBEILRE |- Concentrations used for challenge: 0.1% intradermally and
BET, 10% topically
—tExt E#EEL, — Rechallenge: yes 7 days later if positive. If negative the
induction procedure was repeated with
subsequent challenge and rechallenge as appropriate, this time
with controls at rechallenge.
— Positive control: not reported
HER EXAMINATIONS
—FEAAX NSV FUIRBBALEN, EEDKRIEE |- Grading system: A colour matching lighting unit was
BREIA=HIERAShT-. ERESICEDRIGIE. KE |used to examine the skin reactions. Each injection reaction
S B, BEUFEICE>TEASh, B5ta#H. B8 |was scored based on size, erythema and oedema and
HOATEHAKRIYLREWNGEICIEZEMEELT=, KIS [considered positive if the total score was greater than the
BRIZEDREE., 0D S+H++D R — )L THEEASN., 7 [total average of the control scores. Application reactions
DRIEI+LL ETHNILBEEL =, HBE TILABEEA |were scored on a scale of 0 to +++ and considered positive
DY (VoY =R if individual reactions were => + and there was no
erythema in the controls.
— A OYhRER . BAEREERE CRIBZ DL, ED - Pilot study: A preliminary irritation study was undertaken
I, OB TELL IR ES ZSEE) . BLUEE |to determine the injection challenge concentration (the
BE(RBERISLVEERE)ERET D012, FE [oncentration giving slight barely perceptible irritation with
MR BB A T h Nz, no oedema) and the application challenge concentration
(the highest concentration producing no irritation).
TP RIALIE
#E
NAOYRREBORR: RNIREICKSBEFE, KA [RESULTS OF PILOT STUDY: 1.9%, 0.75% and 10% solutions
Bz k3ER. BLUBMERIZEDIERICHLTEFNE |were chosen for the intradermal induction, intradermal
N1.9%, 0.75%, HLW 1068 &K HMEIENT=, challenge and topical challenge respectively.
HERER RESULTS OF TEST
—BAERIS MO DFEIRERDORMEEITRSNIEMN > |- Sensitization reaction: No sensitisation following the
1= ERDEYMDT—2IEEEH INTLVEL, Z[EEDEE |original induction procedure. Individual animal data not
BRERICRREMNRESN TSN, RIGZERLI=EIH) |reported. Sensitisation is reported after a second induction
HITEH SN TULEL, LE=A> T, HERSN =T H/—IL |series however the actual number of animals responding is
[, EBICHVREEMETH D, EESIE. ZO#EYIRL |not reported. This suggests that the sample of decanol
SHERIE R DFERETHEESNE=BOVEESEYE (X, FKUWLAD |tested is at most a weak sensitiser. The authors note that

B ELTERBLE-EBILEVFDORBR TRAEERERISN
WIENBLHDHELTINS, F-EES(E, TH/—ILIE.
ErRDTFITME—La AR TRAFEE RS D o2&
LTL%,

—ERERATR - 72L

—BER: _EEOFERER. BE. TLT/FEEE. B
ERICKYREENROONT-,

they frequently find that weak sensitisers identifed by this
repeated induction procedure do not induce sensitization in
their guinea pig test when tested as an ingredient of
perfume formulations. They also state that decanol did not
produce sensitisation in the human maximisation test.

— Clinical signs: None

- Rechallenge: Sensitisation observed on challenge and/or
rechallenge following a second induction procedure.

ZDfth




BAEHE
35 ET P2/ \UAEEFIE (B IEDraize) T, 5812/  [Conclusion: In this non—adjuvant procedure (modified
&L FNITHELBA. FLT/E =L, RRREIZLSERE [Draize) decanol produced a weak sensitisation reaction in
BEE, 2YMT-EDHF . TH/—ILIEEILEYNZES |guinea pigs only after two sets of induction injections and
WRIERIGEFRRISE =, EELIX. ZOFIETHEE SN 1= |following topical and/or intradermal challenge. The authors
FOREEMEIX, FEKLFDOHESELTEBELI-EIL note that they frequently find that weak sensitisers

SEIR EVFDOREE CTRAFEE RSB ENBLHSHELTLVS, |identifed by this procedure do not induce sensitization in
Tl BESIE. TH/—ILIE ERDTFLTAHE— 3 |their guinea pig test when tested as an ingredient of
HERCRAEME RSHA oTELTINVS, perfume formulations. They also state that decanol did not

produce sensitisation in the human maximisation test.

B (2) HIRft CIEREMHY (2) valid with restrictions
{E1EDraizeiABR D EZ LI E . FHERDEEHHILPESN TLY  [Reasonable reporting of a modified Draize test, result

S D HIBTAR L %, RERMEIEESNTLEL, reporting limited. Test sample not characterised.

H B Sharp, 1978 Sharp, 1978

5| FA 3k (ST Xaik) (82) (82)

= 754 :SIDSTURIRAU M ELTEELRER Flag: Critical study for SIDS endpoint

5-5 RERSEMN

REPEATED DOSE TOXICITY

HERMERZ ZDRDTS: 2-A 92/ =)V, n-~NTH/— )L, n=TH/—JL |other TS: 2-octanol, n-heptanol, n-decanol
CASES
MEE
AR
Bk ﬁh—
s NN D other
HEAAETA BT HIEH Type: Sub—chronic
GLP#E & (A no
HERZEIT o= 1963 1963
=5 vk rat
HEBR (R4 ZOM: FESN T other: not specified
LN ) T—A%L no data
nE = 0.18~0.35 mg/IDRE D EEHE Single exposure level between 0.18 and 0.35 mg/I.
w5E
ZHEE (R OB
0
A (184K)
B ®A inhalation
SRR ICXT T S HY . RUNEREEE, yes, concurrent no treatment
&5 H#fE (B) (OECD422
ET.BR5HROT—42
ENHi5HE . RREES
HAR)
BEHEE
E{EHAR (H) L none
REHAR 285/HE/B Exposure period: 2 hr/day
R E548E . 68/BT455 A Frequency of treatment: 6 d/wk for 4.5 months
RERSE S UM (BIL/E) 2, AFEDNn-~NTH/—)L, n—7 |Test condition: Groups of 8 rats were exposed to a single
DFIL(2-AHB7—)IL) . HBWNEn-FIL-F7I)ILa—)L®D |dose level of either n—heptyl, n—octyl (2-octanol) or n—
fRAIhh A, 205ME/H. 68 /B T455 BEIRELT=, 3XERE |decyl alcohol for 2hours/day, 6 days/week for 4.5 months.
NE=ETILOA—ILDEEOHZRSEIXFZEHEN, 5 E |The actual dose level at which each alcohol was tested
[&.0.18 ~ 0.35 mg/1(33.8-56.3 ppm) EL TEEE SN TLY |was not reported, the dose levels were reported as
%, SIEDEMNEDEMHI X BEELTEI NT=, FRFREY [between 0.18 and 0.35 mg/| (33.8 —-56.3 ppm). There was a
SRS LTEE. AEMNE. BRI 2R RS . & [concurrent control group consisting of 8 untreated animals.
AREAIN ~DEZZ (Hb, RBC, WBC (B XUWBCH$E) ) . L5 TNZ#E |The effect of these alcohols on the test animals was
DHDHFEDHBEHNRE. BLUHBREFZMREIC evaluated by clinical observations, body weight gain,
FOoT. LT ILA—ILDEENARLGNT-, neuromuscular response to electrical stimulation, effect on
peripheral blood [Hb, RBC, WBC (plus differential WBC
count)] together with macroscopic and histopathological
examination of some organs.
TP RIALIE
e I —
RE, AEENE
HEEE . SKE
BARTR (EEE. TR
DFIREF A LR
IRFI IR R (A,
BEE)
MiRFHIFTR (FE=ER,
EEE)
miREEFMATR (RE
£ BEE)
REREMR (FEXR.E
ERE)
FETH(E) , FETRE
BlErr R (REXR EE
%)
RS =
RIEMRBF T R (RE
= BERE)

SE_ENENEE

RAERIGE




ER

ER . MAZMICEMAZEL (HhEBMERB DR D) HFH
Shf=h. HERIICHEETIE N2tz n-~NT2/—)L
(9.6(+-0.26) mA) &£2-7F4932/— )L (9.2(+-0.35) mA) ~D
357 ADREITKY . #EH 0 BE MO RBHEIC A3 M4
A0 (ot BB BE (8.2(+-0.25) mA) EEEEIL T) MERER S 1=,
—A.TH/—ILTRELI-EMIE. HBEHLRAZTH
fzo RESN-EO—ARIREE (AEEMNI, MEBHLE
BNRonGM o1, EIRTEE (TG>T, BEETIEGEL
HABREENEL REESELER) . . BiE. H&
VLFHESUHALRBETHRESN -, ABRYMEREHLE
SBEOEBMTO. CNoDEILDFKEREIL., BAREICREE
SNTLEL, BEIX n-~NTR/—)LE2-F 58 /—)LIZ
RESNEFWTIVBEERICRA 2o n-~NTH2/—)LE2-F
9B/—L T, [EICBEOREMENRDONT, (2-F4
R2/—IVICET B R IE. EHNIN T, BIBRA 19958 & U
Patty 1994[CkYIRESNTLVS)

NOAEL (NOEL)

Result: Minor changes in haematological parameters
(decreased Hb & white cell count) were not of statistical
significance. A reversible increase in the threshold of
neuromuscular excitability was observed after 3.5 months
exposure to n—heptanol(9.6(+-0.26) mA and 2-octanol
9.2(+-0.35 mA) compared to controls 8.2(+-0.25 mA),
decanol treated animals were similar to controls. The
behaviour of the exposed animals was comparable to that
of controls as was body weight gain. There were no gross
pathological changes. Minor histopathological changes
(dystrophic) were reported in various organs including the
liver, kidneys and myocardium. The incidence of these
changes in treated and control animals was not clearly
reported, the effects appeared more marked in animals
exposed to n—heptanol and 2-octanol. With n—heptanol and
2-octanol there was some evidence of mild irritation of the
respiratory tract. (The results for 2-octanol have been
reported in summary by BIBRA 1995 and Patty 1994.)

| —

LOAEL (LOEL)

NOAEL/LOAELD ¥ E1R
#L

1t % DNOAEL(LOAEL)(D
BLVE

EIR

[EEE

Q) EFEELZL

(3)_invalid

{EREME DI HR IR AL

REQGFTEMIVERMEE . FHEIZIEF +53 7058 8o

Significant methodological deficiences and insufficient
documentation for assessment.

Hi g

Zaeva, 1963 reported in BIBRA, 1995. Clayton and Clayton,
1994.
Hayes Consultancy Service Bromley, Kent

Zaeva, 1963 reported in BIBRA, 1995. Clayton and Clayton,
1994.
Hayes Consultancy Service Bromley, Kent

5| FA SR (ST 3XER)

(17) (21) (106)

(17) (21) (106)

EE

HEBRMEH

TH/ =V (ERREFEFREINTLVEL)

Decanol (isomeric content not specified)

CASEES

HMEZ

R
Bk

Pab: Y e e

GLP#ER

SEREIT o

HER R G2/ &R

TERI (- M. It F)

RE5E

gﬁﬁ%ﬁ (3] DEH

R (E1K)

REER

AEREE St HALE

%55 (A ) (OECD422
T BEHEOT—4
ErHoi5E. RERS
HAR)

BEHE

E5 EEIED

ABREH

Har LR
hE  hERME

s [ —

EHE. KB

PRI R (BEE. TR
D FEBEE L Fr )

RAIZPHFT R (RAEER,
EEE)

MiRFHIRT R (A=,
EFE)

MmiREEFRIFRR (L
X BEE)

RIRBEFR (REX. &
BE)

SR CE) | ST B

BRFTR (REXR, EE
)

B =

[T
BB R (RE
X BEE)

EEICERSI -8

RERIEHE




ER

O 7 @S E XD Z Rk, 19885, COEMNT—4
1. FYRZ180 mg/m’DFH/—IL (BHEIZHESNT
WVEL) %, 4B5R/B . 137BBRERARELIZFEOEE
EEBLTND, HEELTIE. MEHEEADEEEDE
. FEADZHDEE. ZLTHRBRADHEEINT
WEWEETHDB, 58 me/m DTFH/—IL~D26:BRRE
RARBZICKY BREREICBTAEEINTLVENEE
MRESh TS,

BCHERRIC. 2 FORARBRDOFE RN H S, 200
mg/m’ DT H/— L2854/ B TOAMRELI-CEITL
Y, BRHEE~ADEE, GS5UICAEEEG. BXUTYVIR
TS—E~DEENRDHLNT=,

RTECSIC&YERESNT-, VY X ORI HEMD =
RXkIE . NTISXEPB 234-882 Scientific Literature
Review of Aliphatic Primary Alcohols, Esters and Acids in
Flavor Usage C# b,

Secondary report of Russian language reference, 1988.
This summary data reports effects in rats following
repeated inhalational exposure to 180 mg/m3 decanol
(isomers not specified), 4 hours/day for 137 days. Effects
noted were degenerative changes to the brain and
meninges, multiple effects on the liver and unspecified
effects on the urinary system. Unspecified effects were
reported on the sense organs following repeated inhalation
exposure to 58 mg/m3 for 26 weeks.

From the same source information is provided of a rabbit
inhalation study where 200 mg/ma, 2 hours/day for 30 days
caused effects on the optic nerve together with corneal
damage and an effect on true cholinesterase.

An additional secondary source for the rabbit study,
reported by RTECS, is NTIS document PB 234-882,
Scientific Literature Review of Aliphatic Primary Alcohols,
Esters and Acids in Flavor Usage.

.|

NOAEL (NOEL)

LOAEL (LOEL)

NOAEL/LOAELD ¥ ETR
#L

It t DONOAEL(LOAEL) D
EBEWE

EF

St

(4) SR EFTMTELLY

(4) not assignable

{E3E M 0 HI MR B

ZRXER TTXBRIEAF TERL,

Secondary reference, original not available.
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5-6 in vitroiBIEEE

GENETIC TOXICITY IN VITRO

A EIEFRAREE
GENE _MUTATION

HEYMER B4 Kalcohl 1095 Tradename Kalcohl 1095
CASEE
HHEE
SEIR 1.1~1.4THRE as prescribed by 1.1 — 1.4
HiE
N NN Z Dt : Ames other: Ames
TR AARTAY BAT  FDM HEZRAN-EIREREESAER (Amesit  [Type: other: Bacterial reverse mutation assay (Ames test)
GLP#E & T—4%L no data
HERZEITO-E 1996 1996
R LR FAIFIAHE TA9S, TA100 Salmonella typhimurium strains TA98 and TA100
REFEESHOOEE |HY/EL with and without
BRE:05~50 ug/plate Concentration: 0.5 to 50 ug/plate
RS ERE 50 ug/plate T/\WH 9 S RA—2 D{EHVE |Cytotoxic Concentration: Slight thinning of background
B, lawn at 50 ug/plate.
AERE SYSTEM OF TESTING
— Bt/ MR AT R XIF T XAHETAS, TA100 - Species/cell type: Salmonella typhimurium strains TA98
—EHBROHE EXAFOURIE and TA100
— R BHEMEIE R : Arocholor 1254 TEFE L5V MITRESY |- Deficiences/Proficiences: Histidine deficient.
— Metabolic activation system: Rat liver S9 Arocholor 1254
®5: induced.
-FE:05, 1.6, 18,5 KR 50 ug/plate, TA98% FALYT5000
ug/plate D AEETRERAL-FHHERICE DO THEZ%% |ADMINISTRATION:
E LTz, - Dosing: 0.5, 1.6, 1.8, 5 and 50 ug/plate. Dose selection
—#2YIRL D% 2[F was based on a preliminary toxicity screen with TA98 in
SHER St —#R:TL—k, 5% :DMSO, which dose levels up to 5000 ug/plate were tested.
-SRI, B BENE R BILDMSOLEIE |- Number of replicates: Duplicate
DB XTI, BFHERBIEAR Y [a]EL %5 ug/plate, 72 |- Application: Pour plate, solvent DMSO.
b FbUH Li%E2 ug/plate, 2-—FAT)LA L %1 ug/plate, [~ Positive and negative control groups and treatment:
— 122 37°C T48H S Negative controls DMSO and untreated bacterial control.
Positive controls benzo[alpyrene 5 ug/plate, sodium azide
FEROHBE R  SREAL, OECDATITIREDEELHE (2 ug/plate, 2-nitrofluorene 1 ug/plate.
hd, ~ Incubation: 48 hours at 37C.
CRITERIA FOR EVALUATING RESULTS: Not reported
assume as for OECD 471
#E

HIEZEE

RBEFHEHYDIBE

HASERE
-REEMILHY R UL 50 ug/plate T/ v o5 S5 FO—
S DENEED .

CYTOTOXIC CONCENTRATION:
— With and without metabolic activation: A slight thinning of
the bacterial lawn was observed at 50 ug/plate.




RBFHRLGLOBZE

RS ITRE:
-REEEEEHY R VL 50 ug/plate T/ \wo 55 FA—
S DIENZED,

CYTOTOXIC CONCENTRATION:
— With and without metabolic activation: A slight thinning of
the bacterial lawn was observed at 50 ug/plate.

BiEEM:

Fimitbi — K BHEMALRL O Fimi5R — 250 ug/plate L
LORET. \VOT5IUFA—U N E D, EfITEND
IREET, BIREEIN=——HEh o1z, 50 ug/plate T, 18
JRERIN=—O+ 5 ERELFSRET. N\vIT T
VA= DENEEAD BTz, 25 ug/mITIE, 7399
i AN =IOV UES i3 oy =N

GENOTOXIC EFFECTS:

Preliminary study — Preliminary study without metabolic
activation — At dose levels of 250 ug/plate and above
there was an absence of revertant colonies with
background lawn thin or absent. At 50 ug/plate there was
slight thinning of background lawn with good population of
revertant colonies. At 25 ug/ml there was no thinning of

SER AHEBR—RBEEHEHYRUVEL: LWThDORERBEETE |backeround lawn.
BREEZRDOEMEIASNEN DTz, TRTOEMEXEE  |Main study — With and without metabolic activation: no
RUEMEX BB SR EERL =, increase in reverse mutation rate at any test
IEBYRE  ERE L concentration. All positive and negative controls showed an
appropriate response.
PRECIPITATION CONCENTRATION: None reported.
et )
BEEFEALE ﬂ%ﬁ negative
#E3m:C107)La—)L THAHKalcohl 1095(F, EXF T HKTE|Conclusion: The C10 alcohol Kalcohl 1095 did not increase
HOMEM¥RTHAIRAIFIREIZ, RBEFEEHYELL  |the reverse mutation rate in histidine dependent bacterial
T. 50 ug/plate X TORAET, BREERZ LRIEH strains of Salmonella typhimurium in the presence or
o oz, REEVAET. MESEANEHLNTZ (50 absence of metabolic activation at dose levels up to 50
SER ug/plate) o ug/plate. There was evidence of cytotoxicity at the
highest dose level (50 ug/plate).
S () HIR CIEREMEHY _ (2) valid with restrictions
AmesSRERD FIBIFBHTRESNTULVELA, 2iEFEDRERE  |Ames test no protocol specified but similar OECD 471
_ ¥RDAHEELN, OECD 471(125E L, EMIEEEEILF ML,  [using only 2 tester strains. Criteria for evaluation not
{ERRIE O HIMTR AL ’ reported.
Huntingdon Life Sciences Ltd 1996l. Huntingdon Life Sciences Ltd 1996l.
H# Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent
5| A 3k (ST XX k) (50) _ (50)
e 757 :SIDSTURRAUMIEDTERRAER Flag: Critical study for SIDS endpoint

B. RBHEE

CHROMOSOMAL ABBERATION

5-7 invivolaiaEtt

GENETIC TOXICITY IN VIVO

Eﬂﬂ&(ﬁ?&%iﬂlw)%

HEBRYME L

CASE=S

HHEE

IR 1.1~1.4THRE as prescribed by 1.1 - 1.4

ik

Bk FHARSA ZF DMt :in vivolitisk B A H AR other: in vivo sister chromatid exchange assay

HBD21T Ik o AR ER Sister chromatid exchange assay

GLP#E& T—5%L no data

HABREIT o 1983 1983

SRERT (78, RH) Fr A Z—RINLARZ— Chinese hamster

TERI (B M. i F) T—5%L no data

B5=

oe L g

BB BRERNES i.p.

AEREAR _
IEDF A =—X/NLRB—(12-13:8E. KE#930g) IZ. [1-decanol prepared as an emulsion in saline was injected
BiEKPIZTTIILTar ELTHRBENT=1-TH/—)L10(- |intraperitoneally into a single Chinese hamster aged
3)moles/kg bwZRERERN IR 5 L1=, XTEREE (20T) 2% 7K %% |between 12-13 weeks of age and weighing ca 30g at a dose
Stz TRTORESHYIL. WE DRI, FFERIZBrdU® |level of 10(-3) moles/kg bw. 2 control animals received an
BTREL, 24BE TORBER D285/IFIIZ. 2/LF 2D  |injection of water. All animals received a subcutaneous
EHEZ T, HEBEOEIMHNS50DHE. RERMEZEIR |implant of BrdU in the neck prior to treatment and injection

crEe s SEOBMHIS25DHAAIZTDOLNT, SCEDFEHKEFAEL |of colchicine 2hours before sacrifice at 24 hours. 50 cells

SR Tzo SAER(X. NMUIZKBSCEDFFIZ*F 5. n-T7 JLH/— |from the control animals and 25 from the treated animals
IVEDEERED—EHELTITHN . NMUIZEEx BB EL |were scored for induction of SCE. The study was carried
TRWLNT=, out as part of an investigation of the effects of n—alkanols

on the induction of SCE by NMU and NMU acted as a
positive control.
HEtFRy NI

x|

BEEEHR

NOAEL (NOEL)

LOAEL (LOEL)




HETEER

ER

BRA-TH/—ILOHERSLI-MRTE. mkLen
{R3Z#2 (SCE) (LML MoT=, SCEDL AL (2.8+ 0.3
SCE/cell) [, xt#BE¥ (2.9 +-0.2SCE/cell) L EEE TH
f=e NMUBY Tl 1-TH/—ILIE. NMUDHTRSN =
SCEQRAEFRZFHVIET=,

Result: There was no increase in sister chromatid
exchange in the cells treated with 1-decanol alone, the
level of SCE (2.8+.0.3 SCE/cell) was comparable with
controls (2.9 +-0.2 SCE/cell). When injected in the
presence of NMU 1-decanol reduced the incidence of SCE
seen with NMU alone

in vivolBIGEH

JERR

S (3) {E5EHEL (3) invalid
BREFRBHIXRKG, EMEDOREREYDFERDT- [Significant methodological deficiencies, use of only one
AAERDZUMEILPRSMN S, Tucker et al, 1993 ZR3L  |test animal limits the validity of this study. In the

{2 4 O B AR L BRC. AHBRIETE U E = (XBEREZEZ SN TS, secondary publication by Tucker et al, 1993 this study is

= considered as inadequate or equivocal.

Hif

5| F Xk (JT3C#R) (86) (91) (86) (91)

BEE

ABRYMER

CASES

HHEE

R 11~14THE as prescribed by 1.1 - 1.4

ik

Bk HARSAY Tt i

HERDA2AT SR ER Cytogenetic assay

GLPEE& T—H%L no data

SERZEIT O 1988 1988

RBR GL R#) = rat

PRI (M. B :F) ;3 male

BEg LD50D1/5 1/5th LD50

B ERER Z O AT ORSE other: intragastric

SAEREAR
5 205 48E5 Exposure period: 48 hours
HEREY: SYN(ERKELIL0 ., RFDEHLL) TEST ORGANISMS: Rats (outbred, strain not reported)
— 5 BREAL - Age: Not reported
—RERBASRREDIAE : 150~ 170g - Weight at study initiation: 150-170g
—RAESYOENWE: 8T /& - No. of animals per dose: 8 males/group
&5 anRED ADMINISTRATION: Gavage
—aE HEELz-ITIILD3Y — Vehicle: Homogenised emulsion
— ERERHARS : 48BF RS - Duration of test: 48 hours
—BEHEE BEEES — Frequency of treatment: Single dose
—H T OTBRE LUV TS #1048k — Sampling times and number of samples: 48 hours
—XBESLUES 10D #ESYMIImDZEEKER S |- Control groups and treatment: 10 males received 1 ml

distilled water each.
HER: EXAMINATIONS:
—ERERFTR : SE&EaL - Clinical observations: None reported
— BRI fEES 2L - Organs examined at necropsy: None
—EROFHEELE . S EOITICKS. REME RS Ext |- Criteria for evaluating results: Statistical difference
BELOHITHNLTE between treated and control parameters using analysis of
—M.TD.OD:EREHE 1976 FE DAL 7 DXEKMSFSNTz |variance.

SRERS LD50)1/5% a5 8 ELT=, EMEDLD50IEERE SN T |- Criteria for selection of M.T.D.: Single dose selected as
WL, SHERSN-—E D 7/)La—)LIZEE$ 5LD50(E. 1/5th LD50 as obtained from an earlier (1976) Russian
2.26&12.8 mg/kgDREIZHDESNT=, (mg/kglEZ 4% . 71J |publication. The actual LD50 was not given in the report.
SFHILTORMET, KFYRIAD2 LR OLD50DE(E. 4000 |LD50's for the series of alcohols tested were reportedly
mg/kefRE LD TLNVD, ) between 2.26 and 12.8 mg/kg. (mg/kg may be a misprint in

the original as more recent values for the acute oral LD50
HARSAoTaraLh o0& : are of the order of 4000 mg/kg).
RADHEDOHDMEDNT-, BRRMBREDEEI G, 5
ZoN-EEHREEMAMID, HLLILRFRIZEEELEZS |DEVIATIONS FROM GUIDELINE PROTOCOL:
NBIFEICENE=NEINERTEFRLAT T2 One sex used, no clinical examinations reported.
Bﬁﬁ*ﬂmﬁféb AIT—XTHIB S HEEZEIL T 5588  |Insufficient information to indicate whether the single dose
RHNIEF (D ZBEEHR]) ZERALTULEL, 2272 —X(Z#H [adminstered was the MTD or high enough to be considered
Sffifah mEINT -, as a limit dose.
RO HIEHDBIEHIRL, No positive control group
#HODM/ BN DTSN D D TBAEE (FEERIL. 947 |No use of spindle inhibitor to arrest cell division at
SNF-MEOEFHB/BHEETZO>TVSELIITHZD), metaphase, cells in metaphase were selected for
BRDHMDT—EMHL, BEDIATOEBARERED  [examination. No measurement of the mitotic index.
EEINTLVRL, It is not clear how many cells/animal were analysed
(results appear to refer to total numbers of cells
analysed/group). No individual animal data, different types
of chromosome aberrations not reported.

HpETF R ER

[t

Eﬂ'j&lﬁﬂ'ﬁ-%ﬂl]@ﬁ

BEEEHR




NOAEL (NOEL)

LOAEL (LOEL)

in vivo @ inE

FEEHARA% : TR EE 0.5 +-0.3; RERME IR 55 0.2 +-0.2,
HIRDO RSN HHRa%: <t HEEE 0.3 +-0.2; HERME IR 58
1.8 +-0.5;
Z2EKEEODROSNDMY: B O, KR ER S
3.6+-08.

HEtREER
R AHAER Result: ambiguous
R Result:
FELE: EREL MORTALITY: None reported
ERERFT R . SR8zl CLINICAL SIGNS: None reported
BIRRATR  EESN TULVELY, NECROPSY FINDINGS: Not carried out
AEEIL: T4 BODY WEIGHT CHANGES: No data
BEEESIMEKEOEL: T—274L FOOD AND WATER CONSUMPTION CHANGES: No data
SRR FE T (ZPCE/NCELEADELE  EfEEN TLVALY, |[EFFECT ON MITOTIC INDEX OR PCE/NCE RATIO: Not
TR/ BE/mPCE/{SEIESEE carried out

SER Xt BB (X 6004HAE , FXERYE 1% 5 B (L5004ERa % 7347, MUTANT/ABERRATION/mPCE/ POLYPLOIDY

FREQUENCY:

600 control cells and 500 treated cells were analysed.
Polyploid cells %: controls 0.5 +-0.3; treated 0.2 +-0.2
Cells with breakages %: controls 0.3 +-0.2; treated 1.8 +—
0.5;

Cells with chromosome aberrations %: controls 0; treated
3.6+-0.8.

e | —

ER

o AHBROFBRL, BRMELRRAREEHF DM
DENE DEMERIELTIND A, BRI ERAIGREIC
FYRABRDERMEETELY,

Conclusion: Although the data presented suggest an
increase in % of polyploid cells and cells with chromosome
aberrations significant methodological deficiences render
this study invalid.

[EEE

[OREEETAS

(3)_invalid

{EREMEDHIMTAR L

ERLBHERORMGEFEBRFHEDOEEZESR),

Significant methodological deficiences (see test
conditions).

Barilyak, 1988

Barilyak, 1988

nu|FE|
|my

i
5| FA SRR (SE3CER)

(11)

1)

EE

HEBRMEH

CASEE

HMEZ

R
Bk

Kk RS

11~14THRE

as prescribed by 1.1 — 1.4

SEREIT o

HER R G2/ &R

TERI (- M. It F)

BRE5E

RERER

| 551 5% A

HEREH

Hrat AL IE

#ER
EE'J&U?&%EEUG).‘%

HEEHEHE

NOAEL (NOEL)

LOAEL (LOEL)

HETAIEER

ER

15
in vivoilB{nE M

DTTV—AVN—EIZIE. ZEREERETT L7,
BEMLERFEEN TGN, ATT)—A /1 —(EH
FIERA, EH) D55 kR (C6-22) DMBEH LUV
SEYE (C5-C24-34) Din vitroRER (T, 1-TH/—ILDE
B2 (Ames) # S HTIEEETH 1=,

FDMDATIT)— A /A—(ZET Bin vivoskERFER M. =
NED7IILA—ILIEERR TEEEEEF AV ENSHE
WMEXFELTLD, CORERERMTITSH. 2-TF)L-~FH
J—IL(BE) [BHEBERER., IR, BLULBAKE
HEREBOESER] -FTh/—ILEI-F 5T H/—IL

(B3%) UMK DIRMERER], FoY/—ILUMEERERD
[EMSER]). C24-327 )La—ILEE (&) UM ER LB
%g%ﬁ?gﬂ%ﬁﬁ%]I:Eﬁ?‘é%ﬁﬁ’r&bﬁ F-lX2nrtt

#him: A KRN TIHELERLLEEZOND,

The category members contain no structural elements
which may be of concern for potential mutagenic activity.
In vitro tests over the carbon range (C6-22) of the
category members (linear and essentially linear) and
supporting substances C5—-C24-34) are negative including
a study for 1-decanol [Ames].

Evidence from in vivo studies on other category members
supports the conclusion that these alcohols are not
genotoxic in vivo. Negative data of reliability 1 or 2 in
support of this conclusion are available for 2—ethyl hexanol
(supporting) [negative dominant lethal, micronucleus and
chromosome aberration studies], 1-dodecanol and 1-
octadecanol (supporting) [negative micronucleus assays],
docosanol [negative micronucleus assay], C24-32 alcohols
(supporting) [negative micronucleus and dominant lethal
assays].

Conclusion: Not expected to be genotoxic in vivo.

AR

(iR

(2 HRFTCEEEHY

(2) valid with restrictions




BARTA RGBT IIZEET H5B8, LR M7
DO+ HEMETHROB MR ESE  EERTE
EBEAENERREN TS,

The studies on which the conclusion for lack of genotoxic
potential in vivo is based are either comparable to or
guideline studies or publications with sufficient detail for

{EFETE D I BT AR ML
assessment.
EES
5| F SR (FT3XHK) (51) (84) (85) (97) (51) (84) (85) (97)
i
5-8 EMAM
CARCINOGENICITY.
ANEY /=)L, 95 /—)L, THh/—IL, BTH/—IL, TS |Hexanol, Octanol, Decanol, Dodecanol, Tetradecanol,
:;,713'/—)[«, AEXHTFh/—)L R A98FH/—)LHERER [Hexadecanol and Octadecanol were investigated in this
T=o study.
C6MBCI8(IRFEH) D7 ILa—ILIZHHE T %, CAS RN The substances correspond to C6 through C18 (even
HEMESR 111-27-3, 111-87-5, 112-30-1, 112-53-8, 112-72-1, carbon number) alcohols CAS RN 111-27-3, 111-87-5,
36653-82-4 and 112-92-5. #liE (X3 N THI97%, 112-30-1, 112-53-8, 112-72-1, 36653-82-4 and 112-92-5.
All have reported purities of about 97%.
CASES
HEE
%ﬁ; 11~14THE as prescribed by 1.1 — 1.4
FiEHARSAY T EEERRARE other: skin tumour promotion study
REBEOI(T
GLPE & T—5%L no data
HEBRETo-E 1966 1966
HBFR (A R ST mouse
Swiss Swiss
TERI (M. U F) It female
BEg 4ug/IDR(yanFHq) 4 ug/mouse in cyclohexane
ZHEE (R OB
0
R (B4K)
B 5428 BRES dermal
ALER B
xHEEEL AR L no
R M 608 Exposure period: 60 weeks
548 A3E Frequency of treatment: three times weekly
SRRIME 4L Post exposure period: none
HERENY TEST ORGANISMS
— BE/ARE  SREAL - Age/weight: Not reported
—BE M swiss ¥ A30-500C /& — Number of animals: 30-50 female swiss mice/group
B5/ 2% ADMINISTRATION / EXPOSURE
— B/ REHAM : 6080 — Duration of test/exposure: 60 weeks
—REAMT BRBIEL-EBEEIER) . B3EIT60 [- Type of exposure: dermal (application to shorn dorsal
B, skin) thrice weekly for 60 weeks.
—RBHRHM L — Post exposure period: None
—RE.ooaOnxgy — Vebhicle: cyclohexane
— iR RRE 20% — Concentration in vehicle: 20%
e s — A EAE: (1ETE2u) - Total volume applied: (1 drop approx. 2ul)
SBREH —HE:4ug/Y IR ETIVHA/—ILIZDWNTHEESE(X |- Doses: 4 ug/mouse. Total dose ca 720 mg for each
#3720mg, alkanol.
THRIZ, PEMATBERLI=T12-OAF LR X[a] 7k |The mice received a single initiating dose of ~ 7,12—
StEUFERAIKES (/=T —23V )L, HARIEIZ. k3% |dimethylbenz[alanthracene in acetone followed one week
FHECOMSCISETDRRAR T ILH/—)LFEZ60:ERE A |later by the application (described above) of various
(ER) Lo 1= T—2a 52N TULVELEE%. TH|alkanols ranging in carbon chain length from C6 to C18, for
J—ILERTH/—ILIZBWTERE . ChoDEDEN 60 weeks. Non-initiated groups were included for decanol
[F. ZILH/—ILEBADRBEDHIZT L, DHZEERAL  |and dodecanol, these animals received an initial application
= of acetone alone prior to exposure to the alkanols.
OBSERVATIONS
= Skin tumour development was reported and the degree of
BEEDESHEIIRESH., BHAIBAICHITHEERIE [skin irritation at the application site was assessed.
A=,
HEtFRy NI
e |
ARE. KEBNE
BEE . SkE
BRRFTR (ZEEE. TR
D FEIREEHA LSRRG
BRRIFHIAT R (A=,
EEE)
MiRFHIFTR (FEE,
BEE)
mRECEHFRR (RE
E BERE)
REER (REXR EF
EE)
TR (), FETBSRY
J‘ﬂﬁﬁlﬁﬁﬁ(%$$~ BE

[




AR R (RE

ERCERSNTE-E

BB E F £ F TORER

HAERIGH

HETRIFER
TR A I3 BREHRLOBTIEIREDIER X RS [Result: No skin tumours appeared in the non-initiated
NENt =z, A2 T30 EHYDETDIEZEDHS [groups tested. The incidence of tumour—bearing mice in the
YVRADFHEERILUTDREY, initiated groups is as follows:
AFHY/—)L =0/50 hexanol = 0/50
FH98/—)L =1/40 4B TEERA . BRELEMNAIZE |octanol = 1/40 (appeared at week 24 and developed into a
1) squamous cell carcinoma)
TH/—IL =6/30 (25-36:B D IZFEB k. 2PC TR L |decanol = 6/30 (appeared between weeks 25-36; 2
BHAIZHEST) developed into a squamous cell carcinomas)
RTHh/—IL =2/30 (39L49:BIZfEHERK) dodecanol = 2/30 (appeared at week 39 and 49)
FrSTH/—IL =2/50 (24L26:BIZ[EHB L. IIETRE [tetradecanol = 2/50 (appeared at week 24 and 26; 1

SR EEMNAITHETT) developed into a squamous cell carcinoma)

AFXHFH/—IL = 1/40 (53BTEEM)
FH8THh/—IL =1/40 0B TEERAK)

ZEEGIEX. TH/—ILIXESDTOE—L—THY. 9%
J—=IL ETH/ =L FESTH/—IL ~AFHTh/—)L,
BLUAIETH/—ILIE. BULMERRES TR REE DA HE
ENBHBEERLTND AFTY/—ILIZEBEBLA
W TRTOTILA/—ILT, KERIBENRLON. THh/—
IWERTH/—ILTEEDORBNHDNT=,

hexadecanol = 1/40 (appeared at week 53)
octadecanol = 1/40 (appeared at week 30)

The authors conclude that decanol is a tumour promoting
agent and that weak activity is probable with octanol,
dodecanol, tetra, hexa and octa decanol. Hexanol was
inactive. The authors also note that skin irritation was
observed with all the alkanols and was severe with decanol
and dodecanol.

| —

EREYI=H TR A | THR ambiguous

D HE
HEm 1966 ICRERSINI-COREETIZ. FESI1E. C8-  [Conclusion: In this study, published in 1966, the authors
C187I)Lh/—ILEEIL. [EBHEOTOE—4—{EAERL. conclude that C8-C18 alkanols show some tumour
C10(TH/—IL) THREBLNTOET—L2—1EBENEEIN - |promoting activity with the maximum effect being observed
LML TS, LWL, EES(E, ChoDERBEAZEER [at C10 (decanol). However they also note that skin
DFRTTEERBENAON ., EEDREMEACI0E  |irritation was present at the application in all of these skin
C127)La— )L CEHEIN=ELTINVD . KYRIADEEHLT [painting experiments with severe irritation being observed

s &, REEADFNCIEE FREL, BRI TORIBMEEEE |with the C10 and C12 alcohols. More recent evidence

ER BEARRBRICBVWTEELRBEFTHY. EEIEZFE |indicates that irrespective of the causative agent, irritation
HMEDEBREICHITHTDHRENTERLEEBASNTLS |at the application site is a significant confounder in skin
(Agyris, 1985, Nessel et al, 1998, 1999) , painting studies and its role in the tumour development of

non—genotoxic chemicals has been well established
(Agyris, 1985, Nessel et al, 1998, 1999).

B (2) KR CIEEMEHY (2) valid with restrictions

e HRER T RCCELSN ., —RLFFRZRBICABL.  [Study well documented, meets generally accepted

SRR DHIHTIR AL TEAAVMIZIFTANLGNS, scientific principles, acceptable for assessment.
Sice 1966. Sice 1966.

gt Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| A 3k (ST k) (7) (53) (66) (67) (70) (83) (7) (53) (66) (67) (70) (83)

& 239 SIDSTURRA ML TE B Flag: Critical study for SIDS endpoint

- ZF0/D TS: TH/—I, KFH/—IL, TRSTH/—IL, N |other TS: Decanol, Dodecanol, Tetradecanol, Hexadecanol

HEBRMES FYTh/—IL RU #92THh/—IL and Octadecanol

CASEE

EE

X

A [ hiEsEY

. NN ZF0Mh: T—)LYVEEKNAICTH T HMESEMYE other: determination of antitumour activity against Ehrlichs

HERAAARTA Ascites Tumour

REBDEA(T

GLPHE& LMVZ no

HEBREIToF 1972 1972

= FILE/IXHR mouse

HEBRR LR Z Db : Swiss ddY other: Swiss albino ddY

TR (e M F) T—A%L no data

RE5E

AER1: 25 10 mg/X D R/B, iB&2: 2, 4, 8 mg/X IR/
H, 25 10 mg/YX/H (C16 RUVC18 7)La—)L)

Test 1: 2.5 or 10 mg/mouse/day. Test 2: 2, 4 or 8
mg/mouse/day 2.5 and 10 mg/mouse/day for C16 & 18
alcohols.

gﬁﬁ%ﬁ (E51) D&Y
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BEER
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EEYHE:5EM

BE5EE B0

B 5% AR 24 B R

SHERENM: 7ILE /<™ R (Swiss ddY) , KM AL
PEIZF54E,

— 5. 5B

— S ERBASARF DA E : 20-23¢

— %k 4 IK6PT /B, xtEREE (X200

BE5/RE

—Ef%%ﬁ/%ﬁ%%ﬁﬁﬁ REK DS A MR T HE 4B RA R (BASEL . 5
B,

—REMT BERNKE

—RE%RYH:248/H

Exposure period: 5 days

Frequency of treatment: daily

Post exposure period: 24 days

TEST ORGANISMS Mouse Swiss albino ddY implanted ip
with ascites tumour cells.

— Age: 5 weeks

— Weight at study initiation: 20—-23g

= Number of animals: 4 or 6/ treatment group, 20 controls.

ADMINISTRATION / EXPOSURE

— Duration of test/exposure: 5 days starting 24 hours
afeter implantation of the ascites tumour cells.

— Type of exposure: Intraperitoneal

— Post exposure period: 24 days

ERBMICEITEEISA
HOERE

BRESINI-Y I ADEFHBZRIELT, Finldi124 -
>194%f8 U=,

=3

SpER ST

AR —iB B F 5L, Tween80ZF FHLV=F AR, - Vehicle: Probably aqueous suspension using Tween 80.
—BIETERE BRE SN TLVERL, - Concentration in vehicle: Not reported.
—RE R HEBRSN5D2D 7L a—/ILED TN TIZ |- Doses: Test 1: for all 5 alcohols tested dose levels were
BILT. AEIF25£10 mg/Y™O R, 58E&2:C10, 12, B KU [2.5 and 10 mg/mouse. Test 2: C10, 12 and 14 alcohols
C147)La—)LlF, 2, 4, BEU8 mg/I IR TRERSHN., |were tested at 2, 4 and 8 mg/mouse, C16 and 18 alcohols
C16&187)La—)LEAIZ, 25810 mg/R I XA TRERSNT=, |were tested at 2.5 and 10 mg/mouse.
Bz OBSERVATIONS
EHEFHENRESh ., BELEOXBELLERSNT-=, [The mean survival time was recorded and compared to the

untreated control group.

#prEtF AL ER

5 |

RE. KEENE

EfiE. SikE

BRRFTR (ZEEE. TR

D FEIREF A L AR

IRRI AT R (A,

BEE)

MiRFHIFTR (FEER,

FERE)

mRECFEHFRR (RE

REREMR (REXR . E

BE)

JECE (), FETESR

BlgAr R (REXR FE

&)

[

ﬁij@%ﬁﬁ‘-ﬁtjﬁ"—)ﬂ’iﬁﬁﬁ [€:3:3

ERICERSNT-E

HE 55 5 £ E TO R

AERIGHE

HETRISER
#58:C10. 12, BXUCI47)La—)LEEDEEIZKY. ¥ |Result: The C10, 12, and 14 alcohols exhibited toxicity to
ATEEDOTH. REFBIDIAHONT=, IREEZFESLT [the mice, evidenced by severe diarrhoea and loss of body
REREZEYRL-, EALE DR BE (BEKLADBED weight. The dose levels were reduced in the repeat test.
H) DT ETFHAM X, HER1T(X18.3H. XER2TIX14.4 [The mean survival time for the untreated control group
BfEot=, HEBENT=FRTOTILH/—ILEDOENELH., |(Ascites implantation only) was 18.3 days in testl and 14.4

SER HEIN1D, FIEERDESE T, BAKMSAHIEE |days in test 2. All of the alkanols tested increased the

survival time of mice implanted with ascites tumour cells at
one or more dose levels tested. Life span was prolonged by
124 - >194%.

negative

#55:C10-187 )LO—LFEDR 5IZL>T. T—I/LYvEHE
KA EREEANICBES N =YD RO EFHARAE

Conclusion: Treatment with C10 —18 alcohols extended the
survival time of mice implanted intraperitoneally with

SER U=, Ehrlich ascites tumour cells.

Exatt (2) #HIRfF CIEREMHY (2) valid with restrictions
RERII L EILSh, — BRI HLRBIIZEEL.  [Study well documented, meets generally accepted

EREME D HIBTARBL TERAVMIZIFANLND, scientific principles, acceptable for assessment.
Ando et al, 1972 Ando et al, 1972

Higt Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent

5| FA Xk (JTXXEk) @) @)

&% 757 :SIDSTURKRA UM ESTEELHER Flag: Critical study for SIDS endpoint

5-9 4E-RABME(ZREELRETHEED)
REPRODUCTIVE TOXICITY (Including Fertility and Development Toxicity)
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as prescribed by 1.1 — 1.4
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PIZ3t9 ANOAEL (NOEL)
X IFLOAEL (LOEL)

FC107ILa—IL(1-TH/— L) NEEAERETSLER
OB IEWSEREYR—rT 5T —40, LR LT
/EREAREBROMNZH, 1-~FH/—)L, C6-127)La—)L
#H(R47C). C10-167)La—/)LEE (1 TBLD) £ 55h
oV DERBEICHTIEENRSNGNIL, BT
1-AFH/—)L-2-TF JLEAYTINTNA—ILDSEY
BEHLNDT—HIZEH>T. EXbN TS,

ZTOMDEREEIA

[ !

HETRIFER
ERE: ERERY)—= HER[C12(FTH/—JL., C18(F |Reproduction: The conclusion that the members of the
9RTH/—IL) JE KV EIEHERER[C22(FaH/—)L) ]® |aliphatic alcohol category (C6-22) are not expected to
PEMHER. Ao RERERER T, BEERURBIESEL |impair fertility is based on a weight of evidence approach
FIILA—)LIELBITEBERENDEZEN RSN, EUY [using negative data from reproductive screening studies
SERDIMDEAIEDNTIAEHET7IILa—ILATT [[C12 (dodecanol), C18 (octadecanol)] and a fertility study
1)—(C6-22) DM A /\—E L., EEREZFRE TS &([C22 (docosanol)] together with a lack of effect on the
[FEWNEBbhbNn D LiEHRLT=. reproductive organs in repeat dose studies over the range

of linear and essentially linear alcohols.
ER

Data in support of the conclusion that C10 alcohol (1—
decanol) is not expected to impair fertility are provided, in
addition to the reproduction/fertility studies mentioned
above, by lack of effects on the reproductive organs of
rats receiving 1-hexanol, C6—12 alcohols (type C), C10-16
alcohols (types B&D) and data from supporting substances
1-hexanol-2-ethyl and isoamyl alcohol.

F11Z3%t9 HNOAEL
(NOEL)X IFLOAEL




F2(=xtd HNOAEL
(NOEL)X [FLOAEL

ER iER: ETEREFIRE I A LEAELNER DD, Conclusion: Not expected to impair fertility.

B (2) #HIRf CiEREMHY (2) valid with restrictions
HARSAUHERICIL T B8R, HBHLMIFFHEICE ST  [The studies on which the conclusion for lack of effect on
ﬁﬁﬂ@ﬁi&@%%iﬁﬁl:g’jg’, ETERENDEEILE  |the reproductive potential is based are either comparable

(S5 O HI BT AR HL WEFERL TS, to guideline studies or publications with sufficient detail for

assessment.

EES

5| FA SR (FT3XHK) (84) (85) (97) (84) (85) (97)

iEE

B. B4&HMH

DEVELOPMENTAL TOXICITY

HERMERZ

CASES

MEE

IR 1.1~1.4THRE as prescribed by 1.1 — 1.4

HiE

HiE/HARZA4Y Z Dt other

GLPE & T—5%L no data

HEREITOE 1990 1990

= vk rat

AR (8 Ri) Sprague—Dawley Sprague—Dawley

[0 HIN ' H D) k3 female

BES 100 me/m® 100 me/m®

ZHEE (KR OB

0

R |A inhalation

SR AR 20H 20 days

R EC A% 55 AR
REHM 198/ Exposure period: 19 days
REHE TERE/A Frequency of treatment: 7-hours/day
*HEBE: HY Control Group: yes
HERENY TEST ORGANISMS
1B 915 DT IRIEES Y b (Sprague—Dawley) . IEIRFF D EHAT Y |Groups of approximately 15 female pregnant Sprague—Dawley rats
{KEI(%281¢g, with a mean maternal weight of 281 g at the beginning of
’E5/RE pregnancy.

—RESMT RARE. ERMIITREZE=4—L. 1BH &I |ADMINISTRATION / EXPOSURE
Bl — Type of exposure: Inhalation, concentrations monitored
— B/ RELR TIR1-198 TIX, 78R/8, continuously and recorded hourly.
—AE:0.1 mg/l (BOFRFENEETERTREL RS =E) — Duration of test/exposure: 7 hours a day from day 1-19 of
—xBH ARYERSHOEYYIE. RLHRTFIETIERICH |gestation.
=2 TiIbhbniz11DOREEO X BRE &L an =, - Dose level: 0.1 mg/| which was the highest atmospheric
REFIE: KEIERIN-MHEFAL-, ZOMDIEIRILA  [concentration which could be generated at a temperature below
o 80F.
— Control group: The treated animals were compared with pooled
gﬁgﬁ%ﬁ; controls from 11 studies using the same protocol conducted over
a 5 year period.
MATING PROCEDURES: Sperm positive females used, no other
information.
PARAMETERS ASSESSED DURING STUDY:
AERHAR R ICEHE SN =/ 85 A—4: - Body weight gain: Daily for 1st week then weekly
—REEN:FAXER. F0&IZ1E/E, - Food & water consumption: Weekly on days 7, 14 and 20.
—EfERVEKE AEIZ. 7. 14. BXUV208, — Clinical observations: Assume daily frequency not actually
—BRRFTR - EAEERDNEA, EREOELEH T, reported.
—FERE IFIR20B(Z, HAH. FRE. RIVER VP EERIR |- Examination of uterine content: Gestation day 20 ovaries also
#EoEk. removed with uterus for examination of corpora lutea,
—RRIREER EIR20B (2, SR, NI, BEUBHRDEEZE  |implantations, resorption sites and live foetuses recorded.
B, RIROEELMERIERRER, ~ Examination of fetuses: Gestation day 20 examined for external,
BIRTRAN-HRE (RRRVBEMBHID) - EfESNAMNof=, |visceral and skeletal anomalies.
Foetal weights and sex were recorded.
ORGANS EXAMINED AT NECROPSY (MACROSCOPIC AND
MICROSCOPIC): Not carried out.
PEDZEEHEN (MANOVA) EANOVA, FRIRDEHE FE & [Multivariate analysis of variance (MANOVA) and ANOVA.
F—ARIE. —EYTDEIEIRTE . £1-IZANOVAZ BT |Foetal incidence data were analysed using the Variance
DT LT=. Kruskal-Wallis#R FE DY, /2 /85 AR) R A& | Test for Homogeneity of the Binomial Distribution or
SRt LIE URiksipes Fd It oF I ANOVA. The Kruskal-Wallis test was used if a non—

parametric analysis was more appropriate.
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BREERTFEE~D
B2 40)

REMBIFIIATR (%
R BERE)

FEFHEVES

EEBEFRFRRD
R 1750

[E3:4

EFRERIBEER
FR/R S BREFED

EEBFEE

NGFRAETFE

RARMERGIREE.
AR BEIEA)

KRR ESh -8

%5, AEC LOREOHRE = T EEO0.1 mg/ID5-10%
DEEAN (FNSHTAHE) , Sh(E, HERFH T TER
ARG REAETHD. EEOHRE=(H0.1 mg/l,

ACTUAL DOSE RECEIVED BY DOSE LEVEL BY SEX:
Within 5-10% of the nominal concentration of 0.1 mg/| when
measured by Infrared analysis. This is the highest
attainable dose under the conditions of the study. Actual
dose achieved 0.1 mg/I.

AERIGH
HETRIRER
NOAEL: BAE LU BB IREMIZEIL TO0.1 mg/l, B{RE1E. [NOAEL : 0.1 mg/| for maternal and foetal toxicity. No
FRIREM. HAHWIIESTHEDIERLITA, evidence of maternal toxicity, foetotxicity or teratogenicity.
BT MATERNAL TOXIC EFFECTS BY DOSE LEVEL:
—RLEESLVUETH: %L ~ Mortality and day of death: None
—RECLOFIR: SEHEHL - Number pregnant per dose level: Not reported
—REHTHEGL ~ Number aborting: Not reported
—IRURAE L BRI E 1R 5 R &t R BE R CRITEE . SF19 [~ Number of resorptions: Comparable in treated and
URAE /B8 1T, X EBEFT0.5. SEEME IR 58 T0.5, control groups. Mean resorptions/litter control 0.5, treated
—ERHEABYE RS BEMTRIZE, THERK|05.
/RS, IR TI149, BB IREE T3S, - Number of corpora lutea: Comparable between treated
—bEOREAR : SEEEL and control groups. Mean corpora lutea/litter control 14.9,
—RE HBRYERSHEABET. AEEMEIREE  |treated 138.
B, — Duration of Pregnancy: Not reported.
—EfE/{EKE ARMERSHIGBHTREE - Body weight: Weight gain was comparable in treated and
—BRERAFR - AL control groups.
— RPN R EfESN G ofz, — Food/water consumption: Comparable between treated
—MRERZMRR  RESnGEh o1, and control groups.
— &R EfRshiahof=, - Description, severity, time of onset and duration of
N — R ER RSN GEH o1, clinical signs: None
ER —REMABEMNR  RESnGh o1, - Hematological findings incidence and severity: Not
carried out.
— Clinical biochemistry findings incidence and severity: Not
carried out.
— Gross pathology incidence and severity: Not carried out.
— Organ weight changes: Not carried out.
— Histopathology incidence and severity: Not carried out.
fBRT— FETAL DATA:
—fRR /E&Uﬁii RERME IR 5 L5t BB EER] TREIF2 |- Litter size and weights: Comparable between treated &
E. RREB(F) (. B TI35, HBRMERSET  |control groups. Litter size (mean) control 13.5, treated 13,1.
13.1, — Sex ratio: No significant difference between treated and
— L R E RSB E BB TEEAEVEL, ¥ [controls. Controls/litter (mean) male 6.6, female 6.9;
MREE/RE (FH) (&, MEAY6.6THENY6.9. FHERYME 1R 58 /8 | Treated/litter (mean) male 6.8, female 6.3.
(F19) L. i#EA6.8THEAY.3, - External, Soft tissue and Skeletal abnormalities: No
;%Eﬁ IR, BLUBHEER BEICEELIZEE [treatment related effects.
Lo
t)
PIZ%9 HNOAEL (NOEL) [NOAEL (BHAZEE): >0.1 mg/I NOAEL Maternal Toxity: > .1 mg/I
XIFLOAEL (LOEL)
F1{Zxt9 ANOAEL NOAEL ({3 /214 ): >0.1 mg/I NOAEL Teratogenicity: > .1 mg/l

(NOEL) R [FLOAEL

F21Z39 HNOAEL
(NOEL) R IFLOAEL

&R F RS GEIR1-198) Dn-TH/—ILADBARE
12k, SvrDOBAREME. BESME. BLCHESECET
BHNOAELIF0.1 mg/| GERL IR iR ) TdhoT=, HE

Conclusion: The NOAEL for maternal toxicity, foetotoxicity
and teratogenicity to rats following inhalation exposure to
n—decanol during gestation (Gestation days 1-19) is 0.1

e SNE-BAEBLUCBREONTA—2DOANIZE ., 22(ER  |mg/l (the highest attainable concentration). There were no
ER =Y (WA oY N adverse effects on any of the maternal or foetal
parameters investigated.
=5t (2) HIFR TIEFEHHY (2) valid with restrictions
REBIXL(XEIESN, —BALEZMLREIIZEEL.  [Study well documented, meets generally accepted
E3EME D HI BRI TRAAVKMZIZITANLNS, scientific principles, acceptable for assessment.
i Nelson et al. 1990. Nelson et al. 1990.
z Hayes Consultancy Service Bromley, Kent Hayes Consultancy Service Bromley, Kent
5| FA Xk (JTXXEk) (46) (64) (65) (74) (46) (64) (65) (74)
wE 757% :SIDSTURIRA VM- TEERRER Flag: Critical study for SIDS endpoint

5-10% DABSEIE R

OTHER RELEVANT INFOMATION

HERME S

|hexano|, octanol, decanol

CASES

I’\Z\’-‘H'/—)I/, *H9B3/)—I, TH/—IL




MEE

Hayes Consultancy Service Bromley, Kent

Hayes Consultancy Service Bromley, Kent

SERR |
Hix
FiEHARSA BT D EFE SRR Type: other: human skin irritation
GLPE&
HEBRET-F
NoDYEX., REFBEDFEEZRS-OD. ERZ#H|These materials were tested as part of an interlaboratory
T2/ FRER D18 A ER RIS T EEM D — B &L TER |evaluation of a human patch test for identification of skin
Banhi-, irritation potential.
B AERMEI T, DEELEIANDRSUTAT DY IL—TER |Groups of at least 30 volunteers were used for each
BRan., RABRWE X DEEL2hFRTRERS NIz, &F  |evaluation at each location, at least 2 locations tested
FROYE (0.2 ml) A, Hill TopF ¥/ \—%E>T, BID4 |each product. The undiluted material (0.2 ml) was applied
Bz, BEAREERAINT-, RIS (XRERIAE. 24, 48, |[to the outer arm using a Hill Top chamber for a period
SHERZ £$U725#Faﬁf£(:§$1ﬁéﬂf:o SDS(JTAF7 LET L)L+ |usually of 4 hours. the reaction was assessed at 24, 48 and
FARRIN HIILTz—R) DG EBELTHEASNT-, RERMEIZK (72 hours after initiation of the exposure. SDS (sodium
63 BHERTIL—T DTN, BHERBICKRET 5EIZ  |dodecyl sulphate) was used as a positive control. If the
AT, KIBITIEFNIE, WEIXT R ERBEY 1EL TS 4E |proportion of the test group reacting to the test material
Sz, EEZ BN, was significantly less that those reacting to the positive
control the material was considered as not classifiable as a
skin irritant.
“n%
ANEH/—)LEF DR/ — LD, BB LY EHKIEIZIELY [Hexanol and octanol gave responses significantly lower
RIEZEEL. REREBEDOM CERBEDIER THoI=, > |than the postive control and results were similar between
T. DT IILA—)LIERERIEMEEIZEZ SN,  |laboratories. These alcohols were therefore not considered
Th/—ILIE BERERIGEE LT, AOHERIL. FIF  |as skin irritants.
R MELTHETSH=OI12, EYEYTHRERIGEE LT, 3 |Decanol gave equivocal responses, an initial test gave a
DDA DREREEZ XS, ZOHDHAEETIE. ZDFERIL |response just sufficient to classify as irritant. Subsequent
RBTEEM T, testing by 3 other laboratories did not confirm this result.
o
et
JERR
M () IR CIEREEHY (2) valid with restrictions
(S8 D I BT R L
g Griffiths et al, 1997 Griffiths et al, 1997

5| FA SR (ST 3XER)

(31)

(31)

&

FLANTILA—IL, AFHTIILTILa—IL, ThST

oleyl alchol, hexadecyl alcohol, tetradecyl alcohol, dodecyl

Hayes Consultancy Service Bromley, Kent

HEMHEA LFILI—I, BFULTILI—IL, FUATILI—IL alcohol, decyl alcohol
CASES
MEZ
X
HiE e —
FiEHARZA4 BT F O BN SR Type: other: human skin irritation
[GLP:#E &
ERE1To1-F
HEBREH
R
Ft
HE
COFAEDEMIE. HEORBMEEFET A=, BEE |[The purpose of this study was to introduce the chamber—
ERDI=0I12E Z 5N T, chamber—scarification testZi& [scarification test designed for increased sensitivity for
ATBIEDHD, FIEDMIHFICHBOAIRENT=, assessing the irritancy of materials. It should be noted
that persons especially vulnerable to irritants were
MBIE. SRTILAAIVISEDLIZ25%FRELTEDN  [selected.
foo BANREZEERIL, ZOMAHBRF v /N—ITA
h=HEYE (0.1m) Afih b K5, 1B 1A, 3BEIZh The materials were applied as a 25% solution in mineral oil.
1=2T.5-10ADRSUT4T AL, KIE(X. RIER |The skin is first scarified and the test material applied
FORT D30 RICFHESN T, (0.1ml) in a test chamber once daily for 3 days to groups of
5-10 volunteers. The skin was assessed 30 minutes after
RBDEREFRFEDORSIZERLI=, C10£C127)La—[the end of the final exposure.
SER IVANBEELRGEELTz, —ATCI47 LI—)LIEHED
R, C161EEMN . ZFLTAL AL TZILaA—ILIFIELRIEZ [The degree of irritation was related to carbon chain length,
£C7= the C10 and C12 alcohols giving a marked response while
the C14 alcohol gave a moderate response, C16 slight and
the oleyl alcohol gave a low response.
COREIF. 19768 T U DCTIThN = E3EIKREH
£ £5% (3rd conference on Cutaneous Toxicity, Washing This work was presented at the 3rd conference on
DC, 1976) THERIN ., REOMRIXEITHESNI=(the  |Cutaneous Toxicity, Washing DC, 1976 and published in the
conference proceedings in Cutaneous Toxicity eds Drill & |conference proceedings in Cutaneous Toxicity eds Drill &
Lazar) , ZHl&. (RTECS, 2004) [CLYE RShTULVS, Lazar. This referred to by RTECS, 2004.
Exatt (2) #HIRfF CiEREMHY (2) valid with restrictions
HARSBHEBRAET, BGEHFINTULEY, —f8IZ328 5 |Comparative study well documented, meets generally
NE=RFRLRAICERL, SEHERICHERTESEDTH |accepted scientific principles, acceptable for assessment.
SRR D FHIBTAR L o
Frosch & Kligman, 1976 Frosch & Kligman, 1976
g g ¥

Hayes Consultancy Service Bromley, Kent

(27) (74)

(27) (74)

5| F XK (FTXX#R)
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HBRYMEZ Th)—IL Decanol

CASE=S

HHEE

JERR

Hix

ﬁfféf’ﬂsa’f“/ BT ZDM-ERCHEFETLUILF—RIE Type: other: allergic reaction in man

GLPi#E &

FRERZ 1T o1&

SERE

#®E

o

[t
EELIT. FIERERTD1664NDERLT-2E T, I§H |The authors report the results of patch testing with
BEZILaA—ILTONRYFREDIERZIHREL TS, TH |aliphatic alcohols in 1664 consecutive patients at a
J—IL (D) EF)—TAAILIZEHLE=5%) &, 15AT |dermatological clinic. Patch testing with decanol (5% in

SRR Bt RIGEEL., TEYDITTEMLIZ10%TD/ Sy FERERT |vaseline and olive oil) resulted in 15 positive reactions,

- [E. 22 ATHBHEREER Tz, ZNIXREETIL, ThEN |patch testing with 10% in vaseline gave 22 positive
0.9%&1.3%&7%3, reactions, an incidence of 0.9% and 1.3% respectively.

B (2) IR CIEREMEHY (2) valid with restrictions
RERII LI EIESh, —fBLRIZHLZREBIIZEEL.  [Study well documented, meets generally accepted

(RGO B AR S THEAAVMMZIZIFTANLGNS, scientific principles, acceptable for assessment.

Hif

5| F Xk (JT3C#R) (45) (45)

&

AEBRME R

CASES

HEE

X

HiE

FHiE A HAES4Y 4T Z Dt R3] Type: other: aspiration

GLPE &

SHEREIT o

ZYMZ02 mDI-Th/—LERSISE DB E. 9/9DTVRH

Aspiration of 0.2 ml 1-decanol to rats produced deaths in

SRERSEE BNEE(ZMFIR{= b CRYTRTE LTz, 9/9 rats immediately due to respiratory arrest.
#BR
Fit

DAY=V RER T A-TH/—ILIZKEIZLBEE [In this screening test 1-decanol presents an aspiration
e HERLTZ, hazard.
X
B (2) KRR CIEREEHY (2) valid with restrictions

RERIIL(XEIbSh, —BLRZHLREIIZEEL.  [Study well documented, meets generally accepted
(S50 O 3 BT AR ML TEAAVMIZIFTANLGNS, scientific principles, acceptable for assessment.
EES
5| A 3k (ST k) (29) (70) (29) (70)
EE
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