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SUBSTANCE INFOMATION
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EINECSZE & 2167006

TIRDTIUAFIREIL, AFILE2BZELTILXILDAFIL
FIVAFUR, FLEERAF S IFILE2BEEETTILFILD
EROXSIFATIVAXIRTHY. EL0L=MDEREAF
IZHEEL TS, ZILFILEEIF. RFBFRFHT8~20THY.
RERULLDIERER12ELV14DEDTH S, BIEHEDH
é1tﬁ;}%§{ﬂm&t EBAMTOTZILEILEHEIX, F1512.9~
135TH 5.

MERF - TIVAXIE ATI—

3F= 230 g/mol

EINECS-Number 2167006

Commercial amine oxides are either alkyl dimethyl amine oxides
or alkyl dihydroxyethyl amine oxides which contain 2 methyl
groups or 2 hydroxyethyl groups, respectively, attached to the
tertiary nitrogen. Alkyl chain lengths range from 8 to 20 with 12
and 14 being predominant. Average chain lengths for the
mixtures are 12.9 to 13.5, with the exception of one tallow—
derived compound.

Substance Group: Amine Oxides category

Molecular Weight 230 grams/mole

1.02 REMFRINEFHEE HEEFREICET HHER

SPONSOR _INFOMATION

e

OECD/HPVZ 0% 5 L (SIAM22) [Z kYU E S 1-1E R
(http://cs3-hqg.oecd.org/scripts/hpv/)

OECD/HPV Program , SIDS Dossier , assessed at SIAM22(18—
21 April 2006)
(http://cs3-hq.oecd.org/scripts/hpv/)
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Sponsor Country: United States

1.03 A5 —5F{f

DETAILS ON_CHEMICAL CATEGORY

ATV IE S

TEVAFZIREDOATIVICIE, 15DCASES CEESNTL
215 EDMENEEND, CDILEMEDSS, 458, 1D
HUNEESDOOECDHE TR EEE (HPV)LZRELTRED
o TS, 7IUAFIREATIVELTHEET HRHIE. S
hEDEE LB JUBEE EDBELECESTLVS, COHT
JJYICET2MEK. TATREEEMETHY . BIEMEER
(FEUAFIR) &, LBMFFEOBUKIENZE I (RULTILFE
IVEBHE) ENDED, COATIVIZEIT2EE EDELIE,
ROESIIDDREM DD, (1N TIVDE_BMEELVE
SBBEN, AFILEHNFERAF I IFILETHD. (9K
WTZILFILBEDORSH, kB T8~20DEEEHD, (3)C18:1
(ALAILE)F=FC182(V/LAIILE) IZESNE LS, KLY
;}g#»ﬁﬁmobxzoo):i.ﬁ'a(*ﬁﬂ#ﬂﬁﬁ)’&ﬁttﬁeﬁ

HERDTIVFFIREL, 20DAFILEEESLTILFILSAF
IWTIVFFRIR, FF2ODEROF S IFILEEZELTILY
IWPEROX S IFIILTIVAFTIRTHY., EE01=MDEFR
FRFISHEELTLS, PILFILEEE. REHTI~20THY.
FIZ12BLU14THD . BIERKRDHHILEYMEHINELT, B
EMTOTILFILERE. F19129~135TH 5,

TEIUAXIREDILFHZEEIEERICBUTOSENTBIE
h3, BEE, ZILF)LBREICEES D, DFYTILFILEMR
HEOEEAFILENEROF I IFILEDN)ICKEENE, 7L
FILBEDRFES (8~20)IZLDEVNIHD, HLHEELDE
Bk ChoDREEEMEOMEMMEEL L ENEEEES
T B, AFILEBRENERFOFS TFILEBRENELSELIE.
ZEXRFOEEMELT I ENSCEET S, EROF I ITF
ILEDIESH, REFENEDOBEHOFKEERET S, &Y
EOWZLFLBREDORSTHFOLRZMRGHETEILLE
WS, D F OB EIRT 5.2 2 -[(92) - 9 - 9%
FHEZILAFURAZ/] ERTR/—)L(CASTES93962-62-0) .
BELUV2, 2 - /S/ERTA/—)L, N - BREE7 L ILEER, N -
A XK (CASES61791-46-6) [CR SN D K31, ZILFILEH
TEAFNEH DEEIZKY . Thd(THB A REMIEH 7 LY
JVBHELTRIGLPT BT ENFBIINS, LHLEDAS, Ch
SDILFEHET SR EMIC, REHB~20D7ILF/ILOEFAF
SIFINTIVAXRIREEEDHLR,

The amine oxides category includes 15 substances as defined
by 15 CAS numbers. Four of the chemical substances have High
Production Volume (HPV) chemical status in one or more OECD
regions. The justification for grouping the amine oxides into a
category is based on their structural and functional similarity. All
of the substances in this category are surfactants, consisting of
a polar “head” (the amine oxide) and a relatively inert,
hydrophobic “tail” (the long alkyl substituent). The structural
variations in the category are three—fold: 1) the nature of the
second and third substituents on the amine are either methyl
groups or hydroxyethyl groups; 2) the long alkyl chain ranges in
length from 8 to 20 carbons; and 3) the long alkyl chain may
contain one or two double bonds (i.e. unsaturation) as in C18:1
(oleyl) or C18:2 (linoleyl).

Commercial amine oxides are either alkyl dimethyl amine oxides
or alkyl dihydroxyethyl amine oxides which contain 2 methyl
groups or 2 hydroxyethyl groups, respectively, attached to the
tertiary nitrogen. Alkyl chain lengths range from 8 to 20 with 12
and 14 being predominant. Average chain lengths for the
mixtures are 12.9 to 13.5, with the exception of one tallow—
derived compound.

The chemical behaviors of the amine oxides are expected to be
very similar. Differences relate to the alkyl substituents: their
nature (methyl, hydroxyethyl) and the number of carbon atoms
in the alkyl chain (8 to 20). These structural variances impact
the physical and chemical properties of these surfactants. The
presence of methyl- vs. hydroxyethyl-substituents affects the
basicity of the nitrogen only marginally, and the hydroxyethyl
group lends more bulk to the hydrophilic head—group of the
surfactant. The length of the longest alkyl substituent does not
alter the chemical reactivity of the molecule, but does affect its
physical properties. The influence of unsaturation in the alkyl
chain (as in CAS Nos. 93962-62-0 Ethanol, 2,2'-[(92)-9-
octadecenyloxidoimino]bis— and 61791-46-6 Ethanol, 2,2'-
iminobis—, N—tallow alkyl derivs., N-oxides) is expected to make
the molecule prone to reactions as typical for unsaturated fatty
alkyl chains. Nevertheless, their overall chemical behavior fits
within that of the group of C8-20 alkyl dihydroxy ethyl amine
oxides.




1.1 — RS EER

GENERAL SUBSTANCE INFOMATION

MEDEIAT AEELEY organic
MEDE-CHEL - BREDER
IR EIIRBE (20°C, 1013hPa) B solid

HE(EE/EE%) TIVAFUREDOILEWMEIL., THFT1MEELTHEET AD |The chemicals of the amine oxides category do not exist as
TlEEL EBE. B35 25~35%D KB RELT, &, 81X S | ‘pure’ substances, but are produced, transported and used as
h. ERIND, WEFEICKDH . REHF]. MIBIFISKLEZ [aqueous solutions, typically at a 25-35% level of activity.
DD T PO CLMEEENTNSIHELH S, Depending on method of manufacture, trace levels of stabilizers,
processing aids or other impurities may be present.
Hi
EE
1.2 TG4
IMPURITIES
CASES BEEEKZE BHE) . HAWNIIERTID (1%EKE)HEDT  |Impurities such as, hydrogen peroxide (trace levels) and free
MYDEET S, amine (<1%) may be present.
ME £ IUPAC)
ERNERZSDES
BRESICETLEH
SHE (%)
Hig
EE
1.3 0¥
ADDITIVES
CASES L None
ME A IUPAC)
ERNERZSNES
BRAESICETLEH
SHE (%)
Hi
EE
1.4 R4
SYNONYMS
ME£-1 SAFIVSIYIWTIVA TR Dimethylaurylamine oxide
MEH-2 DAFIETFINTIUAFIR Dimethyldodecylamine oxide
FIIWTEVAFRIE Lauramine oxide
SOYIDAFILFIUN-AF R Lauryldimethylamine N—oxide
Hi
EE
15 SigE-MAE
QUANTITY
WE-MAS LTFIEETOT7IVAFIROEE - BABTH S ERIDCAS |This is for all amine oxides manufactured and/or imported;
EEHHINIMELRICKDIFERIE/LNTLEL, values for individual CAS numbers and substances are not
available.
(a)kE
26,000 Fh> /4 (Soap and Detergent Association, 2002A) (a) United States
26,000 metric tonnes/year (Soap and Detergent Association,
(b)ER M 2002A.)
(i) 16,000 F k>~ £ (Modler and Inoguchi, 2004) Value is consistent with the USEPA 2002 IUR (Inventory Update
(i) 21,570 Fb> .~ % (AISE, 2002) Rule) database.
(c) BAX (b) Europe
6,800 Fh> ./ 4 (Japanese Soap and Detergent Association, (i) 16,000 metric tonnes/year (Modler and Inoguchi, 2004)
2002) (ii) 21,570 metric tones (AISE, 2002)
(c) Japan
6,800 metric tonnes/year. (Japanese Soap and Detergent
Association, 2002)
W
Hi




1.6 FA&IER
USE_PATTERN

FRARER A —RRRI & A. General
AR niEsE: HTI)—: Type of Use: Category:
main THEZHOEREICKSFIA main Wide dispersive use
EX BASCRETHA industrial Personal and domestic use
A& b1 Vi 51 use Cleaning/Washing agent
TIVUAFIREBIX, ZERB LU= F LT TR G THERS |Amine oxides are amphoteric surfactants that are used in
NEMERIDEEYETHY. BE. EODOREEEME LM |cleaning and personal care products, usually in conjunction with
HEDETHERAINDS, PSUAFUREE, ARER]. ¥ |other surfactants. They function as foam stabilizers, thickeners
#l., FErH. FEH. BEIUARKLE DHEET., SFTAZEH]. |and emollients, emulsifying and conditioning agents in liquid
REREE. 2742 77T )9y EBRES]. v T—. N |dishwashing detergents, hard surface cleaners, fine
FarT4ar— REH. BRESFA. ILODUSBE.  [fabric/laundry detergents, shampoos, hair conditioners,
ZFREMDN—=YF IV THEERIZERSNS, FIUAF UK |moisturizers, bar soaps, cleansing and other personal care
X BEMNARL. TEBROPREMARELL, =&AL, |products. There are no commercial uses or industrial process
HHEBEAE . Z0F. BLUSEREZERELGE. ZOMO |intermediate uses of the amine oxides. Some other less
HEY—BITHEWTIVAFOREDAENEFHF X ETHRES [common uses of AOs have been reported in the patent
M TLVS (Kirk Othmer Encyclopedia of Chemical Technology, literature, e.g., phase—transfer catalysts, bleaching agents and
2001), LAL. B IFAEREICESHERTIERNKITHS, |photography (Kirk Othmer Encyclopedia of Chemical
Modler & Inoguchi (2004)[Z& % &, ALK TlE, 7SUAF R4  [Technology, 2001). These do not appear to be in widespread
DIFEAE. LERIZLTISND, REREFH B THEASINTLY |use. According to Modler and Inoguchi (2004), the majority AOs
Do IN—YF IV THE, TEMAE. TEMAR. BEMA  |in North America, 95%, are used in household cleaning products.
BRTHEAINTVWIEE, 12T 2EDL (B%KH) o Much smaller volumes (<5%) are used in personal care or in
industrial, institutional and commercial applications.
TEMA®R
R&sn%s
Hi
EE
FHARER B HEENA  MEARVIEMEKICHITLAE B. Uses in Consumer, Institutional and Industrial Products
LITFIC, BRRHBER S . %H. K EF R E/S—YF LT T [The following table shows the percentage of amine oxides that
BRIZBTEITIVFFIRDIN—T—D%TRT, oceurs in various types of consumer laundry/cleaning and
personal care products globally.
HEEHSOES TFIUAF RO R
Consumer Range of Composition
SUBRRIRRE 1-5% Product Type that is Amine Oxide
R ERSEH (RIK) 0.05-5.2%
RER%H (Rik. RTL—) 0.5-5% Laundry Liquid Detergents 1-5%
B RTRSERIGRIR) 0.1-10% Hard Surface Cleaners(liquid) 0.05-5.2%
FRUOAXIEHRERR(ER) 0.1-5% Hard Surface Cleaners (liquid / spray) 0.5-5%
v T— 0.09-5% Hand Dishwashing Liquid Detergents 0.1-10%
AF—aAVT4at— 0.6-0.7% Hand / face soaps (bar) 0.1-5%
ANT—REA) G b=y / )L 0.1-2% Shampoo 0.09-5%
LDV ER 0.04-9% Hair Conditioner 0.6-0.7%
RExUH—L / RIBH 0.2-0.6% Hair Styling tonic / gel 0.1-2%
78— x—JO—3> 0.5-1% Cleansing Products 0.04-9%
RERRSA)—=2T 88 0.1-0.5% Skin Creams / Moisturizers 0.2-0.6%
b e 1-2% After Shaves 0.5-1%
TIAR/TA - T7oT—av(&RIK) <0.1% Home Dry Cleaning Products 0.1-0.5%
NThT5—ik <0.1% Douches 1-2%
IN—T& 1-2% Face/Eye Foundations (liquid) <0.1%
Hair Coloring Preparations <0.1%
Permanent Waves 1-2%
TEMA®R
AR5
H Sources: Soap and Detergent Association, 2002B; CTFA, 2003; |Sources: Soap and Detergent Association, 2002B; CTFA, 2003;
AISE/HERA, 2002 and 2005; and Japanese Soap and Detergent |AISE/HERA, 2002 and 2005; and Japanese Soap and Detergent
Association, 2002. Association, 2002.
-3 IPIVFAFRORBRERBZFRISE CRKERBEFIIES [See also “Use and Exposure Information on Amine oxides”,

7 A b+ ( www.sdahqg.org/amineoxides ))

available from U.S. SDA website at www.sdahq.org/amineoxides

1.7 BREBIVANDREFR

SOURCES OF EXPOSURE

REICEHT HER BERBERR OCCUPATIONAL EXPOSURE LIMIT VALUE
RERAE Exposure limit value
B . EBL (FEILSNTULVALY) Type: None established
EERRZERAE Short term exposure limit value
fE : L (BEILSNTLVELY) Value: None established
B

BE




REBICHT HFER

= (RE
HEmOEE, AE. TENRREAORICERE~OBESR

BOAREELN DD, REF. KBRARDORAS LU RS EM
DEAFERIF—FICEVEI D, EFMDTIVAFIREDRA
BOAREEE, TISUAFLREOBREMNMENCE, AST

ICREOHE, FE. TRHFRERSKBROK TITHN
e, RIERICHZONTNS, BEREFRIYSS, B
ERERELPICREERICETHEEE~DRERF. IO
TULTHIE (FAER Y AT LICK DR EOHRAE) BLUE
AFRRER (BHER. TV )L, FRUL) IS0 T, SHITER
SND, TIVAFVFAICEL TR, BREI =TI 7|

HbEMOEARRER S, FITHEESHTLVEL,

TFIUAFIREIE, £IC. REARE-HSHHL. BLU/—Y
FTILTTRETHEAIN TS, 5LEE A, ER%. BEK
WIS RT LICHEHSNG, —lROEFS SVRBEREY~DT
SUAXUREOREE. TORE., BKLERESR (DEEN) . 4
LUICRBRRELGIRBEDEMICI>TRFES,
HEEIHTIRRDEET., N—VF LT TEBOFERICH
BREBRETHD . N\—VFILTT7ERIE. FOFEHERT S
BELHEN. FRLTHERALEY., FkEEShbmEe4ED
BB, LHL. REEMIE, N—VF L7 7R TLRISA, 3
BRRBIVERSEHRBOEA ., Fzld— A THEIDATHEEN
BB BIEVFHLCEAPITBARATIETEORZDIER
(FFICIEBITABIL) 1. BHEIYSDN. BIERMEDOH.
R ADEREMEIFR/MRICINZ SN TLVS,

SOURCES OF EXPOSURE

There is potential for workers to be exposed during
manufacturing, formulation and industrial end use of products.
Exposure could occur as a result of inhalation and/or dermal
contact with aqueous material. The potential for human
exposure to amine oxides by inhalation is minimized by its low
volatility and because the production, formulation and industrial
end use of products are in aqueous solutions. Dermal exposure
is possible. Engineering controls (e.g., closed system operations
and exhaust ventilation) and personal protective equipment (e.g.,
protective clothing, eyewear, and gloves) at manufacturing and
formulation facilities further mitigate worker exposure. No
special engineering controls or additional personal protective
equipment are uniquely specified for amine oxides category.

Amine oxides are used primarily in household laundry and
cleaning products and in personal care products. After use,
these products are discharged into the wastewater treatment
system. The exposure of the general human population and of
environmental organisms depends on the application of amine
oxides, the local sewage treatment practices, and on the
characteristics of the receiving environment.

It is reasonable to consider that the greatest exposure to the
consumer is dermal exposure following use of personal care
products. The personal care products can be applied as is,
diluted during use, and may be rinsed off. Dermal contact does
occur with personal care products and may also occur with
laundry and/or cleaning products. There is some potential for
incidental / accidental ingestion of, and/or eye contact with,
product during handling and use. Low volatility minimizes the
potential for inhalation.

Hg

Soap and Detergent Association, 2002A and 2002B;
AISE/HERA, 2002.

Soap and Detergent Association, 2002A and 2002B;
AISE/HERA, 2002.
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1.8 BANIER
ADDITIONAL INFOMATION

BEZEye

SNLFRT BREICHLTEREERIET RIEME
ST CECIORE %Y (CESIO, 2000; CESIO, 2003)
(CECIO: RELEMFI R UZ oD P EERYIZEE T 2N E

EES

S KEEYITHLTERIZHE (R50). RERI#EHY
(R38), FRICEZI G EE 5 X5 R HY(RAT)
ST CECIORE %Y (CESIO, 2000; CESIO, 2003)

Labelling dangerous for the environment ; irritating
Remarks: following CESIO recommendations (CESIO, 2000;
CESIO, 2003)

Classification Very toxic to aquatic organisms (R50); Irritating
to skin (R38);
Risk of serious damage to eyes (R41)
Remarks: following CESIO recommendations (CESIO, 2000;
CESIO, 2003)

BERZERER

BEEHE

XEREAE DEEH & B

Hi

EE

BESEE

BERZRR

BEEAE

XEkEAE DL H

Hi

wE ER Y Manufacturing Process:
BEMEET VXL TIUAFIREEIL, KB TR ZILF LTI |The fatty alkyl amine oxides are produced by reacting
fEE BRI KRERBSEBIETEIET B, )T ILF LTI [trialkylamines with hydrogen peroxide in water. In turn, the
X BHE oA LI EmEIEEF - ATBFIASHRTILO—IL |trialkylamines are derived from either linear alpha—olefins or
hofFb, BEE aALI1 5EX., BEET7 I A F L R EHRE K |detergent-range alcohols. Linear alpha-olefins are the source of
BIZBEONDHMHTHD, KEIZIE, PIUAFURREREEA |the largest volume of fatty amine oxides. There are nine AO
9IDFET B, COATIIDEMEN. BE . BIA 25~ 35%|Manufacturing facilities in the U.S. All substances in the
DKBERELT, BE, EkSh, RIS, category are produced, transported and used as aqueous

solutions, typically at a 25-35% level of activity.

S A BEZEFEDEIR A._Options for Disposal
ER: Remarks:
KEADTIVAF IR, BUEMIZEHMICEULENSD  |Unused amine oxide may be recovered for reprocessing or
h BERD, T T, HLLUETFKEADEWLFL TS ENBTF  |disposed of by incineration or landfill or by flushing to sewage
BEMELHZ, — A, FREFADTIVAFUREEL, F/KEIZ |system; used material enters sewage system and is treated at
AoT=t%., HEKMEER TUEIN S, MEBLENEMNST-FZ [WWTP. Spills may be recovered for reprocessing or disposal.
UAFOREER, BAEMIE-(XEEEBMIZEIREN S, B |Disposal is to be performed in compliance with all federal,
FE(T ERBEM. BR. M. BEUTOH 5P ZFREIZHE> T |state/provincial and local regulations. Do not dispose of via
EINDEITED, BFEE DFRLOHEKEFENSEEFELT: [sinks, drains or into the immediate environment.
Y, EBIREANRELYLTIIESELY,

BERZERER

BEERE

XEkEAE DB & B {7

Hi

Ez




RES

B. =HD

SER:

20034, PEIVAFIRBEDAVN—D LT . AEE. A
BRORE. F-. MEFNER, BEDER. REZE. &
VIHEELE~DEHICET 2ELHOMEICET 2RAEI LS
Nz, EBI2, KEMSFIATEST —EIN—R, zEZXFLZIE
|ORT L, BN D EEHE— AL EZMEEFRT —2~A—X
(IUCLID) . ¥ AT LIEHRET LI (ISIS) DIRFILFMET—
A~—2Z (ECDIN) £ FIFHT 5 AET. XikDBRELIThM I,

B. Last Literature Search

Remarks:

2003. Including survey of Amine Oxide Consortium member
companies for quantity, uses, and unpublished studies on
physical/chemical properties, environmental fate, environmental
effects and mammalian toxicity. Also literature searches were
conducted employing a strategy utilizing databases available
from the U.S. Chemical Information Systems and the European
International Uniform Chemical Information Database (IUCLID)
and Institute for Systems, Informatics and Safety (ISIS)
Environmental Chemicals Data Information Network (ECDIN)
databases.

BERERR

BEEh &

XEEHEDFEEER T
R

EE

2. ALK

PHYSICAL CHEMICAL DATA

21 e
MELTING POINT
HERME S CI27SVA X IR FTUIINTIVAXUR C12 amine oxide; dodecylamine oxide
CASHES 1643-20-5 1643-20-5
MEE
IR RE#EE C12 Carbon Chain Length Distribution: C12
ik _
GLP ZEtEd n/a
HBREIT oI5 1985 1985
HEREH
e e
s °C =& (°C) =130 Lower (°C)= 130
B (°C) =134 Upper ("C)=134
2fE.  °C
5#%#:. °C
[t
EE HREE HREBES  SDACKERBARIT ££)628 Report/Study Number: SDA628
EfEERIT 2A 2A
ST D BT AR HL HIRTTIEBEMEDY , EAMLRIZABEIICE DU TEEEE |Reliable with restrictions. Acceptable, well-documented
Shi-HEBHREETHY . BRTES, publication/study report, meets basic scientific principles.
Hi 8
5| Ak Devinsky et al, 1985. Devinsky et al, 1985.
EE
22 M
BOILING POINT
HERMES BTV AFIVTIVA TR Dodecyldimethylamine oxide
CASHS 1643-20-5 1643-20-5
fHEE B unknown
R REHER C12 Carbon Chain Length Distribution: C12
Aix ZDfth other
GLP [AIAYV.4 no
FEREIT o= 2001 2001
SEREH
7R |
E-EE
| EX
g °C
fhim TIVAFIRIFI0°CH5200°CDREIZHfELT=, Amine oxides undergo thermal decomposition between 90 and
200°C.
IR
{EFEMERDT 2D 2D
(S 88 1% D I BT AR JL HIEOETEBEMESHY, 2XEHHI S DIEHRE Reliable with restrictions ; Secondary literature source
Hi
5| F 3k Kirk Othmer Encyclopedia of Chemical Technology, 2001 Kirk Othmer Encyclopedia of Chemical Technology, 2001
&%
2.3 FE (L)

DENSITY (RELATIVE DENSITY)

24 EKUE

VAPOUR PRESSURE

2.5 S ELHRH(log Kow)
PARTITION COEFFICIENT

2.6.1 KIBMRIE (RHEHZSD)
WATER SOLUBILITY & DISSOCIATION CONSTANT

262 RERS
SURFACE TENSION

2.7 51K R GRAK)
FLASH POINT(LIQUIDS)

28 ARG (B KE)
AUTO FLAMMABILITY (SOLIDS/GASES)



29 5l
FLAMMABILITY

2.10 1@ HtE

EXPLOSIVE PROPERTIES

2.11 BgibiE

OXIDISING PROPERTIES

212 L BETARTU v L

OXIDATION/REDUCTION POTENTIAL

2.13 Z D1t DYWL HEIRICE T H1ER

ADDITIONAL INFOMATION

HERME S RTFIWDAFILTIVAXTUR Dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
MEE ZLEL not relevant
EIR REHEE C12 Chain Length Distribution: C12
Bk EPIWIN EPIWIN
GLP EEL 10 v
HERE (T o= 5F
HEREH
.‘fkﬁ% HEE ERET—EN—REND—E Estimate Exp.Database Match
SFE (g/mol): 229.41 Molecular Weight (grams/mole): 229.41
IKIBRRE (mg/1): 3.13 Water Solubility (mg/I): 3.13 n/a
T3 /—IV ./ KD ERRE (Log Kow): 467 Octanol Water Partition Coefficient (Log Kow): 4.67 n/a
HWimAER S (Log BCF): 2.392 Bioconcentration Factor (Log BCF): 2.392
e (C): 426.62 Boiling Point (°C): 426.62 n/a
Ahm (°C) : 167.95 Melting Point (°C): 167.95 n/a
ERE (Pa): 2.09E-5 Vapor Pressure (Pa): 2.09E-5 n/a
AU —BIFEE (atm/(mole/m®): 1.513E-8 Henry's Law Constant (atm/(mole/m3)): 1.513E-8 n/a
RRFTOREEIZEDF R BFRD: 471 Atmospheric Oxidation Half-Life (hours): 471 n/a
TIEREFRE (Log Koc): 4271 Soil Adsorption Coefficient (Log Koc): 4271
[ NN-DAFIFIUA X EDIER Trends analysis, based on the N,N-Dimethyl Amine Oxides:
FILEIED-CH2-2 =y 2D T DEELI-IGE For every extension of two ~CH2- units to the alkyl chain
- KARBREIZ A —F =R T 5. - Water solubility decreases by 1 order of magnitude.
- Log Kow &~ 1 #1193 [XIEA559/)—V/KHEZREZ 14— [ The Log Kow increases by ™ 1 unit [or the octanol/water partition
A —tEhn]. coefficient increases by 1 order of magnitude].
- Log BCF % ~0.251009 3 [XIE BCF #24Z (2705 1.8 | The Log BCF increases by ~ 0.25 units [or the BCF nearly doubles; it
o, increasels. by a fac?or of 1.8]. . }
i E (£ ~23°CEET AR ChDLERETHYBEDREE - The boiling point increases by ~ 23°C, although these are theoretical
i 9 N PRV values, as most surfactants decompose before they boil.
HFIEH AL T TRRT 5. - The melting point increases by ~ 15°C
"BRIE~ 15CLRTD - The Log Kfcpincreases by~ 0y5 unit [o-r the soil adsorption
'éL]og Koc ~ 0.59" D&MD [BRL & L IRULIE R A MEIEMS coefficient increases by a faotn;r of 3].
- N . _ .« L Trends are similar for the N,N-Dihydroxyethyl Amine Oxides —
Cha@fﬁlﬂli N NT/EFDT‘/I?'{L\?:JT#‘/F&M The substitution of the nitrogen with two hydroxyethyl groups
é - E;iﬂ(; ( NvN_V"?:)l’Z:VT*V'“0)"9:)'{52@':%‘[') (vs. the two methyl groups of the N,N-Dimethyl Amine Oxides)
“/I:|~EI#V%?)LE&‘ZO%H@'CL\%T:&,”ﬁﬁzﬁ_ﬁﬁﬂﬂ)ﬁm increases the hydrophilicity of the hydrophilic head group of the
HEOBKMEMNENML TG, SDH. KBBEA B LogKow |surfactant. This results in a higher water solubility, a lower Log
& lower Kocl3H{ELY, Kow and a lower Koc.
SER 2TOFHE. FIELEMBA~DIETHY. KBKICBITSF |All estimates apply to the pure, dry substance and not their
AHETIEELY, solutions in water.
ErEERIT 2D 2D
{ERETE D FIETIRHL HIR{FTETEEEDHY, REDRFHI0~18DBETHSHHTE [Reliable with restrictions. Predictive modeling of the
DT IVATIURIZDONT, MEBIEZAMERDET ILIZES T8 [physical/chemical properties of the C10-18 even numbered,
1% . EPIWIN V. 3.0% AL\ TEREL 1=, CASES70592-80-20 |[single chain length amine oxides has been carried out using
MEIZDNVT, ERIT—REEPIWINIZ L AR A HERL=EC EPIWIN V. 3.0. When compared with measured data obtained for
5, HERHRE. BCF. BLUIKBMENDTURKRAUMBIL TIE |CAS# 70592-80-2, EPIWIN results were found to be of limited
BENTRLTWAIEALMN o=, CORRAK. REEMEME |accuracy for these endpoints: partition coefficient, BCF and
1I2&B7 TN R LDREMLEHIIH D, DFYREEMEY |water solubility. This is attributed to the inherent limitations of
(X, h/BEEKEDIHRMIZHECSNDIERAEH T, Z 0D (48 |the algorithms with surface—active materials, which have a
D) EFHHERTHEF TENDBES FTEEICK>TRE [tendency to partition to interphases between oils/fats and water|
BhDTH5B, EPIWIND T IR TR THD RS, #H . 8LV |and whose phase behavior is a function of temperature and
KT, FRREIRLETIVA X REOE R T RIEFER |concentration, characterized by a phase diagram. EPIWIN
BES, LML, TEROT7IUAFIRIEILEE . BXIAS$I25 |outputs for the melting point, boiling point and vapor pressure
~35%D KA KRELTEE, BRFTESh., FHINDEZENTIE [can be considered as useful predictors for pure, dry state amine
YA AW oxides, although it must be remembered that the commercial
grade amine oxides are always produced, marketed and used in
water solutions of approximately 25-35% active substan
Hi# Source Reference:EPIWIN, Version 3.0. Source Reference:EPIWIN, Version 3.0.
5| FA Xk
"% HREE/HBRES  SDA122 Report/Study Number : SDA122

* BREE  SIDSXETIEATIV—FFHES THY. NN-ZERD
FUOIFINTIVFXRIREDLEBDESN TS, sHMIER
(EXSIDSXE)SRE,

3. IRETE M EHER

ENVIRONMENTAL FATE AND PATHWAYS

31 REMH
STABILITY
311, Ko

PHOTODEGRADATION



3.1.2. KRR TE M (MK )
STABILITY IN WATER

3.1.3. HIEPREM
STABILITY IN SOIL

3.2. E=A)U Y T—4(1R1E)

MONITORING DATA(ENVIRONMENT)

33. BEIEHED

TRONSPORT AND DISTRIBUTION

331 RERSMOBE
TRANSPORT BETWEEN EN

332 5B
DISTRIBUTION

34 FRMEE SN
AEROBIC BIODEGRADATIO

VIRONMENTAL COMPARTMENTS

HEBMEL 14C-SNIUMER TN AFIVTIVA TR 14C-labeled dodecyldimethylamine oxide

CASHES 1643-20-5 1643-20-5

MEE 100% R STHHRE 100% radio—pure

SER REHEORZ:C12 Carbon Chain Length Distribution: C12
LERRETE1E1E6.8 1 Ci/mgToH 1=, IEIZ A ERYE (X 32% 5 E |Specific activity 6.8 uCi/mg. Unlabeled test substance 32% pure,
ThHY. BYIZKTHoTz, RERICHTEHL—H—(L14C4Z5H  |balance is water. The 14C-labeled material was the tracer in the
METHoT=, EZEHBEMEIL, RERFRFEHI0~16D T AF |experiment. The unlabeled carrier substance was C10-16
IWTFEUFF IR (CASES70592-80-2, 32%7KiAK) THof=o |dimethyl amine oxide (CAS # 70592-80-2, 32% in water).
REBROAAT 7R Test Type: aerobic

ik Z D1 other
SEfREMEEIR (CAS) SBRE L=, ;5iEI&. BocholtIZ#HZ |Continuous activated sludge (CAS) study; sludge from domestic
ETKOLEIZEMNSIEILT=, FHCODA 128 mg/LTHDT-D |sewage treatment plant of Bocholt; average COD 128 mg/|,
T. 350 mg/LLL EDCOD%EBA=0OIZEM T /K THIRE(EIES |enriched with synthetic sewage to obtain COD > 350 mg/!I. Final,
1=, FHCODIERILMIZ422 mg/LEFE>T=, KR FFFEE X8  |average COD was 422 mg/I. Hydraulic retention time 8 hours.
B, SRR EEBIZ108 Thof=, pHIK, 7.15(GRER=wbF [Sludge retention time 10 days. pH 7.15 (unit 1) and 7.01 (unit 2).
1), 7.01 GABR1=wk2) BE(E. 22.8°C(FREEI=wF1). Temp. 22.8°C (unit 1) and 22.6° C (unit 2). Oxygen in aerator
226°C (FAERI=vh2)  BBREBDOERREEIL. 7.01 mg/L(ERK |7.01 mg/l (unit 1) and 7.07 mg/! (unit 2).
R =vh1), 7.07 mg/L(FABRL=v2) TH o7z,

Test period:

ARERHAREIE. RDEBYTH D, Unit 1: 33 day running=in period; 21 day test period with labeled
HEBEI1=ZvMDIBE . FAEHARIA33A . ZHDDAO (110 u DDAO (110 pg/1) only; 7 day test period with unlabeled and
g/L) DHIZEBHERDOEAREH21 B JFZHDDAOFE LUHZH  [labeled DDAO (990 pg/1); total 61 days.
DDAO (990 1 g/L)IZ&BRERDEAMATA THY ., SHERHAMIT |Test unit 2: 33 day running=in period; 21 day test period with
BE61ATHo =, REBEI=V20DIHE ., FIEHAMA33H, 12 |labeled DDAO (110 pg/1) only; total 54 days.
SEDDAO (110 pg/L) DAHIZXBHAERDEARMA 21 B THY . 3XEX |Sampling influent/effluent/wasted sludge 5x/week.
X &E54B TH-oT=o Analysis by LSC and radio-TLC.
FAK, iRk BEFBRDY TS E,. 5% /BTH- Radioactivity remaining in effluent and wasted sludge
= determined by LSC. Effluents subjected to flashfreezing and
LSCHKLUTVATLCIZ KD HT lyophilization (TLC). Residues extracted with
BRKE LV REFRIZEET M EMEELSCTRIEL  |chloroform/methanol /formic acid.
f=o BURKIE, RBAEL CRFBEIESE 2 (TLC) . YOOKRIL
L A/ =)l BLUXEBETEREYEHEL,

EEHM

HBTER EMEEIR. REBEK. BHEAL activated sludge, domestic, non—adapted
HEREROEIME 2L Inoculum Acclimated: no

GLP Ly yes

RERE{To-F 1996 1996

HEREH

HEMEEE
EIRIRE

EERE °C

SRME E LV RE(ma/L)
HREAFEAE

SEE R LA

RIESEEEG) BE

I

SR

HRRE-2

NG

SRR

N

SDERRE-4

DRERY

Wi PEEHY, FE(FIToTLVELY

Yes, polar intermediates. Identity not investigated.

ERBERUN DS RBERES
ERUVZORE

R BRI BRI EE =125/h
—RESRR ZEET

Half Life: Mineralization: Mineralisation rate = 125 h™'
Primary Biodegradation: n/a

HNEWEDNT, 14BEDHRE




Z0ith MRER 1 =v T, DDAORREHE(X99.8% LU L TH>T=, /K [Removal of DDAO was > 99.8% for both units. Effluents
&, hREERZE2. 3FEFEE ATz, MR =Y ZHZET |contained 2 or 3 intermediates. Wasted activated sludge from
BHEEFIMFRIE. PHEERMESTERES A TULV -, 3B = |both test units contained 5 intermediates. Mass balance for test
MOMEIRZ L. 100.2%Tdro1=(76.3%H14C02THY . 7.6%H% |unit 1 was 100.2% (76.3% 14C02; 7.6% released with effluent;
TR THRE ST, 163N BEUREFEALTEY. FTDI3%H/\ [16.3% associated with solids, 93% of which was incorporated into
AFRRIZEFENTUV:), HEBI=VF20OWEIRF X, 97.5%T [biomass). Mass balance for test unit 2 was 97.5% (69.2% 14C02;
$Ho1-(69.2%h314CO2THY . 1559 FRK THRE ST -, 15.5% released with effluent; 12.9% associated with solids, 93% of
12.9%WBEREREELTEY. ZDI%UH /A FTRIZEENTLY [which was incorporated into the biomass).
B)o
Biodegradation kinetics: the mineralisation rate can be
ENREE RRTBEADT—AEMERALT, EMIEEEE  |calculated from the following equation, using input data from the
RATHEHHETES, test:
Cinfluent Cinfluent
Ceffivent = Ceffivent =
1+(Kd) (SS,act0r) (HRT/SRT)+(k1) (HRT) 1+(Kd) (SS,eact0r) (HRT/SRT)+(k1) (HRT)
CCT. Ceffluent (BRK TDRE) : RAKTDREDO.1% Where, Ceffluent (concentration in effluent) = 0.1% of that in
HRT KR FrE5RE) - 8BFRH influent
SRT GER{RIFHE) : 108 = 24085/ HRT (Hydraulic retention time) = 8 hrs
Kd (&5 1% %0) : 459 L/ke(AH#ER R D D BECIR BKocIZH DZ . i5 |SRT (sludge retention time) = 10 days = 240 hrs
B RFA0%NERE] Kd (adsorption coefficient) = 459 L/kg [based on Koc, organic
793 —EK:2.1 g/L = 0.0021 kg/L (FE14) carbon partitioning, assuming 40% Carbon in sludge]
Reactor solids = 2.1 g/L = 0.0021 kg/L (average)
EHEEREKI =125 /h
Mineralization rate K1 = 125 h”'
Hhah R OLRG, KEHESEBRESHY Result: Rapidly, Ultimately biodegradable
R BMETHEICAFILRTUINTIVAFIRDFHRZE  |Conclusion: the removal of parent dimethyldodecylamine oxide
(L. HEBREEI10 ug/LDIBE. 99.9%LL E . HEREE384 1 |averaged 2 99.9% 99.8% and > 99.9% for a test concentration of
g/LDIBE . 99.8%, REREE0 1 eg/LDIFE. 99.9%LL ETH>|110, 384 and 990 ug/|, respectively. The mineralization rate was
7’5:0 EILRE (L, 125 /hf@:f:o MIEL,T:ﬁ&;;‘TT_?K!:[i\ 1B (125 hour™. Very small amounts (low pg/1) of polar intermediates
E(E {lmg/L{a)*ﬁi%q:FHﬁWﬁ‘E FNTLV=, }E'TEP’C{;EH:@ are present in the treated effluent. The concentration of DDAO
DDAOIREH LUS) ﬁ*ﬂ: Fﬁﬁ1§7ﬁjgli~ 1B 1 g/eDLUUTHD  [and degradation intermediates in activated sludge is in the low p
fzo FREGEDOREIE. THEA 1=, g/g range. The identity of intermediates was not investigated.
SERR
ErEEERIT 2A 2A
{SEEMHE D I BTARHL EERTOM—IL(FSYTOEPRIELE) [E. HEZIZFH RS |Experimental protocol (e.g. number and identity of traps) not
NTULELY, KB ARG, TOI— LT £ ERRER , 14CI12 &5 |detailed in the report. Test procedure described in protocol
SEMEIESSaL— 3 ] (Lisec Laboratories, The Netherlands. | “Biodegradation study. Activated sludge simulation test with
Protocol # WG-01 ECMETS 537/01) [ZE2&EEh TL S, FAK  [14C.” Lisec Laboratories, The Netherlands. Protocol # WG-01
O— AL D@ T ESN TGN >T=A, iRERD_ESE O [ECMETS 537/01. No deviations from protocol were reported,
a—)L~ADEA ., HETELI 1=, but conformity of test to stated protocol could not be
confirmed.
Hi
5| F 3Tk Source Reference: The Procter & Gamble Company, 1996E. Source Reference: The Procter & Gamble Company, 1996E.
&% BEE/HARES: SDAI3! Report/Study Number: SDA131
754 :SIDSTURKRAUMIELTEERRER Flags: Critical study for SIDS endpoint
HERME & YC-SRIMERT L W EAFILTIVAEIR "*C-labelled dodecyldimethylamine oxide
CASHS 1643-20-5 1643-20-5
MEE > 98% MU HlRE > 98% radio—pure
ER RERHEDES:C12 Carbon Chain Length Distribution: C12
TS AT SR ER Y E (X S AR ST ME#EE (98.6%) . DFEYEXER |Radiolabeled test substances are highly radio—pure (98.6%)
B D98.6% M IREEH L SN TS, ZILFILBISHD K FZE |meaning 98.6% of the radiolabel is in the test substance.
TRETZEELT=, Radiolabel in a carbon of the alkyl side chain.
REBOL21T TR Test Type: aerobic
Ak Effluent in River Die Away Test (Procter & Gamble protocol, Effluent in River Die Away Test (Procter & Gamble protocol,
study # ECM ETS 553) study # ECM ETS 553)
EEHE -
HBTER Tubize (NJLF—)IZEHBZenne DA 17K, Hofstade (RN JLF—) [river water from Zenne at Tubize (Belgium), activated sludge
I2H AT EHKOLESOFEEFREMTK and effluent from municipal sewage treatment plant at Hofstade
HEEROEIME 2L (Belgium)
Inoculum Acclimated: no
GLP [AIAY.4 no
HBRE{TofE 1996 1996
HER
ABRMERE E B =TEME Value Unit  Expressed as
1 pg/l  RERYME 1 ug/l  Test substance
2 pg/l  RERME 2 ug/l  Test substance
EIRIRE

EERE °C

BRI 5 S U i E (ma/L)

HREAFERE

SRR AR

=}
RIRDRERE (%)

BE

SR

DERE-2

SRRE-3

NG (G (NG

SRRE-4

DERER

®HY

yes




EREBRUN D RERES
ERUVZORR

R |t =2—48
—RESDH ZEET

Half Life: Mineralization: 2 — 4 days
Primary Biodegradation: n/a

HNEWMWEDT, 148 B DHRE

SHEREDBIERT R :CO2

Kinetics Measured as: CO2

ST B TR (%) LEBR (%) Exposure Exposure  Lower (%) Upper (%)
Period Unit
14 =] = 46 63
14 days = 46 63
FDith AR DOMETHEBLFFEIZ DN T, SRERBAIREF D D 4T #E R (X |Results of analysis for radiolabeled species in starting solutions:
LUTDESY: Test solution prepared with CAS unit 1 effluent: 2 pg/| test
CASA=wM DMFKCRABLIARAR: HERMERE(L2[substance and non—detectable levels of intermediates
pe/L, B TRIERBFDOHHEEHY, Test solution prepared with CAS unit 2 effluent: 1 ug/| test
CASAZw2MD /K CTRBILI-RERFE: RERWERE (X1 |substance and 2.9 ug/| of polar intermediates
ne/L ABERERIREX29 1e/L,
Results after 14 days:

1A ZDDFIHRITLUTOESY: Unit 1: 14C02 production averaged 43%; 0.78 pg/| test
2= :14CO2F £ LT 1443%, HERMEREIL0.78 1 substance and non—detectable levels of intermediates.
g/L. BRH TRIERBFODREEHY, Unit 2: 14C02 production averaged 63%; 1 pg/| test substance
2=wh2:14CO2FKE R ILF 63U THY . SHERMEREILT 1 [and non—detectable levels of intermediates.
g/L. BHTREXRBEORBADY, Radiochemical mass balances 87 and 99% in units 1 and 2,
BAHMEEMBEINK (L, L=y M T8I%THY ., 1=Yh2TIE99% |respectively.
Thot=. After 14 days approx. 20% of radioactivity was associated with
14BICIF. MADRBRIZ VMBI T, METREDHI20%HE |the solids in both units.
AEBETH-T=.

fhim AEG, REMESEEEDY Rapidly, Ultimately biodegradable

FER SAERAKI0 LEUL T DKRSIZFARIL =, 1R /K3.3 L(ZSAF |Ten liters of test solution prepared as follows: 3.3 | of effluent
SRIZEACASHERD L=y FE(F1=yr2(ZHE. KT —4 |(from either unit 1 or 2 from CAS study with amine oxide, see
Ty DIFREEHSSDA 131B88) 1Z50])117K6.6 LEKZUVEMEE  [report # SDA 131 of this dataset), were mixed with 6.6 | of river
01 LERELT=. water and 0.1 | of activated sludge.
SEAEYIRERIC0.1 ¢/L HeCIIAREMA I, Abiotic controls had 0.1 g/I HgCI2 added.
BTGB 15, 309>, 1. 1.5.2. 3. 4. 5. 6. 8., 24, 48, Sampling times: 15 and 30 min and 1, 1.5, 2, 3, 4, 5, 6, 8, 24, 48,
72,120, 168, 240, 336HFFH 72, 120, 168, 240 and 336 hours.
HEOGRE EHEGR(RENE) Sample preservation: lyophilization (flash—freezing).
B R P OIS ERZHIR (. TLC-RAD (SUABEYOTERS'S  |Analysis for radiolabeled species in solution by TLC-RAD (Thin
T4—) BEULSC GRIAY o FL—av i) THHT LT, TLC-|Layer Chromatography with Radioactive Detection) and LSC
RADADEHE. UTDKIIFHEL1z:200 mLEt$#%E. Y00 |(Liquid Scintillation Counting). Sample preparation for TLGC-RAD
RILL S AR/ —)L/ X 7K (80:20:1:3) THIHE LT=. 7B |as follows: 200 ml sample extracted with
% AR/ —)U5 mLEKUK2 mLTES(THIH LTz, #&HRF L |chloroform/methanol/formic acid/water (80:20:1:3). Residue
0.33 ug/LT&Ho1=, further extracted with 5 ml methanol and 2 ml water. Detection
LSCAMBZKRFEHT, LT DLSIZFRHBEL1=:0.5%EEE1 mLTH |limit 0.33 pg/I.
FH0 mLEEEMEICL., =BT T2/ A > Fa_R—kLTz, 2D |Sample preparation of liquid samples for LSC as follows: acidify
#ZUltima Gold XRZ10 mLAIZ 1=, a 10 ml sample with 1 ml 0.5% HCI, incubate 24 h at room temp.

and add 10 ml Ultima Gold XR.

ErEERIT7 2A 2A

{EFEMED FIBTIRHL HIPR{T TIEREMEHY . MBRME (T LLELSN . —HEHI7F] [Reliable with restrictions. Acceptable, well-documented
FRZRAICE publication/study report which meets basic scientific principles.

Hi

5| A SCRR Source Reference: The Procter & Gamble Company, 1996D. Source Reference: The Procter & Gamble Company, 1996D.
Other Reference: The Procter & Gamble Company, 1996E. Other Reference: The Procter & Gamble Company, 1996E.

[F£3 MEE HEBEE S SDA201 Report/Study Number: SDA201

75% :SIDSTURIRAVNMIELTEELRER

Flags: Critical study for SIDS endpoint

3.5. BOD-5, COD%7=1&BOD-5./CODLt
BOD-5.COD OR RATIO BOD-5/COD

3.6 EWEMENE
BIOACCUMULATION




HE4

FNER#&S R (SIDS Dossier)

R (SIDS Dossier)

-1 B~DORMSE
ACUTE _TOXICITY TO_ FISH

HEBRME

NN-CUAF LR T LIV TIU=N-FF K
NN-DAF L, N-FFRRTFUILTIV

N,N-dimethyldodecylamine N—oxide; N,N-dimethyl-N—
oxidedodecylamine

CASNOo.:1643-20-5
fHEE: 93%

CAS Number:1643-20-5
Purity: 93%

HERAD A, AR, AE

Rl —t% kEEN T C12 Carbon Chain Length Distribution: C12
SEFR: Aldrich lot # 10102TG Remarks: Aldrich lot # 10102TG

Bk OECD #'{F'74> 203 OECD Guideline 203

GLP [EdR yes

SERET o F 1999 1999

X Y N 8 : Oryzias latipes A3 H Species: Oryzias latipes __Killifish

IVRRAVE

HENE DA DEHE IFLy ves

HEMBEDONMAE

fER DR F iR

BB

HEBRAKEH-YDREE

SEYE CORZMHHARER

LAl

FIKR

FRKDIEFMHE

%{t%ﬁﬁ& (RURERR) LD

HABRMBEDBERPTORENE

BREE]BRIDEELZDRE

RERSR

Rl

SRR AR : 96 K5 S

Exposure Period: 96 hour(s)

HEHAH

Hk5K
PREESRER: LME

semi—static
Limit Test: no

MoK /KSR

24B5fE |23

renewal at 24 hrs

B IELYDERK

100t/ RER

10 fish per concentration;

EENRRINIDEEETRE
RREURBRICETHKE

pH 6.9, ;2 23.4-24.1°C, 0, 5.9-10.7 mg/I., F&E 30
mg/L(CaC03)

water quality parameters: pH 6.9; Temp. 23.4-24.1°C; 02 5.9-10.7
mg/I; hardness 30 mg/| expressed as CaCO3.

‘f*% (96h-L.C50)

BRI P #E
BB DIRE
T8I ERE DEHE S E
&
RERE 0.0 . 9.5, 17.1, 55.6, 100.0 mg/L Nominal test conc. 0.0 = 9.5 - 17.1 — 55.6 — 100.0 mg//;
SRR 00 . 6.3, 13.0. 24.2. 41.4, 66.9 mg/L, OBRE. 2485 D A= E D [test conc. measured at 0 h and 24 h each interval; geom. mean of
e HATF L actual test conc. 0.0 - 6.3 — 13.0 - 24.2 — 41.4 - 66.9 mg/|.
EVFHZERR
B (m)/EHE(C) —FBE1 (mg/l) BB (me/l) Measured/Computed Opierator Lower(mg/1) Upper(mg/1)
NOEC: m - n/a NOEC: m = 13 n/a
LCO: ’ m _ 13 n/a LCO: m = 13 n/a
LC56' c - 242 44 LC50: c = 242 41.4
LC106' m _ M 4 n/a LC100: m = 414 n/a
LC10 ’ c - 18‘9 n/a LC10 c = 18.9 n/a
REECEOR LC20 ¢ = 217 n/a ot j o e
LC50 c = 299 n/a :
=g s N Remarks: LC50 calculation method: TOXDAT Multi-Method
;0535%%11j;g{i:?q-ﬁfﬂgf;c}gﬁxl[jéTziézjﬁjﬂéiznLjo?(-)bﬁ Program of US EPA. Geometric means of m concentrations used to
HL)Z/UL(?;OTEH R PR 13.0~41.4 me/L *EEQFF:%{’EO 954 calculate results. LC10 and LC20 values calculated using linear
L ﬁﬁ’@‘]sﬁﬁi%ﬁgﬁﬁ LE'C H";’—HC-E‘f‘ﬁg&E'éﬁﬂi L}‘ : regression function on HP-11C calculator for the 13.0 — 41.4 mg/|
~ BRIZEE N " =° conc. interval; correlation coefficient = 0.95.
R
3‘-}
MEBRICHFTHETE
EERID
%0)1@0)%%@?*%

EEEZa7 S5 (UYIvia) 1A Reliability (Klimisch): 1A
F—RET4 5% :SIDSTURRA VM E->TEELAFRER Flags: Critical study for SIDS endpoint
E5ETE D FIETIE L HIRALEEESHY  HARSARERICITEKT S Remarks: Reliable without restriction; comparable to guideline
Hi 8
5| A @k Source Reference: Environment Agency of Japan, 1999C. Source Reference: Environment Agency of Japan, 1999C.
&= LiR—/atER & B :NMMP/E98/4100 Report/Study Number: NMMP/E98/4100
SHEEME RTFIIVTFIUAFIR Identity: dodecyldimethylamine oxide
CAS Number: 1643-20-5 CAS Number: 1643-20-5
B—t HRE: 23.7% Purity: 23.7%
RFRHEHS: C12 Carbon Chain Length Distribution: C12
SEFR: Balance is water Remarks: Balance is water
ik 92/69/EEC, C.1: OECD 7' {N'54Y 203 lélej:hold/GuideIine Followed: Directive 92/69/EEC, C.1; OECD
uideline 203
GLP [0y yes
AERETo-F 1992 1992
18, R4 HIGE #&: Brachydanio rerio Species: Brachydanio rerio
IURRAVE
HENEDLTDHE " no
HEMEDOAMAE
‘f'*%@‘ﬁiiu‘i'ﬁ* &

-Tgﬁﬁ DAk, AR, AE

HEBRAKEH-YDREE




SEYE CORZMHHARER

LAl

FIKR

FRKDIEFMHE

ABRER (RUREBR) EZOH
E5N

HABRMBEDBERPTORENR

BREEBRIDEELZDRE

REHE

REERFHE:96 FFAS

Exposure Period: 96 hour(s)

HEHTH

Hk5K
B
AL

semi—static
Aeration
Fish not fed.

KR /KRR

ABEFFE THRK
FREEELER: L\WZ

renewal at 48 hrs
Limit Test: no

BR AELYOERK

/B8 1 BH/REX

7 fish per vessel and 1 vessel per conc.

EENREINDEEETRE
REUREBRICETHKE

AE21-22°C, BEFE 210 mg/1 (CaCO3), pH 7.8-8.2, 02 BAFIKAEED
80%R

Temp. 21-22 °C. Hardness 210 mg/| as CaCO3. pH 7.8-8.2. 02 >
80% of saturation.

SAER R #G
FRBFDIRAE
FIBEREDEES E #fatB97 3% : Trimmed Spearman—Karberfi2 4T Statistical method Trimmed Spearman—Karber.
f&
o 0.237.427.768. 1382, 2489 me/| GEPERLS) Nominal tlestlconce'ntrations 0-23.7-427-76.8-1382 - 2489
mg/| (active ingredient).
EARE
EYFHEERR
MGEIE) /C(5tHE) TRR{E(mg/1) LEFRE(mMeg/1) Measured/Computed Operator Lower(mg/I) Upper(mg/I)
EY it amEJOF LC50: c = 32 n/a LC50: c = 32 n/a
LC50 c = 24 43 LC50 c = 24 43
|#EET RO FER
o a e s = s Remarks: No analyses. Test substance believed to be stable during
3 LANFEgE| S < 3 = g e
AR ;5%:55”&*,&{:%”,;{%%Elinﬁgﬁq]tﬁ—c%éﬁ\‘ HERREEE the test, but possibly the test concentrations would have
= ZmT e decreased somewhat over time.
HEBRICHITBETE
EERIC
%W_’.U)ﬁgnﬁi
fisia
#5252 (96h—-L.C50)
fEFEHRT {E88M% (DYSv>a):2B Reliability (Klimisch): 2B
F—RETA SIDSTURRA VM ESTEELRER Critical study for SIDS endpoint
(S 4T O IR AR B0 SERR IR 2 RGBIE (pH, 02, BRI BBEDIERILA:  [Remarks: No information on frequency of physical measurements
= L. HBRPDESRICET HIEREL, (pH, 02, temp.). No information on biodegradation during the test.
Y
5| B Xk Akzo Chemicals B.V., 1992. Akzo Chemicals B.V., 1992.
e L7R—F/EXE5 % 5-CRL F92043 Report/Study Number: CRL F92043

42 KEEEHDY~OSMSHWBIZEIDL )
ACUTE TOXICITY TO AQUATIC INVERTEBRATES (DAPHNIA)

SER S
;;TE%E%GDEJ? ATALEE, BERETT

HEEYE RFVIITIVAFXIUER dodecyldimethylamine oxide
CASNo. 1643-20-5 CAS Number: 1643-20-5
B—f fliE: 35.5% Purity: 35.5%
RRED M C12 Carbon Chain Length Distribution: C12
SETR: SRERME -/ \wF # 3425; balance is water Remarks: test substance from batch # 3425; balance is water
ki OECD #'{F'54Y 202 OECD Guideline 202
GLP {8 yes
HEREITo1-&F 2000 2000
EWiE, R, HIEE ¥&: Daphnia magna Species: Daphnia magna
IURRAVE
HERMEOLITDEE Ed no
HEBRYMBEDOIA L
fa R DRI F %

SRR CORERREE

SR Br 4R B 0D B ]

FIKIR

FRKDIEFMHE

B ER (RURAER ELOH
Wik

ABRMAEOERTCOREE

BREBEBRIDEELZDRE

BhEI DR IF AL

no solvent aids used

LH1RERICEITEKE

EHL 1ES-YDHBREYE
HRREZEABESN =D

REHME R 5EHAM: 488504 Exposure Period: 48 hour(s)
. - 1Bk static
SRR PRAGER: L\WA Limit Test: no

B2, 10L/iRER

2 replicates of 10 daphnids at each concentration;

pH 7.9-8.0, 02 7.5-8.0 mg/L. REE 20-21°C., FEEE 250 mg/L
(CaC03)

water quality parameters pH [7.9-8.0] 02 7.5-8.0 mg/I; temp. 20-21
°C; hardness 250 mg/| as CaCO3

S 5% R B 0

READIRAE

;"ﬂ'lﬁ}%!ﬁ@%‘i‘ﬁ?‘iif

R

1.0, 1.8, 32,56, 10, 18, 32, 56, 100 mg/I GEMERLS)

nominal concentrations 1.0 - 1.8 -32-56 -10-18 - 32 - 56 —
100 mg/| (active ingredient);

FRARE

i vk BE 2 %




MGRIE) /CETE) THR{Eme/) EBR{EmMe/) Measured/Computed Operator Lower(mg/l) Upper(mg/I)
NOEC: c = 1.8 n/a NOEC: c = 1.8 n/a
ECO: c = 1.8 n/a ECO: c = 1.8 n/a
e ss o EC50: c = 3.6 43 EC50: c = 3.6 43
REEABEAOE EC100: c = 56 n/a EC100: c - 56 n/a
EC10 c = 25 n/a EC10 c = 25 n/a
EC20 c = 29 n/a EC20 c = 29 n/a
[ _ = X Remarks: EC50 = 3.9 mg/| (95% confidence interval listed).
5iﬂn']:dcgoe;i'r?a:_gl(/;:gfzé:giﬁgf)%%?;;;koa )(EtTiél?ZZ/)(gh Statistical analysis by trimmed Spearman—Karber method of
SER P e e AL ° Hamilton et al. (1977) (1) using a ToxCalc software package (2).

I T I\ —SEER, (QHP-11CEHE#IZ &Y, fHERERE-
TEHE S 1= EC10 B U EC20, AHBIR S () = 0.97,

EC10 and EC20 calculated by reviewer using linear regression
function on HP-11C calculator. Correlation coefficient (r) = 0.97.

RERR 275 RIS E 2 S

NERICHTHRIEDELHED
2

#5 2 (48h—EC50)

;;t%ﬁi%@ﬂﬁ ATALER, BEREFT

{EEERaT EmHE(UYIvia) 1A Reliability (Klimisch): 1A
F—RETA SIDSTURRA VM ESTEELER Critical study for SIDS endpoint
(S ORI SRR SY  HARS A RBISERT 2 z{tirgsrks: Reliable without restriction; comparable to guideline
Hige
. Kao Corporation, 2002. Kao Corporation, 2002.
51 FTAR Hamilton et al, 1977. Hamilton et al, 1977.
EE LR—b/EXERZES-SPL 140/1028 Report/Study Number: SPL 140/1028
NN-CAF LR T LIV TIU=N-FF K o N . )
HERME SO LSAFILTIUAEIR N,N-dimethyldodecylamine N—oxide; dimethyl laurylamine oxide
CAS Number: 1643-20-5 GRS NIl IS0
. Purity: > 93 %
'@’g' > L Carbon Chain Length
At giﬁ%’?ﬁ*ﬁ%%?Aldr'ch lot # 07116DR it G2
- S : ' Remarks: test substance from Aldrich lot # 07116DR
Bk OECD #'{F'74Y 202 OECD Guideline 202
GLP [EN yes
HERE{To-E 1999 1999
EWIE. RH HEE #&: Daphnia magna Species: Daphnia magna
IVRRAVE
BRDADATORE 3 ves
RBENEOA TS
fER DI F L

BB

SBYBETORIUHRER

SR Bl 1 B OD i ]

FHKIR

FRKDIEFMHE

HBFR(RURAER ELOH
Wik

ABRMEOERTCORETE

BREBEBRIDEELZDRE

EVIRERITHTEKE

EH. 1ED-YDHBREME
HEREEZENREEINDL

REHAM REEHAR: 4850 Exposure Period: 48 hour(s)
tatic
1ok s
~ ) - Limit Test: no
AERAN MREEEAER: LMNA Reconstituted water as prescribed by OECD Guideline 211;

OECD #'{N34Y211 TIRESN TLVSFHRK; daphnidsH: 0.1-0.2
mg C/ B /daphnid of Chlorella vulgaris; BiFIDEHIE4L

daphnids fed with 0.1-0.2 mg C per day per daphnid of Chlorella
vulgaris; no solvent aids used;

EH4 5L/ REX

4 replicates of 5 daphnids per concentration;

pH 7.1-7.7, 02 7.8-8.6 mg/L. i@E20.1-20.7°C. FEE 227 mg/L
(CaC03),

water quality parameters pH 7.1-7.7 ; 02 7.8-8.6 mg/I| ;
temperature 20.1-20.7 °C; hardness 227 mg/| as CaCO3.

S 5% R B 0

READIRAE

T8 ERE D E R

RERE

05,09, 1.7, 3.1, 5.6, 10.0 mg/l GEMER %)

nominal concentrations 0.5 -09 - 1.7 - 3.1 =56 - 10.0 mg/|
(active ingredient)

ERRE

0.26. 0.75. 1.28, 2.23. 5.76. 11.41 mg/L &[Ty, FHER D)

measured concentrations (geometric mean, active ingredient) 0.26 —|
0.75-1.28-223-576 - 11.41 mg/I

ek R E 3K
MGEIE)/C(5H#) TR{Emg/) LER{EmMg/N) Measured/Computed Operator Lower(mg/I) Upper(mg/1)
NOEC: m = 1.28 n/a NOEC: m = 1.28 n/a
ECO: m = 1.28 n/a ECO: m = 1.28 n/a
et EC50: c = 1.28 5.76 EC50: c = 1.28 5.76
& =
RICEAEEROR EC100: m = 5.76 n/a EC100: m = 5.76 n/a
EC10 c = 1.09 n/a EC10 c = 1.09 n/a
EC20 c = 1.6 n/a EC20 c = 1.6 n/a
EC50 m = 223 n/a EC50 m = 2.23 n/a
Szl _ . = =1y . Remarks: EC50 = 2.23 mg/L; 95% confidence interval listed;
FERR:EC50 = 2.23 me/L; ISH{ERRRKRA., #RETSV4T USEPAD | i tistical analysis: EC50 using TOXDAT Multi-METHOD
VOREE LR ETHOD FROE ]l T EBls slell il | oy epmon) Borel o T o 1) (PP, @ioemietofts aortn vl s
AR T. EC50 3R &%, b5 KR 488 TRIESNIRE L, measured concentrations at 0 hours and 48 hours were used for

WEFEOTEHE LIz, HP-11CEtE# I &Y R EFREFE->THE
SNt iEEE1.28 - 5.76 mg/ITMECT0 KR UL EC20, BRAIRE (r) =
0.95,

the calculations. EC10 and EC20 calculated by reviewer using linear|
regression function on HP-11C calculator in 1.28 — 5.76 mg/| conc.
interval; regression coefficient (r) = 0.95.

HERXZE 175 RIS $ 2 5

HBRIZETERIGDHLHED




#& B2 (48h—EC50)

;;t%ﬁi%@ﬂﬁ ATALER, BEREFT

ezl

EEERa7 EE(UJIvia) 1A Reliability (Klimisch): 1A
F—RET4 SIDSTURRAVMZESTEELAER Critical study for SIDS endpoint
E5ETE D FI kTR HIRALEEEDHY  HARSARERICITEKT S Remarks: Reliable without restriction; comparable to guideline study
H# Environment Agency of Japan, 1990. Environment Agency of Japan, 1990.
5| FACHR
&= LiR—t/atER & B -NMMP/E98/2100 Report/Study Number: NMMP/E98/2100
SHEEME RTFIIVTFIUAFUR dodecyldimethylamine oxide
CAS No.: 1643-20-5 CAS Number: 1643-20-5
B—t HRE: 23.7% Purity: 23.7%
RS C12 Carbon Chain Length Distribution: C12
SEFR: Balance is water Remarks: Balance is water
Bk OECD #'{F'74v 202 OECD Guideline 202
GLP LA no
HERETOE 1994 1994
EX NS s #&: Daphnia magna Species: Daphnia magna
IVRRAVE
HEME DA DEHE S no
HEMBEDONMAE
fER DI F iR

BB

unfed

SBYBETORIUHARER

=L ER Bl 1 By OD i ]

FHKIR

FRKDIEZEHE

HRER (RO RHER EX OB
Wi

ABUAOERDICORETE

EAEBEBRIDBEEZDRE

IRIRAEL

no vehicle

BEEE

REHE

SRR 48R

Exposure Period: 48 hour(s)

HEAH

1K
PREEGER: L\MNA

static
Limit Test: no

BH. 1ELFY DHBREYE

20L/GREX

20 daphnids per concentration

SR EZENERINF- D]
LHIRERIZEITEKE

FEE 210 mg/l CaCO3. pH 8.0-8.2, 02 88-97% sat.

hardness 210 mg/l CaCO3; pH 8.0-8.2; 02 88-97% sat.

EC50 = 4.2 mg/I (3.5 - 5.2 mg/| {S3EX ).

SER R P 6 ) REE 19-20°C Temp. 19-20°C
BRI DK 16 B BAHA 16 h light
YA REDEAE Trimmed Spearman—Karber 47 Trimmed Spearman—Karber statistics.
faR
BERE 00, 12, 21, 38, 124 mg/l 00-12-21-38-124mg/l
SARE
Wik B E 2
MCGRIZE)/C(RtE) TRR{EMme/1) ERE{Eme/N) Measured/Computed Operator Lower(mg/1) Upper(mg/1)
s 23, T EC50: c = 35 52 EC50: c = 35 5.2
R EEROR EC50 ¢ = 42 n/a EC50 c - 42 n/a
OITEL., REEBEICEOER., RABREEXHEBRPRE AL TLS |No analyses. Results based on nominal conc. Test conc. may have
ER MELNALY, SISO TOIEREL . decreased during test. No information about feeding.

EC50 = 4.2 mg/I (3.5 - 5.2 mg/| confidence limit).

RERR 275 RIS E 2 S

NERICHTHRIEDELHED

bt

#5 2 (48h—EC50)

EREMERIT EEE(YYSyia):28 Reliability (Klimisch): 2B

25374 5% :SIDSTURRA VM E-TE B AR Flags: Critical study for SIDS endpoint
E5E1T D FIRTIR L SER: S EL Remarks: No analyses.

HigR

5| B Xk Akzo Nobel Central Research, 1994. Akzo Nobel Central Research, 1994.
[[EE LR—t/5BR %S CRL F94173 Report/Study Number: CRL F94173

TOXICITY TO AQUATIC PLA

4-3 KEEH~DEHM BIZIEELE)

NTS e. g. ALGAE

HEBRME

FTFUINOAFINTIVAFIR

Dodecyldimethylamine oxide

CAS No.: 1643-20-5
#lEE: 35.5%

CAS Number: 1643-20-5
Purity: 35.5%

it RFEES T C12 Carbon Chain Length Distribution: C12

SEFR: Balance is water (64.5%) Remarks: Balance is water (64.5%)
Bk OECD #'{F'54> 201 Method/Guideline Followed: OECD Guideline 201
GLP IELy ves
SHERE(T - F 2000 2000
£t R, HE6E #&: Scenedesmus subspicatus Species: Scenedesmus subspicatus
IRKRAUE INMATRDb)  ERFE®) Endpoints are biomass (b) and growth rate (r);
SHEEHICANM-T—20DEHE
HERYEOLITDEE Ed no
HEME DR A

FRR DI E ARAT FE

SHERIEER TR AT RS

FER S

BEORBEDTERTIKE

SBYETORIUHARER

KR

BB FHEE

HBFR (RORAER) ELOH
Wik

ABRMAOERTCORERE

BRRBE] BRIDEELZDRE

BhEI DAL

no solvent aids used.




REDH
REHME RE IR : 720508 Exposure Period: 72 hour(s)
ZA4E OECD BFE4 RigHh (OECD #'(M740201) Standard OECD algal growth medium (OECD Guideline 201)
B u%l BR. Constant aeration.
& = ZERFE R Standard algal growth medium. Algal cell counts daily by Coulter
EMRRTERRTFHBEBICLIYBAT. Counter.

EH

wem - = a FE[E (Ca + Mg) dH 0.6 mmol/I. hardness (Ca + Mg) dH 0.6 mmol/I.

b 3 Z iy pored s i
ﬁg%ﬁgg&%ﬁ%;}%'ﬁa”é 3D75R0/BER. pH #iF 0B T7.5-7.7. 7205 T7.8-94, |Three flasks per concentration. pH range [7.5-7.7] at 0 h and [7.8-
AR T RE 2022 °C 9.4] at 72 h. Temp. 20-22 °C.
SAER R #a
FRBF D IRAE E#5EEE ST 7000 lux. Continuous illumination 7000 lux.

T 198 E R E D E R

Nominal test conc. 0.000 — 0.005 - 0.01 — 0.02 — 0.04 - 0.08 mg/|

FERIE. TIL—REN—RTA—Y (19924) [TH>T. mg/LEALT
Bt

EbC10 = 0.012 [0.008 - 0.017] 5t EfE
EbC20 = 0.018 [0.013 - 0.023] St & {E
EbC50 = 0.036 [0.031 - 0.034] FtEfE

ErC10 = 0.030 [0.024 - 0.038]
ErC20 = 0.050 [0.044 - 0.057
ErC50 = 0.129 [0.111 - 0.151]

il

B = AN
BERE 0.000, 0.005. 0.01, 0.02, 0.04, 0.08 mg/| GEMERLS) T
EAEE
ERBEEE®
REBEXICHITHERMR
ZTDMEREER
gogne T SEEI
ﬁi}}ggo;ég;ﬁvx{ SHTSRBERT  ErCxIEREE Remarks: EbCx = effect on biomass. ErCx = effect on growth rate.
i) = © s Tt g e o= . Growth inhibition data were read from graph of % inhibition vs. log
%_Egﬂij_f;% ﬁf;?ﬂ?ﬁfggégﬁxgﬁfii%{ conc. Curve—fitting was done by eye. Biomass was the most
’/l‘li/\’fﬂ?—?'X'Cﬁ)of' w1 TLO'CHf\fIT(‘EEU ;I%LT—I/F‘T? sensitive endpoint. Unless otherwise indicated, endpoints listed are
R /\47}'71051;‘“’(56 Y d;ﬁﬂii_ﬁ HE BN for total biomass. One-way analysis of variance incorporating
2 Bartlett”s test for homogeneity of variance and Dunnett”s multiple
— ] -
;}j:géﬁiét fégé%’f%ja?[%gﬂ%i{gy7z§%2?)/9\ comparison procedure for comparing several treatments with
A= el - HEBX control carried out on biomass data at 72 h to determine
E;TT#XO?)—OSOQ; Zl'&\o—g-l;ﬁf#gzlgg égjﬁ?;;;‘:" HERR 5t statistically significant differences. There were no significant
FER Bl £ Sy L differences between the control and the 0.0050 mg/| test conc.

Results calculated according to Bruce & Versteeg (1992) in mg/I:

EbC10 = 0.012 [0.008 - 0.017] computed
EbC20 = 0.018 [0.013 - 0.023] computed
EbC50 = 0.036 [0.031 - 0.034] computed

ErC10 = 0.030 [0.024 - 0.038] computed
ErC20 = 0.050 [0.044 - 0.057] computed
ErC50 = 0.129 [0.111 — 0.151] computed

HEX TDERISZ I M

HBRIZETERIGDHLED
B

4t A

SHERIEER TR AT RS

I3 A
mGRIE {B)/c(G1E1E) TR{EMme/) LEFRREMmMg/) Measured/Computed Operator Lowera(mg/l) Upper(mg/I)
NOEC: m = 0.005 n/a NOEC: m = 0.005 n/a
EC10: c = 0.008 0.017 EC10: c = 0.008 0.017
#&R (ErC50) EC50: o = 0031 0034  |EC50: c - 0031 0034
EC20 c = 0.013 0.023 EC20 c = 0.013 0.023
#& 5% (NOEC)
EEERa7 B (VJ3via) 1A Reliability (Klimisch): 1A
F—RET4 SIDSTURRAVZESTEELRER Critical study for SIDS endpoint
{EREME O F bR HL
Hi g
3| ik Source Reference: Kao Corporation, 2000. Source Reference: Kao Corporation, 2000.
" Other Reference: Bruce and Versteeg, 1992. Other Reference: Bruce and Versteeg, 1992.
ik LR—b/EXER TS SPL 140/1029 Report/Study Number: SPL 140/1029
SRERMEE NN-U AF JL—, N- TjF/FFT/)L7~J N,N-dimethyl-N-oxidedodecylamine; N,N-dimethyldodecylamine N—
& NN-SAF LT L FIN-AF O oxide
CAS No.: 1643-20-5 CAS Number: 1643-20-5
L 93% Purity: 93%
R—1% RRED M C12 Carbon Chain Length Distribution: C12
SEFR: Aldrich Lot # 07116DR Remarks: Aldrich Lot # 07116DR
Hik OECD #'{F54> 201 OECD Guideline 201
GLP [EdR ves
SHERE(T - F 1999 1999
EWiE. Rk, HEE #&: Selenastrum capricornutum Species: Selenastrum capricornutum
IVRRAE ZDfth other
SEEEHICANT —90)@&
HENEOIMDEE yes
BBRNEDA A
fER DR AR F R

FERZE

BEORBEDTERTRKE

SBYETORIUHARER

KR

EDILFHEE

g%ﬁlﬁlﬁ (RURERR) LD

HABRMEDBERPTORENE

BREE BRIDEELZDRE

RERS

= 52 i

SRR 7205R

Exposure Period: 72 hours

SERA

HEAEOECD a4 R iFHh (OECD #'{M74Y 201)

Standard OECD algal growth medium (OECD Guideline 201)

X

FRERQDAELTEIZEITS
SERBAIRRT AR T R DIKE

fEEE(Ca + Mg) dH 0.6 mmol/L.. pH 7.3-7.7, ;R & 22.0-23.1°C

hardness (Ca + Mg) dH 0.6 mmol/I. Water quality parameters: pH

7.3-7.7; Temp. 22.0-23.1°C.




=L R B 0

IREADIREE

RS T B

RERE

0.0, 0.001, 0.002, 0.004, 0.008. 0.016. 0.032, 0.064, 0.128 mg/| (&
RS,

Nominal test conc. 0.0 — 0.001 - 0.002 — 0.004 - 0.008 - 0.016 —
0.032 - 0.064 — 0.128 mg/| (active ingredient).

ERRE

0.0, 0.0008, 0.0023. 0.004 . 0.008, 0.015, 0.030, 0.060 — 0.123
meg/I. GETERLS).

Measured test conc. 0.0 — 0.0008 — 0.0023 - 0.004 - 0.008 — 0.015
- 0.030 - 0.060 — 0.123 mg/I. (active ingredient).

HRRA B

EEHEE®D

%

REXICHT 54 RMR

N

DI EREEIER

FR

MCRI7E B)/ C(3H L 1E) TR fE(me/1) EFRIE(me/1)

EC10: c = 0.0031 0.0059
EC50: @ = 0.0190 0.0260
EC20 c = 0.0058 0.0098

COFRBTIE. NAA RN RILBEZMEDBVIUFRAULT
Hot=. ECxxfE (L. HEREBANEALI-FE 2 DI FENFIE. &
KUTI—REN—RT4—5 (19924F) DFEEFALTEHL
fzo COMEIE. EVTR—HBLTVDEEDIT, PIVAFIRICZK
SENDEHRERMBEABROBRELIC—HLTLNSIEDD
Motz, COTEM S, NOECHELRE L, BERGEZMEERTE
FEEYTL. RELURBEESH T RROBVVEETHIE
REEIN EREAEREICEOVWTERLE, ROEBYT
H%.

EbC10 = 0.012 [0.008 - 0.017]
EbC20 = 0.018 [0.013 - 0.023]
EbC50 = 0.036 [0.031 - 0.034]

HEE
HEE
HEE

ETEE
FHEE
FTEE

ErC10 = 0.030 [0.024 - 0.038]
ErC20 = 0.050 [0.044 - 0.057
ErC50 = 0.129 [0.111 - 0.151]

Measured/Computed Operator Lower(mg/I) Upper(mg/I)

EC10: c = 0.0031 0.0059
EC50: c = 0.0190 0.0260
EC20 c = 0.0058 0.0098

Remarks: Biomass was the most sensitive endpoint in this test.
Various statistical methods used by the testing laboratory and the
method of Bruce and Versteeg (1992) were used to derive ECxx
values. These values were found to be in good agreement with one
another and with results from other algal growth inhibition studies
with amine oxide, suggesting that the low NOEC was not a result of
an unusually sensitive algal culture or unusual exposure conditions
but rather due to the high precision of the test. Results were
calculated based on measured concentrations:

Results according to Bruce & Versteeg (1992) in mg/I:

EC50 EC20 EC10
Biomass  0.022[0.019-0.026]  0.0075[0.0058-0.0098]  0.0043[0.0031-0.0059]
Growth Rate  0.11[0.1-0.12]  0.029[0.025-0.035] 0.015[0.011-0.019]

HWERTHOERIFZEM

HBRIZETERIGDZLED
B

#&58 (ErC50)
#& 5% (NOEC)
EEERa7 EE(YJIvia) 1A Reliability (Klimisch): 1A
F—RET4 SIDSTURRAVZESTEELRER Critical study for SIDS endpoint
{EREME O F BT AR HL
Hi g
3BTk Source Reference: Environment Agency of Japan, 1999A. Source Reference: Environment Agency of Japan, 1999A.
Other Reference: Bruce and Versteeg, 1992. Other Reference: Bruce and Versteeg, 1992.
wE LiR—b/E8R &5 NMMP/E98/1100 Report/Study Number: NMMP/E98/1100
HERME RFEVITIVAXIUR, SOVINTIVAXIR Dodecyldimethylamine oxide; laurylamine oxide
CAS No.: 1643-20-5 CAS Number: 1643-20-5
&—1% HRE: 23.7% Purity: 23.7%
RFRESF: C12 Carbon Chain Length Distribution: C12
Hik OECD #'{F354> 201 OECD Guideline 201
GLP LA no
SHERE(T o F 1992 1992
EWiE, Rk HEE #&: Selenastrum capricornutum Species: Selenastrum capricornutum
IVRRAE INMAIR EREE Endpoints are biomass and growth rate.
SHEEHICAN-T—20DESHE
HERYMEOLITDEE Ed no
HEMEDAMAE
fER DR AET F R
HEREH
SHERMER COEBERAIER S E
EHOIEEDAER TR
HHKIR
EMDEFREE
%%;iﬁ:ﬁ(&zﬁﬁﬁiﬁi&) EZ DR
HAEMEDBRPTOREN
BERME/ BRIDEELTORE
REHME R & IR 7285 Exposure Period: 72 hour(s)
SHEAA B Y/RER., 6/xBRX 3 reps./conc. and 6 controls.
= * Z#OECD EHE4E R #(OECD h'/h'512201) Standard OEGD algal growth medium (OECD Guideline 201)
EH
gg%igiﬁ%éﬁé%éawé TEE (Ca + Mg) dH 0.6 mmol/I. hardness (Ca + Mg) dH 0.6 mmol/I.
SAER R #A B
BB DIRE
FHAEREDESE
FER
BERE 00,0014, 0028, 0057, 0.114,0227 mg/I GEHERA). g‘;’g'vr‘:'incge‘;gﬁ). 0014 -0.028 - 0.057 - 0114 - 0.227 me/|
EAEE
MCRITE(E)/C(ETEE) THRiE(me/) Measured/Computed Lower
- EC10: c = 0.008 EC10: c = 0.008
ERMEE®D EC50: c = 0.064 EC50: c = 0.064
EC20 c = 0016 EC20 c = 0.016




FRERICESERMER

Bruce & Versteeg (1992)[CkYEtEEh-#E R
EC50(mg/1) EC20(mg/1) EC10(mg/I)

EREE 0204 0.051 0.025

IRAATR 0064 0016 0.008

ZDMEEHER
NOECIFERESNAEL, DITIXITHONEL, AW E (LERER 2 E TINOEC was not determined. No analyses were conducted. Test
HHEBRDON. HEIEDHEIERIYID, TNETNOMIBEILER |substance is expected to be stable during the test; some
EINTULEL, pHAIE [FRESN TULAELD, HBEDOERILE [degradation is possible. Individual cell counts not reported. No pH
HINTLVEL, measurements reported. Growth in controls not reported.

AR

Calculated results by Bruce & Versteeg (1992) in mg/!:
EC50(mg/1) EC20(mg/I) EC10(mg/1)
0.204 0.051 0.025
0.064 0.016 0.008

Growth Rate
Biomass

HEXRTHERFZ LM

MBRICHTHRIEDELED
B

ok SO

# 5 (ErC50)

#55 (NOEC)

{EEERIT {E%EH (JY3via): 2B Reliability (Klimisch): 2B

F—RETA SIDSTURRA VR ESTEELER Critical study for SIDS endpoint

{E5EMEQ HIBTIR I

g

31 F ik Source Reference: Akzo Nobel Chemicals, 1992C. Source Reference: Akzo Nobel Chemicals, 1992C.
Other Reference: Bruce and Versteeg, 1992. Other Reference: Bruce and Versteeg, 1992.

ik LiR—b/EERES: CRL F92119 Report/Study Number: CRL F92119

44 WEP~OBEBIZENITIT)

TOXICITY TO MICROORGANISMS e. g.

4-5 KEEY~DEMESH

BACTERIA

CHRONIC TOXICITY TO AQUATIC ORGANISMS

A BADRESHE

CHRONIC TOXICITY TO FISH

B. KEJREHBU~DIEMESN

CHRONIC TOXICITY TO AQUATIC INVERTEBRATES

NN-DAFILR T IV TIU=N-AF IR

N,N-dimethyldodecylamine N—oxide; N,N-dimethyl-N—

HBMH NN-CAF )=, N-FF SRR T TV oxidedodecylamine
CAS Number: 1643-20-5 CAS Number: 1643-20-5

B—tt FHE: >= 93% Purity: >= 93%

" RFRES T C12 Carbon Chain Length Distribution: C12
SEFR: Aldrich lot # 07116DR Remarks: Aldrich lot # 07116DR
FHiE/ ARSI Dt Method/Guideline Followed: other

#iE HEER/T 1B, 1K Test Type: chronic, semi—static

! PREEERER: LMNR Limit Test: no

OECD #'{F74Y 211 OECD Guideline 211

GLP {8 yes

HEBRE{To-F 1999 1999

HEREYIE #&: Daphnia magna Species: Daphnia magna

HENEOLIMDEE yes

HEMEDA AL

IVRRAE

fER DI F iR

SER ST

BFEADEE

BhFIDIELE. BE. WFRBRO

AE

HERRE

pH

R

HBREYDER

FRKR

HEKDIEFHIHE

HRAR (RORHER EX OB
Wi

SERB DK : 3E/3E

test solution renewal 3x per week

AHBMEDBRERDTOREN

EAEBEBRIDEREZDRE

REHME REHME: 218 Exposure Period: 21 day(s)
AEDEH 80 mL in 80 mL of test solution

BR.1EL-YDHBREYE

10 It/iREX

10 daphnids per conc

L]

X EZENREEINDL
EVIRERITHEITHKE

pH 7.5-8.4, 0, 7.1-8.7 mgl, ;B 19.8-20.9°C. FHE 223-238 mg/|
CaCO3.

Water quality parameters pH 7.5-8.4; 02 7.1-8.7 mg.l; Temp. 19.8—
20.9 °C; Hardness 223-238 mg/I CaCO3.

T8 ERE D E R

FER
e s PR nominal test conc. 0.0 - 0.12 - 0.21 - 0.38 - 0.68 — 1.22 — 2.20 mg/|
RERE 00,012, 0.21,0.38 . 0.68, 1.22, 2.20 mg/I GEMERLS) (ot lnpedin)
EREEOBRMETY L. SREHETIOERSNT Time weighted averages of actual conc. was used to calculate
oo e --ui l«; o <) ey e B _n = <) gy results.
ERERE ;ﬁ“_”i’g‘*@fﬂrﬁiﬁgm%z 144%, 4SRRI TRBRED |, ¢ al test conc. was 95.2-144% of nominal at 0 h and 50.5-125% of
i i e nominal at 48 h.
ERERONE
AfEEKEER
MGBIE {iE)/CGHE{E) TRRfE(mg/1) LFR{E(mMe/1) Measured/Computed Operator Lower(mg/I) Upper(mg/I)
NOEC: m = 0.36 n/a NOEC: m = 0.36 n/a
REEFH EC50: c = 14 n/a EC50: c = 14 n/a
EC50 c = 1.2 1.5 EC50 c = 1.2 1.5
LC50 c > 26 n/a LC50 c > 2.6 n/a

HEBX 75 RIS E 2 L

ESETOEA

RBOZ LT




SEFRLCAE : H D daphnids D EFEIZHE DL, ECHE: £ 7R D REFE [Remarks: LC values based on mortality of parent daphnids. EC

[2&K values based on cumulative number of living offspring. Various
MEFMTHBASIN-H L LE#HETDAZE: (1). ECIORUEC20: statistical methods used by the laboratory (1). EC10 and EC20
Bruce U Versteeg M A EZF - TEHE SN (2) R R [computed using method by Bruce and Versteeg (2) for use in
VB TfERA probabilistic risk assessment.

AR 5 Results:
21 HRENOEC = 0.36 fIE & 21 day NOEC = 0.36 measured
21 BRSEC10 = 0.354 [0.221 - 0.566] EtE (& 21 day EC10 = 0.354 [0.221 - 0.566] computed
21 ARJEC20 = 0.549 [0.383 ~ 0.787] & E 21 day EC20 = 0.549 [0.383 - 0.787] computed
21 BREC50 = 1.27 [0.950 - 1.53] 5+ & {& 21 day EC50 = 1.27 [0.950 - 1.53] computed
21 ARALC50 = > 2.6 &+ HE{E 21 day LC50 = > 2.6 computed

#53 (EC50)
42 (NOEC, LOEC)

EREMHERIT

F—RET4 SIDSTURRAVMESTEELRER Critical study for SIDS endpoint

{E2E 1% D $I W IRRL B8 (JYSya) 1A Reliability (Klimisch): 1A

Hi 8

31 F ik Source Reference: Environment Agency of Japan, 1999B. Source Reference: Environment Agency of Japan, 1999B.
Other Reference: Bruce and Versteeg, 1992. Other Reference: Bruce and Versteeg, 1992.

[[EZ LR—b/5ER %S NMMP/E98/3100 Report/Study Number: NMMP/E98/3100

4-6 PEEEYM~DEBHE

TOXICITY TO TERRESTRIAL ORGANISMS
A BEEEY~OFMHE

TOXICITY TO TERRESTRIAL PLANTS

B. TIEAM~DEMN
TOXICITY TO SOIL DWELLING ORGANISMS

C. DI ERELER (BEEAL)~NDOEN
TOXICITY TO OTHER NON-MAMMALIAN TERRESTRIAL SPECIES (INCLUDING AVIAN)

4-6-1EEEY~DFH
TOXICITY TO SEDIMENT DWELLING ORGANISMS

4-1 EYMEMZEE=FIOT (BMERITLIERESD)
BIOLOGICAL EFFECTS MONITORING (INCLUDING BIOMAGNIFICATION)

4-8 EERMELREDE
BIOTRANSFORMATION AND KINETICS

4-9 EMNEH
ADDITIONAL INFORMATION



HB%

FOER&S R (SIDS Dossier)

JR3C (SIDS Dossier)

5-1 hF2aFxRT4OR RE. 2

TOXICOKINETICS, METABOLISM,

and DISTRIBUTION

a

SHERMES [AFIL-14C] FTLILT I, NN-DAF L, N-FF K [Methyl-14C] dodecylamine, N,N-dimethyl-, N-oxide
" [1-KF2J)L-14C] FTYILTIY, NN-CAF)L-, N-FF K [1-dodecyl-14C] dodecylamine, N,N—-dimethyl-, N-oxide
CASES 1643-20-5 1643-20-5
HEE il >985% Purity:>98.5%
SEIR RFRHESF:C10 Carbon Chain Length Distribution:C12
- &% B EEMMEA TSN TS, Remarks:Radiochemical purity is given.
75k
Bk A HAESAY ZDfth other
SERRL AR In vivo In vivo
GLP#E & EEEL not stated
HREBREH o E 1977 1977
HEE1 (SUb)  HEMERER . A R4AMT (EH{AE205 g) B KU ARAM  [Test 1 (rats): Excretion study. Single oral dose at 100 mg/kg bw
(R E202 g) (CHERME 100 mg/kg bw (AFJL—14C) % . A A5|(methyl-14C) to 4 males (mean weight 205 g) and 4 females (mean
PED# (FAE185 g) ITFHERME 100 me/kelhE (1-F T2 )L — |weight 202 g) and at 100 mg/kg bw (1-dodecyl-14C) males only
14C)ZHEROKRE Lz, COSYMERTULRAMMERH—2  |(n=5, mean weight 185 g); in stainless steel metabolism cages for
IS72B5RUIRE LTz, T DM, R, #. BLUCO2ZUNELT-(#%E |72 h; collection of urine, feces and CO2 (24, 48 and 72 h). At study
24,48, T2B5RE#%)  REAR TR 4 —C ik BEMSYTDAZA  [termination 14C determination from cage wash, contents of safety
. HIEEDRNEY. . BEUBIKIZDULVT, 14CEBIELT=, [traps and contents of GI, tissues and carcass.
RER2(Swk) HR#E Y TatBR, A R4 (IR E205 g) 5L U AR [Test 2 (rats): Tissue distribution study. Single oral dose at 100
AT ()R E202 ) IZEAERYIE 100 mg/kg bw (AFJL—14C)%. |mg/ke bw (methyl-14C) to 4 males (mean weight 205 g) and 4
75 5% DTBE FRADH (EHIRE185 g) (TEHERME 100 mg/kg bw (1-FT /)L — |females (mean weight 202 g) and at 100 mg/kg bw (1-dodecyl-14C)
14C) ZHEIROK’E LIz, COTYNERTUL AR KBS —  [males only (mean weight 185 g); in stainless steel metabolism cages
2728 IR E L=, SV E48HERE 1 (AR) B XU T2 #% (X))  |for 72 h; sacrifice at 48 (females) and 72 h (males); sampling of
ICEBHRLT. TRICHZBLE-EBS LVESREZRRL-, tissues and organs listed in table below.
RER3(SYh) BEH=aL—a iR, h=a—LZ#EALT=A |Test 3 (rats): Bile duct cannulation study. Single oral dose at 40 or
Z5yI3PC (FEHIRE263 g) [TRERME 40 mg/kg bwET=1E100 100 mg/kg bw (methyl-14C) to 3 male cannulated rats (mean
mg/kg bw (AFIL—14C) ZBERIFBEOFRELT-. ZCDTYFERAT L |weight 263 g); in stainless steel metabolism cages for 72 h;
ZEAHRH T — D128 REURB LTz, Z DM, BB, R, 8&UE |collection of bile, urine, feces (24 and 48 h and total) and carcass
%}l%b(?ﬁf}zm 48HFRATR . M5 . BRZUEL - (1572850 (72 h).
RERA(Svb) BRIBESHMERER, A XS5 VM (E9{KE188 g) |Test 4 (rats): Dermal excretion study. Administration of 20 mg/mL
12,18 cm?/S Y CRERME 20 mg/mL(AFJL—14C) %, HIELT= [(methyl-14C) (18 cm?® /rat, 4 males, mean weight 188 g) on the
BEMNES Lz, ZOTYNERTUL RMEH — (27265 [clipped skin. Animals were restrained in stainless steel metabolism
IRE LTz, ZOM, IR, #. ELUCO2#URELT= (1524, 48, 7285 |cages for 72 h; collection of urine, feces and CO2 (24, 48 and 72 h).
B&) . iFiE. Big. PEUBAOKSEMEEZE=LT-, The amount of radio activity was determined in liver, kidney and
carcass.
HERS5 (Sub. ¥R, o9 F)  REMRBS MR, SYMTIZ18
FiE DL cm?/S YR CHREME20 mg/ mL(AFJL—14C) %, T R3ME(=6 |Test 5 (rats, mice and rabbits): Dermal tissue distribution study
cm?/X YR THEME10 mg/ mL(AF)L—14C) %, 95 F4PE|=  |Administration of 20 mg/ml (methyl-14C) (18 cm?/rat, n=4), 10
40 om?/™H ETREBRME20 me/ mL(AF)L—14C)% . BIELI-K mg/ml (methyl-14C) (6 cm2 /mouse, n=3) and 20 mg/ml (methyl—
ISR 5 LTz, COEMERTL AR H— 227287 | 14C) (40 cm’ /rabbit, n=4) on the clipped skin. Animals were
Li=. ZOR. R &E. BLUCO2EINELT-, TEIZHIZELT-#B% |restrained in stainless steel metabolism cages for 72 h; collection
BLUEBEIERL -, of, urine, feces and CO2. Sampling of tissues and organs listed in
table below.
FAER6 (ER) : FEFEE 24 (12BFRE R S8 1) ICHRERYE (1-F T2 [Test 6 (humans): Two volunteers (fasted for 12 h) were dosed
JL—14CHZ54) 50 mgE RO 5 L1, RIZ. %5 ~6B5R1%. 685R7 |orally with 50 mg test substance (1-dodecyl-14C labeled). Urine
R~ 240514 . 245 ~ 144B5 R O B HARICURE LTz, K{E |was collected over intervals 0-6 and 6-24 h and over 24 h intervals
&, B RIZIRELTz, CO2(E, HE MO, 1, 2,3, 4.5, 6,8, 12, 24, |until 144 h. Feces were collected individually. CO2 was collected
36, 48, 7265 & M 515 FEUREL =, for 15 minutes at 0, 1,2, 3, 4, 5, 6, 8, 12, 24, 36, 48 and 72 h after
dosing.
HER7(ER) - EREE 24 (THIBID KR & BRI (4 X 15 om, BIELT) H
SEREEME (1-FT )L —14CH12H) 10 mgZ R 5 L1=, COERLE |Test 7 (humans): Two volunteers received 10 mg test substance
BRI ETHDL., FFFAEM DT THEL -, 8B5HIE. RFE%E [(1-dodecyl-14C-labeled) on an area of 4x15 cm of the forearm
BICLTHS., RIEDORZERYRL (10E]) #IKZ LT, AERIZ{EE |(clipped). After drying the area was covered with a non—occlusive
SNTWSRETENEDENEERTEL -, HEIDFIEIL. 5XER6&  |dressing. After 8 hours the skin was cleaned and the percentage
RCTH>1=, radioactivity retained in the stratum corneum was was assayed by
repeatedly (10x) stripping the skin. Sampling procedures were equal
to those of test 6.
e Eb. Yk Y F IR human, rat, rabbit and mouse
HERENY : Rk
[EF]
HR
Fih
*®=E
AR
BREARR #0O.8E. BN oral, dermal, intraperitoneal
A B (BRI ZUETT n/a
w58 EESHE See remarks
#EtFiE
ERICEESn-E
Bt RE R
BEAR
PRERARRS
REIEY
KRBEY CAS No.




HER1 (SUh)
it AER (BN 89-102%)

Test 1 (rats)
Excretion study (mass balance 89-102%)

RS BITHT DM E (%)

% of administered dose excreted in:

R C02 urine feces co2
14C-5RIL  AFIL BFUIL AFIL AFIL BTV AFIL AFIL FFEUIL AFIL 14C-label methyl dodecyl methyl dodecyl methyl dodecyl methyl dodecyl methyl
B 3 it 1 it 3 4 3 i time [h] M M F M M F M M F
24 55 42 32 8l 54 73 10 20 20 24 55 42 2 8l 54 73 10 20 20

HERER 48 85 66 96 28 26 37 1.2 12 20 48 85 6.6 96 28 26 37 1.2 1.2 20
72 30 22 - 12 10 - 07 05 - 72 30 22 - 12 10 - 07 05 -
Total 7 53 54 12 94 12 13 23 2 Total 7 53 54 12 94 12 13 23 23
- BitiEhd - Not determined.
iﬂo’ffﬁf’f_‘m”@*‘ AFIL-14C, 1-FFIL-14C U AFIL14CTERER 6.1, 35 RU  |Tissues and carcass 6.1, 3.5 and 8.0% of methyl-14C, 1-dodecyl~14C and methyl-14C respectively
HE&2(TVh) Test 2 (rats)
fRE > EER Tissue distribution study.

BEEICHT 5% % of dose
R/ RS HE [7285R8] It [48RFRE] tissue/organ M [72 h] F [48 h]
AFIL RTUL AFIL methyl  dodecyl
P 1.3 1.1 15 Liver 1.3 1.1 15
L] 03 0.4 0.5 Intestines 0.3 0.4 05
= 0.1 0.4 0.2 Stomach 0.1 0.4 0.2
A FERR 0.1 0.07 0.1 Gonads 0.1 0.07 0.1

StEREER Bl 0.09 0.08 0.09 Kidney 0.09 0.08 0.09
i 0.05 0.04 0.06 Lungs 0.05 0.04 0.06
BE 0.03 n.a. 0.02 Spleen 0.03 n.a. 0.02
WY 0.02 na. 0.02 Heart 0.02 na. 0.02
iRV EEE 0.02 0.02 0.02 Brain and spinal cord 0.02 0.02 0.02
i34 0.02 na. 0.02 Pancreas 0.02 n.a. 0.02
B = = 0.008 Adrenal = = 0.008
iR = = 0.003 Eye = = 0.003
Bix 40 1.9 48 Carcass 40 1.9 48
—/na. DL -/n.a. not analysed
AER3(TYH) Test 3 (rats)

BEHA=2L—aVitER, it T —4 GBI 96%) Bile duct cannulation study, excretion data (material balance 96%)

Ho7) BEEICxT 5% Sample % of dose

BT, 0-24B%R4 32 bile, 0-24 h 3.2

B3, 24-48B5RS 04 bile, 24-48 h 04

BBt fE 36 bile, total 36

iR, #= 38 urine, total 38

CO2, #a& 18 CO2, total 18

# BE 21 feces, total 21

HEHMRE, KE 80 total excreted, total 80

Bk 15 carcass 15

AER4 (TUh) Test 4 (rats)

R RS it ER Excretion study after dermal application
BEEITHT HHEHE (%): % of administered dose excreted in:

BFfE 173 # Cc02 time[h] urine feces co2

24 45 0.5 0.6 24 45 0.5 0.6

48 47 0.8 0.8 48 4.7 0.8 0.8

72 5.1 04 0.9 72 5.1 0.4 0.9

At 142 18 25 Total 142 1.8 25

R, ERABERUVEBAEREINENT 16,48 R 16% Tissues, application site and carcass 16, 48 and 16% resp.

SHERS (b, ¥UR U ) Test 5 (rats, mice and rabbits)

25 A MR Tissue distribution study after dermal application

BE5EICKT 5% % of dose

R/ RS Syk YHUR HHX Tissue/organ Rat Mouse Rabbit

R 14.2 11.6 421 Urine 14.2 11.6 421

k- 1.8 14 22 Feces 1.8 14 22

CO2 2.5 5.0 14 CO2 25 5.0 14

P EEt 185 180 457 Total excreted 185 180 457

SHERHEER FrFFis 0.44 0.42 0.44 Liver 0.44 0.42 0.44
B e 005 0.8 0.1 Kidney 005 008 0.1
BE 004 0.02 0.001 Testes 004 0.02 0.001
Bk 156 171 4.6 Carcass 156 171 46
HaEt 161 176 5.1 Tissue total 161 176 5.1
F2 8 GiE &R L) 480 489 394 Skin (application site) 480 489 394
r—URkER 61 106 39 Cage wash 61 106 39
MBERXZ 89 95 94 Material balance 89 95 94
Mm% (mg/g £MKE) 043 1.1 <0.03 Blood (mg/g whole blood) ~ 043 1.1 <0.03
AER6 (EF) Test 6 (humans)

EMIHITABOREHMERER MEIX B5E0D70-80%) Excretion study in humans after oral application (material balance 70-80%
of applied)
BEEITHT DHME (%):
73 H CO2 % of administered dose excreted in:
BRF W1 WR2 W1 WAR2 XR1 R 2 urine feces co2
24 498 36.8 18.2 219 time[h]  Subject 1 Subject 2 Subject 1 Subject 2 Subject 1 Subject 2
48 6.2 6.0 1 9 24 498 36.8 18.2 219

HEBER 12 08 07 No N o o NS
144 05 04 144 05 04
A N N
&t 573 439 27 25 19.2 229 Total 57.3 439 27 25 19.2 229
BT (EF) Test 7 (humans)

ERTE 1+ HHE B 58 A Bt 5 ER
AL METEED <0.2%A HEittt

Excretion study in humans after dermal application
Excretion of <0.2% of applied radioactivity.




E:1d

— BOBERORRIE. SYFSLIVEFCRENDIEE TH>
f=o HEitt (&, EICRE LU CO2TIThON = (ETOHM LD,
— EHBOERERIRE. SYESLUTIRTH0%, 79 FTH
60%Thof=, HEitt (&, EICRTITH NI,

— BERBEL. EFTHOLLIEL,

— EFTOEMREHERYIE. BToI2BRMKBETH S,
LEa—/—k EFRBR T, MERZH DT H70~80%EEFED
Tzo COREE. ERMHEDOFIENTELY THo1==DTH B,

— Rapid and extensive absorption by rats and humans after oral
administration. Excretion mainly via urine and CO2 (less in feces).

- Dermal absorption “40% of applied in rats and mice; rabbits ~60%.
Excretion mainly via urine.

- Rate of dermal penetration in humans lower than in other species.
— Biological half-life in humans probably less than 12 h.

Rev. note: The material balance in the studies with humans was
only 70-80%. This was attributed to inadequate sampling
procedures.

=

DDAOIZ. Sy Z&k-oT. RFEMNDLEIZHINEST-, DDAOD 7
fild. A REARETELL Tz, M E L. 2Lz LM
DSEOIFET, BLEELRATHIIEN O o=, HELIIK
SEMED . . T, MPCRBO5E S &, #O% 5% 16N
LDIRISR KR EG STz, AT E [T 2aRICHE S, 24BFRLLA
IZ#970% L0 EHEftSf-, BREE 242 2 AL R R CEHE
L. EUO®EREB -, SYrSKUEN#EOREL1-DDAOIX, &
EMDILEICRIRE N, RHkIC2RICH S h =,

DDAO was absorbed extensively and rapidly by rats. The
distribution of DDAO was similar between males and females.
Among all the tissues analyzed, the largest amount and the highest
concentration of radioactivity was found in the liver. The fractions
of dosed radioactivity appearing in the liver, kidney, and blood
reached maxima within 1 hour after the oral dose. The excretion of
radioactivity was rapid, with approximately 70% and greater
excreted within 24 hours. Concurrent studies with two human
volunteers were also conducted and showed similar results. Orally
administered DDAO was rapidly and extensively absorbed by rats
and humans, and excretion was similarly rapid.

[E

EErIsyia) 2A

Reliability (Klimisch): 2A

{EREME O H MR S0

BERAIRER . SIS ESN IR/ SHBRBEETHY . BEH
HRFHRAEBZLTS,

Acceptable, well-documented publication/study report which meets
basic scientific principles.

i

5| F AR (FE3CHK)

Rice, D.P. 1977.

Rice, D.P. 1977.

&

757 :SIDSTURRAVMIE-TEELRER

Flags:Critical study for SIDS endpoint

EE LR—b/EHER S - SDA130 Report/Study Number:SDA130
b
SHERME L FTSIILTSY, NN-DAFJL-, N-AF IR, Dodecylamine, N,N-dimethyl-, N-oxide,
i 14C 1-FT )L B 14C—AF)L 1Z5H 14C 1-dodecyl and 14C—methyl labeled
CASES 1643-20-5 1643-20-5
fHEE EEAL not stated
SERR RREED T :C12 Carbon Chain Length Distribution:C12
FiE A HARSA ZDih other
SRERT B8 In vivo In vivo
GLPE & L\ no
HEEBCHOE 1981 1981

SvhE, RERBS =R, RETHZHDDAOZEHFIEORE LT,
ZD% ., NaOHEH YT (CCO2EIREKT HEMTEMBLI-RATY
LRASBARE T — IS5 U ERB LT, 15 %6 MH, FrEs
HITERSE, R, #, 8XUC02%& 245 B HA TIREL =

NTORY T IV, REITRFESE ST ET-15CTREFLT=.

HXY SYbERBRICIRoT-AY, CO2(%. 24B5RFHDRAIDT
BERICUREEL ., FRY D17 RIS E R A B RS A R EL TEREL 1=,
SYbDRIE. BEUV Y XOEFHIRN S MKERERL . T DMK
MSIACHIERDMFELBE 1=, T—T LFE.. SYbDOKE

The rats were fasted overnight before dosing with radiolabeled
DDAO by gavage, and afterwards were housed in stainless steel
metabolism cages equipped to collect CO2 in traps containing
NaOH. Feed was provided ad libitum approximately 6 hours post
dose. Urine, feces, and CO2 were collected at 24—hour intervals. All
urine samples were frozen immediately and kept at —15°C until
analysis.

The rabbits were treated as the rats, except that CO2 was
collected during the first 7 hours of each 24-hour period and

TR k. BEVH9HXODOEISMBEZRIL . FO MK SR B EY |estimated for the 7-24 hour interval assuming linear kinetics.
SERAOMmMEY T ILES LT, Plasma for 14C determination was isolated from rat blood taken
from a toe clip, and from rabbit blood drawn from the ear vein.
BELBEMHERE248 (215%. 23/%. 70 kg) [Z. 50 mgM 14C-DDAO [Plasma samples for metabolite separations were isolated from
#ELIKIB K200 mLEERER -, REUVEL TOCIZRoT=, blood drawn from the vena cava of rats and the heart of rabbits
after ether anesthesia.
Urine was collected at 0°C from two healthy male subjects (ages 21
and 23, 70 kg) who drank 200 ml of an aqueous solution containing
50 mg of 14C-DDAO.
Wi 5wk (Sprague-Dawley), 75 (Albino New Zealand), E~ Sprague—Dawley rats, Albino New Zealand rabbits, and humans
HERENMY : Rk
[EF]
HR K
Fih
®E
SRERBN R Swbk:5PC/E, oYX AL/E ER 2 N/EE rats — 5 per dose; rabbits — 4 per dose; humans — 2 per dose
BT EESHE See remarks
A B (BRI ekl n/a

RE58

vk -1 R 100 mg/kg
HF -1 B 37-57 mg/ke
Ebk - 0.72-0.76 mg/kg

rats — 1 and 100 mg/kg
rabbits — 1 and 37-57 mg/kg
humans — 0.72-0.76 mg/kg

GHEZ

ERIEESh-8

it 2 RE

RERA R
TRER R

RHED

1%&1@% CAS No.




14C-2AF )L 1B SV TT2B B2 (296% D AT REA HEE St f=, |14C—methyl labeled: in rats after 72 h, 96% of radioactivity was excreted
BEL-HEtEE (14C 1-FTIL EZEH) D% Percentage of applied radioactivity (14C 1-dodecy! labeled)
L) SyNI2EER) (7285 (1 44B5R5) Animal rat(72 h)  rabbit(72 h)  human(144 h)
& (meg/ke) 1100 1 0.76 0.72 dose(mg/kg) 1 100 1 0.76 0.72
R 66 54 59 57 44 urine 66 54 59 57 44
#H 7 9 9 3 3 |feces 7 9 9 3 3
cO2 26 23 32 19 23 C02 26 23 32 19 23
Bk = 4 = = = carcass - 4 = = =
ot B - - 6o [total 98 9 99 80 69
RERFER R kR KBTI A+ RSN -T- (S ERED No unmetabolized amine oxide was excreted in urine (for cutaneous
R (448 B RN & FAE) ::rr\:)l?;t;::o:kit:)e metabolic pathway is comparable after absorption
R DS EE% Percentage of applied radioactivity in the urine
g Suk ¥ Eb Species rat  rabbit human
fae | R BEHRIR metabolite Metabolic pathway
1 w B-E&1t 28 23 28 1 w B-oxidation 28 23 28
KB 1= wB -BIEDRRIKIZETRHILRVEEIE. £ET7IVA metabolite Il = carboxylic acid intermediates of w,B —oxidation, still
EORERREEE-STIND, carrying the amine oxide functional group.
HERfE R
bt
14C-DDAOE O/ E#% . Svb. U X BLUERE. MEEME [The elimination of radioactivity by rats, rabbits, and humans dosed
ZRILESIT (T 5., A D24 LLNIZ70~90%LL ) HEitt L |orally with 14C-DDAO showed a similar pattern (i.e. > 70-90%
1=, BIRHEOHMNETHY., BEDS0%LL LZE H&HT=,14C-  |within the first 24 hours). Renal clearance was the major route of
DDAOMD #4920~ 30%(%. + 5 RSN T14C02% 4 B L7T=, DDAO [elimination and accounted for more that 50% of the dose. About 20
RBITHEEORBNEETHE . KBEDDEENSRIE [30% of the 14C-DDAO was sufficiently degraded to yield 14C02.
ENntz, COREIL. BBIFHESHD w, B—BE. 7SUAFIRDIE  |Metabolite structures suggest that DDAO metabolism involves
TT. BLUBEHATEFEEDKBIETHHLIRIBESh TIVS, several different pathways. These pathways are proposed to be w,
WFNOEMEELTILFILEEZ B TELA, 9 X ELUER |B -Oxidation of the aliphatic chain, amine oxide reduction, and
. £, SYMILELTHERMTH Tz ThEIEXBRIIZ, V&, A |aliphatic mid—chain hydroxylation.
bt ED12%ULERWNVEDIEEMELTHM L=, ERALI=EHT While all three species were able to degrade the alkyl chain, rabbit
|&. DDAOR B (X HXMNSYREYERZELILTLV =, O35  [and human were more efficient than the rat. In contrast, rats
#.Svb. Y X BELUERE. DDAOELEIZIEH L=, 2485 |excreted >12% of the dose as long chain compounds. Under the
LIRIZ, AEDQIFEAED, RAPIZHE#EIN ZHC02EL THEME  |conditions employed, the rabbit more closely approximates the
iz, RAHDODDAOIFR P IZHE S M oT=, metabolism of DDAO by man than does the rat. DDAO was
extensively metabolized by rats, rabbits, and humans after oral
dosing. Most of the dose was eliminated in the urine or was
excreted as CO2 within 24 hours. No evidence was found to
indicate that unmetabolized DDAO was excreted in the urine.
[EEE {EREH (JYSya) 2A Reliability (Klimisch): 2A
(S ORI RRATREL., ISR SIN - H IR/ HEBEREZETHY . EAR [Acceptable, well-documented publication/study report which meets|
= HRPMRAZERZLTNS, basic scientific principles
g
5| FA 3k (GT3Xik) Turan and Gibson, 1981. Turan and Gibson, 1981.
[EZ Dﬂf—F/m%: SDA195 Report/Study Number:SDA195

5-2 AtEN
ACUTE TOXICITY
A AMEO0SM%

ACUTE ORAL TOXICITY a

HEYESL REFVIITIVAXIE Dodecylamine oxide

CASES 1643-20-5 1643-20-5

fHEE ME 0% (EE/EE) Purity: 30% (w/w)

SER k%S :C12 Carbon Chain Length Distribution: C12
s NN e A not stated

HER/AARSAY RERAAT  AMS0GEHROK’S) Test type: Acute oral by gavage

GLPE & FELEE n/a

HEBEITo-&F 1985 1985

= vk rat

HERR (R Charles River Charles River

LG AN H3) [373 male and female

BE52

FRASH (M) 0B 10PC (50T, #fESPT) 10 (5 male and 5 female)

TR (1B 1K)

BEAL EEREOICLPERIRE

No vehicle; single dose by gavage

patecg o3
Rz ()
S om s — - Guideline not indicated; 5 animals per dose group per sex; weight
HARSAVIETRENTUELY, 50T/ /8 {AE 200-250 g. B4 . X " 5 B
ZOMOREBEE 4. B ERTISE RS, MEEO RS, 4RET—BIKE. ST 200-250 g. Animals were fasted 18 h before dosing. Administration

EZHE. 4ABICEIR,

by oral gavage. Observations of clinical signs/mortality until day 14.
Necropsy on day 14.

EREHCOREH

Al FRILE

BRERAT R

BIRFT R




Z 0t

A
1D aff

LD50fiE X [£LC501E

Bfy

RIE &=

f& =

EEERHOAEMRKS IRE (30%) ITHEL. ARMESICE, H
BHAHOAMR S BENTEHSATLEN, LHL. COATS
BEMNAEINTVECTE, AZELANLE SULDS0AIEEA, #
PRHEMICESVT(Thbb, MRS BEICHESNTIC) R
RAMNLHRESNTLDERDON-DT. CCTIEBEEToT=,
BEREROUEMN T, AIRMZEILE. I0%DBIEL NILETROLL
Motz BRI RIE, ROESYTH D, LIXLIEAFIEE DEE. &
BUNE AR % S RAT, BT, F=ITRIB RO, T, S0
MHLVRBHRHMD WA . Fl=ld—H, BE HRAELIRRDIN
B FLE—ADNRFELLZBELVBONA. £=ld—FH, LDE
Lotz RBMATBLI-BELVBONA. £lE—H,

REE (A, 570 B5E>T) :4/20(1EAR) . 7/10(h
AE).9/10(ERE)

964 1210 mg a.i./kg bw

LD50 = 1080 mg a.i./kg bw

Lower Upper Unit

Value = 964 1210 mg a.i./kg bw

Results were corrected for the active level of the sample (30%).
The laboratory report does not state the active level of the test
sample, so even though this is not specifically stated it is assumed
that the dosage levels and LD50 results were reported by the
laboratory on the basis of the whole sample (i.e. not corrected for
active level) and the correction was made here.

Nothing unusual was observed. No macroscopic changes up to 90%
mortality level. Necropsy findings: deep/bright red or light tan lungs
sometimes with liver colored areas or petechiae, salivation, nasal
and/or ocular hemorrhage, stomach irritation, stomach and/or
intestines filled with gas and/or fluid, stomach and/or intestines
filled with bloody fluid.

Mortalities (males and females combined, read from graph): 4/20 at
low dose; 7/10 at mid dose; 9/10 at high dose.

LD50 = 1080 mg a.i./kg bw.

It 5 D LD50fE X [LLC50fE D3ELY
%

{Z : Ammonyx® SO

AR
[EElE S5t (9)3va) 3B Reliability (Klimisch): 3B
EETELL, XBEH. FHAICA+ 2 THD, HARSA%ERL [Not reliable: documentation insufficient for assessment. Guideline
SHETE D FIETIR L TULEL, RRLTWST—4H0, BMEAIZET HEDEDA .,  |not indicated. Uncertain whether data are expressed in terms of
R EICET 21D OND, FEAETH S, active ingredient or whole sample.
Hige
- Onyx Chemical Co., 1985B. Onyx Chemical Co., 1985B.
51 AR (FE3CHR) Cited In: Pang, 1994 Cited In: Pang, 1994
& LR—b/iRBR &S Leberco50964 Report/Study Number:Leberco50964
b
HERMESR SOIEVAXIUR RTUIICAFIVTIVFAEIR Lauramine oxide; dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
MEE MEE:255% (E8/E8) Purity: 25.5% (w/w)
SER REREDM:C12 Carbon Chain Length Distribution: C12

Remarks: Ammonyx® SO

s NN oEAL not stated
Tk AARSA HEA/T AUED GREIROKRS)  BEKER Test type: acute oral by gavage; limit test
GLP#E & EL not stated
SERE(ToF 1985 1985
B vk rats
HBR (R Charles River Charles River
X AN H3) it B male and female
BEs 5 g/kg bw 5 g/kg bw
XHASH (MR OFHWE 10PC (RESPT , J#5PT) 10 (5 male and 5 female)

R (1K)

BEEL REDEE

no vehicle; dosed as—is

s i

BEAE(H)

4B D5 &R

14—day post observation period

Z O DERERFE M

st a AR
LS
ZASHTOREH

By
ol

ETREL

There were no deaths.

BRERAT R

BRI R

ERRFHoNEM T,

No macroscopic changes were observed during autopsy.

Z Dt
famam

LD501{@E X [$LC501E

> 5000 mg/kg bw

it
b

> 5000 mg/kg bw

It 5 D LD501iE X [LLC50fE DELY
%

E

EwrYsyia):3B

Reliability (Klimisch): 3B

EREELL FEHICAVSICEXEELAT+S

Not reliable: documentation insufficient for nent.

SR
{EFE1M O F TR L
HE

51 SR (FE32HK)

Onyx Chemical Co., 1985A.
Cited In: Pang, 1994

Onyx Chemical Co., 1985A.
Cited In: Pang, 1994

hU EDERITTEHES TG,

[[EZ LAR—b/5ER %S : Leberco50967 Report/Study Number:Leberco50967
c
HEYESL RFVIITIVAFXIE dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
HHESE i 0.3% Purity: 0.3%
REREDM:C12 Carbon Chain Length Distribution: C12
FER HE:03%DRBEMBEE ST HUFEHERICAL =, #AKIZEI TS |Remarks: Formulation containing 0.3% of the test substance was

tested. No other details about composition were provided.

R (1B 1K)

N S ols= o ZuUEd n/a
A AT HEA/T 2N Test type: acute oral
GLPE & T—a%L no data
HEBRE1To-F 1985 1985
= vk rat
HERR (R Sprague—Dawley Sprague—Dawley
TR it M, B F) [ii3 male/female
BEE RSN TLMVERLY not indicated
ZRAER (ER) OB 6T 6

K water




BERER

BEHE(H)

ZOOREBRES

oyl 3 2=xlue
FIB:7YF/E O RURERER

Groups of 3 male and 3 female rats
Procedure: Up/down and limit test.

st AL IR
b
ZASHRTOREH

i

BRERAT R

BRI R

Z ok

D501E X [£LC501iE

> 30 mg a.i./kg bw

o
]
E:d

> 30 mg a.i./kg bw

It 5 D LD501iE X ILLC50fE DE LY
%

EI

95% PVP/VA £ E &1k 1-5% ; OH3K DEA 0-2% ; /R HF42=)
L1 0-2% BRU ZDHth<1%

EHElE B3 (JYSya) 4B Reliability (Klimisch): 4B
E5ETE D FIETIE L ZRTK Secondary literature
g
5| FASCAR (FE3XER) Pang, 1994. Pang, 1994.
1 LiR—b/EHER TS SDA128 Report/Study Number: SDA128
d

SHEMESR RTFIIVTFIUAFUR dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
fHEE $HE03% CEHEWE) Purity: 0.3% active

%i%?\;ﬁégéﬁmﬁﬁﬁt’\7ij— ZDOMDEES K 85— g:::ligy;:a;:mﬁ;‘i’; ?;satrL:L::is(:):;SLintaining 0.3% of the test
ER iy g ° y substance. Other ingredients are: 85-95% water; 1-5% PVP/VA

copolymer; 0—2% cocamide DEA; 0—2% polyquaternium—11 and <1%
minors.

LD50fiE X [£LC501E

> 60 mg/kg bw

Tk AAETA HEBEAT T/ TV BRUBBERER Test type: up/down and limit test

GLP&E & T—H2HL no data

HERE(T o F 1994 1994

=t vk rat

AR (R Sprague-Dawley CD Sprague-Dawley CD

AN 33 female

BEE 20 g/kg XIF ZnLUE 20 g/kg or greater

ZHAS (EE) 0T 6PC 6

S (B E) A& watsr

BE5 2%

R (B)

ZOMORBEH 16 g/ke DRERMEE1T(=. 20 g/keDRBRMEEST(ZZE One animal received 16 g/kg test material and 5 received 20 g/kg
" " = o - test material.

E‘f‘f?"—ﬁ"]ﬂﬁ

o

ZHASHETOREH LEYHNETR All the animals survived

BRERAT R FEFERINGA oI, no adverse signs were observed.

BRRFT R

Z Dt

HiEam

> 60 mg/kg bw

It 5 D LD50fE X [LLC50fE D3ELY
%

SRR

[EE e EEE(UYIyia) 4B Reliability (Klimisch): 4B

{E5E 14 D FI iR #L — R Secondary literature

HiER

5| FA R (FEX k) Pang, 1994. Pang, 1994.

[[EE LR—t/5ER %S SDA128 Report/Study Number: SDA128

B. RMRASNE

ACUTE INHALATION TOXICITY

95% PVP/VA # E &K 1-5% ; I/H3K DEA 0-2% ; /R HIAAR="Y
Li-11 0-2% R ZD <%

HEMESR RFEVIWTIVAXIR SISIVAXIE dodecyldimethylamine oxide; lauramine oxide
CASES 1643-20-5 1643-20-5
HESE fHiE:.0.3% Purity: 0.3%
= Carbon Chain Length Distribution: C12
G 4 4 .
%iﬁ@f@%@ﬁ%ﬁ?‘t/\?ij— ZORDRS K 85- Remarks: Formulation is a hairspray containing 0.3% of the test
AR (g T =1 ° Ay substance. Other ingredients are: 85-95% water; 1-5% PVP/VA

copolymer; 0—2% cocamide DEA; 0—2% polyquaternium—11 and <1%
minors

i E4€iEN )

b Yl 2
GLPE & [ELy yes
HERE(T o F 1990 1990
=t vk rat
AR (R Sprague-Dawley albino Sprague—Dawley albino
AN 33 male/female
. 5.3 mg/I (0.016 mg AO/L$EZ) 5.3 mg/| (corresponds to 0.016 mg AO/L)
B58 - =
BHSE (HA) DEME 10PT (i 5PT , hif5PC) 10 (5 male and 5 female)
Z0th other

BERER

BEHE(H)




HEME S L

RELMAE: 4858

&5 DV PRSAT (=T AV RYILAUYH) L UEZES
(RIV—AVT VAT LARI) T 54)yNLDHSRABREF v
N—~RBNEORELT Y —ILEE ST, TYMNT REF v
N—THRBEDRFEE DT, BETT7Y—ILOMERfIE.

Analytical Monitoring: no

Exposure Period: 4 hour(s)

Remarks: A liquid droplet aerosol of the test substance was
delivered to 54-liter glass exposure chambers via a syringe drive
(Sage Instruments) and atomizer (Spraying Systems). The rats took
up less than 5% of the volume in the chambers. The particle size

ZOMDRERE Andersen®8EXFEN R —R A2 1\ A—TRIFE LTz, B LT/ — |distribution of the aerosol was determined with an Andersen® 8-
ILDESNZHTFHEMERE. 36300 FBHHFZE1.91390  |stage cascade impactor. Aerosol droplets had an average
NThH - HERZEEX. E-o-HBEYEDKEE%X. &= |equivalent aerodynamic diameter of 3.6 microns (SD 1.91 microns).
BEFICREF o N— RN ERORKRETE>TEE LT_O The nominal exposure concentration was calculated based on the
amount of test substance delivered divided by the total volume of
air that flowed through the exposure chamber during the exposure
period.
#pErF
f&
ZHSHETOREH
BRERFT R
BRRFT R
RERRE AR h, BXUEER14BREIZ1 B 2E., $1HEEZEL [Animals were observed during exposure (4 hours) and twice daily
T=o ZEHI. BEURED1, 3, 7. 14BRITIKEZECERLT=, ZI#R |for 14 days post—exposure. Body weights were recorded before
TlE.BEERFIUBERNDELRZEZEERTEL., BIEELT-, & |exposure and on days 1, 3, 7 and 14 after exposure. At necropsy,
BT 7Y —ILMAEEREILD50(Z., 0.016 mg AO/LIZ#E 249 55.3 mg/L |the major organs in the abdominal and thoracic cavities were
(iﬁﬁ) FYUEI T, RERPIR . BT (X a1, EDEEE TH. |weighed and observed. The 4 h LD50 for the aerosol was greater
ot ZEENDEHOMREREROT . LOEFYWTE. REICESET S  [than 5.3 mg/I (nominal) which corresponds to 0.016 mg AO/L. No
I*IEEﬁ'JE'TBE‘uE&)&ﬁ‘OT:O deaths occurred during the study and no exposure-related
pharmacotoxic signs were evident in any of the organs, nor were
any exposure—related macroscopic changes observed in any of the
animals.
HEam

LD50fE X [£LC501E

LC50 > 0.016 mg AO/I GRIEREE)

LC50 > 0.016 mg AO/I (nominal)

It 1 D LD50{E X [LLC50{EDE LY

EEN

EEE(YYSyia) 1A

Reliability (Klimisch): 1A

HIPRA<IEREEHY A5/ HERICILBT 5,

Reliable without restriction; comparable to guideline study.

JEEElE
{E38 1% D HI MR
Hg

51 AR (FT3XHR)

International Research and Development Corporation, 1990A.
Cited In: Pang, 1994

International Research and Development Corporation, 1990A.
Cited In: Pang, 1994

e 75% :SIDSTURRAVMIE->TEELAFAER Flags: Critical study for SIDS endpoint
S LiR—b/ERER TS IRDC191-1447 Report/Study Number: IRDC191-1447
ANEREN

ACUTE DERMAL TOXICITY

D. BMEM (ZDMOXEHER)

ACUTE TOXICITY, OTHER ROUTES

5-3 BRI R

CORROSIVENESS/IRRITATION

A BERE ER

SKIN IRRITATION/CORROSION a

HERME 4 FTVINOAFNTIVAFIR Dodecyldimethylamine oxide

CASES 1643-20-5 1643-20-5

fHEE il :30% GEMYE) Purity: 30% active
RREDM:C12 Carbon Chain Length Distribution: C12

AR HE HmIRYE(E. EF. EEMEEREINDKBERELTEIES [Remarks: Commercial substance; normally produced as 30% active
heh, COREETIE. BEMRDEEERER TSR, in water; no confirmation of active content in this report.

H

Bk HARSAY ErREFBI/ Y F AR Human Cumulative Irritation 3-Patch Application Test

GLP#E & Ly yes

RERETo-F 1992 1992

SREAT (18, i) E b (BEERERER) human (clinical testing)

TEEU (E’é M, i :F)

IREE:0.45% (BRHSY)

Concentration: 0.45% active

%Fﬁ;ﬁ(’rﬂu) DEME 10N 10
B (1K) K water
S EER
HEHRE(R)
Analytical Monitoring: no
HEMBE DO EL Exposure: 7 days
RERME7BE Remarks: Irritation screen conducted with the following
% RIHERD)—=2 B IE. A2 RE03. 0.6, 09, concentrations: 0.3 - 0.6 — 0.9 - 1.2 - 1.5% active, a control
1.2, 1.5%DHERME . 0.2%. 0.5%D ST BB R T JLHREE S ') [substance, sodium dodecyl sulfate (SDS from Curtin Matheson
ZDHORERE M r7 Ls (Curtin Matheson Scientific Inc 32D SDS) | & LU B EXIEE |Scientific Inc.), at 0.2 and 0.5% active, and a vehicle control of
DKEFEALTERLI, water.
ﬁ)ﬁ AT L 21 BEIQOFRBRAI 7 HAREBE10RIZE->THZ5M |Scoring system: a standardized interpretation system for 10
BIZEMTIR RS AT L (Berger et al, 19825 ) % 1: B D3/ VYF [panelists” irritation scores for 21 days (Berger et al., 1982) was
AEHERERICE S KSR ZELT=, converted to an interpretation system for a 1 week, 3—patch
application test.
#at A IR
&
—RFBRIT AAERTIERSN TLVELY not derived from this test
RIERIEE
= % g — = The 0.3% concentration of the test substance, and the vehicle
REVIMDHBYE , SLVBERBTIE, REFHMNEI LA ; oL SR ST .
- s e s |7 RAE S gy B2 4 BB g |CONTrol, resulted in no cumulative irritation. Higher concentrations
0 g?g&" ?ﬁg%ﬁ?}fggg%ﬁgfﬁ@fgﬁl}?)%mﬁﬂlﬁ.léigm of the test substance, as well as both concentrations of the
~ I, 7R — -0 — r'a ~

FEDEFREES/VFTAMNET 2EMHAS B
0.45%%3&RLT1=,

EELT,

positive control, resulted in very mild cumulative irritation. Based
on these results a concentration of 0.45% active was selected as
appropriate for the planned human repeat insult patch testing.




ISR 32 B O Rl Moderately irritating

REEEM

AR S8 FEEHY Classification: irritating

HElE {E3EH (JJ3va) 1B Reliability (Klimisch): 1B

EET&"@*“%W% TR EREEHY AR RERICICEHT 5, Reliable without restriction, comparable to guideline study.

51 AR (FT3XAR)

The Stepan Company, 1992.
Other Reference: Berger and Bowman, 1982.
Cited In: Pang, 1994

The Stepan Company, 1992.
Other Reference: Berger and Bowman, 1982.
Cited In: Pang, 1994

EE LiR—b/EHER TS C1-0024 Report/Study Number: C1-0024
b

HEMESR RTEUIWDAFIVTIVAXUER Dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
MEE #EE :30% Purity: 30%

RERENM:C12 Carbon Chain Length Distribution: C12
SR BE REBEYEE. 72 J?.":\'—/I'~ (30%) . R2A>(30%) RUJK  |Remarks: Test substances are a mixture of amine oxide (30%),
- (40%) DEEM, SBEDEESWMERERL. TNoDHEREZEML |betaine (30%) and water (40%). Three such mixtures were tested,

/=8 and results for all three are summarized here.
_
Fik A HAESA
GLPE & [ELy yes
HERE(ToF 1988 1988
SHER T (18, i) Z}LE/ ")'U':\':_ New Zealand white (albino) rabbits

ew Zealand white

TR (B M. il :F)

RERAOEE

Concentration: 'as is’

#58
FRERH (MR 0B

R (1K)

‘fu afff

52

i (B)
TIVAFIURENDEETELHBMERIR0S mIAEZE. U |A dose of 0.5 ml of 'as is’ test substance containing 30% AO was
FOEDEFNFNDERIT, FIEL=- GHRBD) K EEI4DDS |applied to 1 of 4 shaved (not abraded) dorsal skin sites on each of
LDIDIZEAL, FOEREEIZH —E/\vF . BEUEIEMD |6 rabbits, covered with gauze patch and occlusive bandage for 24
HETUBMEBE -, HEMOFEEIL. EBT7LIILX—MDT—T. |hours. The occlusive bandage consisted of hypoallergenic tape,

ZDHDRERE Y TSRF 9o B DB A+ (Saran WrapTM) . B LU HHED plastic sheeting (Saran WrapTM) and elastic Vetrap(R). After 24
VetrapR TR SN TU V=, 24F5 /1% . RIS ERGIZB/K Tk >T.  |hours, sites were rinsed with warm water, wiped with moistened
FENFER—IR—EF L THNTHD ., REREBMEICDLNTIERAL  |paper towels and scored for skin irritation. Sites were scored again
T=o BN OT2ERBRICB U R EESAEERE AL =, HEREALIIX. F |at 72 h following application. The scoring of test sites was done
L—XEICH>THEALT=. following the Draize system.

ﬁn‘f?-ﬂ'lﬂﬂfi

»Xﬁll,%ﬂzx:7 710-72-176 70-72-176

FIBER 7 - P2 E IR (24650 | SRE (728%RH) Erythema scores: moderate-severe at 24h, severe at 72h

BERIGE BERQT  BREAE (2485R) | 38 (7205R8) Edema scores: slight to severe at 24h, severe at 72h
EPDINE7.3 The average PDII was 7.3

ZDith

);F:Jﬂgg hF2RE (24FR) A D sREE (7285R0) D Rl moderately (24 hours) to severely (72 hours) irritating
ER 558 BE QR Classification: severely irritating

HElE {ERE(JYIvia) 2A Reliability (Klimisch): 2A

EET&"@*“%W% HARSARERICITE T S Comparable to guideline study.

51 AR (FT3XAR)

Stepan Company, 1988.
Other Reference: Draize, 1965.
Cited In: Pang, 1994

Stepan Company, 1988.
Other Reference: Draize, 1965.
Cited In: Pang, 1994

&= 75% :SIDSTURRA VM E->TEELAAER Flags: Critical study for SIDS endpoint

[[EE LR—bt/582 %5 RICERCA88-0193 Report/Study Number: RICERCA88-0193
c

HEMESR RTFEVIWDCAFILTIVAXTUR dodecyldimethylamine oxide

CASE S 1643-20-5 1643-20-5

HHESE il 30% Purity: 30%

IR REHED T C12 Carbon Chain Length Distribution: C12

{#% :Balance is water

Remarks: Balance is water

FiEAHARSA Z0th other
GLP#E & ARV no
HEBEITo-E 1986 1986
R (L R SRES rabbit
[EF] (E’é M, H:F)
k58 5% GEMYME) Concentration: 5 % active substance
ZHAS (HE) 0T 67T 6
s B E) 3 watsr
B EER
HEHRE(R)
N = - = Method referred to as HSLA 16, 1500.41. Sex not indicated.
Z D DERERSE Y HSLA 16, 150041 DJ5iE% S8, tEAIISEBMEN TLVILY, SERY Application of 0.5 ml of a 5% aqueous solution of test substance

B D5%KBKR05mLE K EITEA, 24Kk U728 #% 128,

onto the skin. Observations at 24 and 72 h.

ﬁ‘. ST E
»Xﬁll,%u:l?

2.58

2.58

BREREH




ZDith

RIEITx T 278 (B E ~hEE ORI A 7285 &R HIKARED
LNf=DT. RAMNSEST. ABRHRHEERT HINETHo 1= &
EHIRIC DL T, fE$RAELY, OECD 404I2 k5 &, REEME X
ZHMOHA AT THEYITRETINETHEH. CDILITD
WTHIEBAL, I5I, BIEICE T 21ERS. BBRETOHE
BE1, ZEROT(L0~2, SIBERT[£1~2, K E— KA
ATV RIF258TH 1=,

Since skin effects (mild to moderate irritation) were still present at
72 h, the test should ideally have been prolonged. No information
about duration of exposure. OECD 404 prescribes that test
substance should be held in place with porous gauze dressing; no
information on this. No information on clipping of the fur. No results
on abraded skin. Edema scores: 0-2. Erythema scores: 1-2. Primary
Skin Irriation Index = 2.58

=55
ISR FlEEHY irritating

RIEREMH

ER S8 FEEHY Classification: irritating

[EElE {8 (9)3va) 2B Reliability (Klimisch): 2B

E5E1T D FIRTIR HEANLET—RETEINTND HAFSA/AZHEEICILER T 5, [Basic data given, comparable to guidelines/standards.

HigR

51 AR (FT3XAR)

Onyx Chemical Company, 1986.
Cited In: Pang, 1994

Onyx Chemical Company, 1986.
Cited In: Pang, 1994

&% : Ammonyx SOR®. E VDI & (FEREH AL

EE LR—b/HERFE S K-9453 Report/Study Number: K-9453
d
HERME A SIIIVAFUF lauramine oxide
CASES 1643-20-5 1643-20-5
fHEZE $HE 5% GEMEWME) Purity: 5% active
IR RREN:C12 Carbon Chain Length Distribution: G12

Remarks: Ammonyx SO®. Balance of ingredients not stated.

Fik A HAESA CFR 21, Part 191.1 (g), 191.11 CFR 21, Part 191.1 (g), 191.11
GLPE & LMWNZ no

HEBEITo-F 1973 _ 1973

HERR (78 R HK) FIE/ ¥ albino rabbits

PRI (M. F)

REE:0.5mL SHERYIE R IA

Concentration: 0.5 ml 'as is’ test substance

B5E
EREE (E5) OB

B

6

R (1K)

2L RIADFEE

none; delivered as—is

{#% : Ammonyx SOR. EHMNE| & (XFCHFHAL.

BEER
R (B)
= i Exposure: 24 hours
§§§£§ﬁiﬁ%§fpiﬁﬁl]G)%I]El:ﬁﬁﬁfimﬁbf:o lRimatrks:dSttl:dydw;s ISonductted ptrizr to GL? regulaltizns.h o
) AR IR R S & B R EAME LT, ALEL{=2 x 24 |ntact and abraded skin was treated on each animal. Each 2x2 in.
SHER L
ZDHORERE M F D& SE EWebril®s Sy F CEBoT-. B DRI S thE treated area was covered with a Webril® patch. The entire
a d %%ﬂﬁﬁe‘ij'cjgl,\f—* 9243%[“]0)%;0);@75% x5z experimental area on the animal was sealed with Blenderm®
48§;F;]I};l'{,&l§;§¥ﬁﬁbf— =° il ER00HS THF, <ol surgical tape. Skin was evaluated at end of 24 h exposure period
k = men =° and again at 48 h.
#at A IR
FER
—REBEZXIT 0 0
BIERIGE
Z 0t
I
&'Ejﬂgﬁ AL not irritating
REREH
ER 558 FlE AL Classification: not irritating
[EEE {E3EH(JYSya) 2B Reliability (Klimisch): 2B
(EHEME O BRI HIBMTEEMESDY ., ERANET —RIETEIN TS, HAKSA2 [Reliable with restrictions. Basic data given, comparable to
- /ARERICET B guidelines/standards.
Higg
- Onyx Chemical Corporation, 1973A. Onyx Chemical Corporation, 1973A.
51 AR (FE3CHR) Cited In: Pang, 1994 Cited In: Pang, 1994
[[EZ LR—b/5ER %5 Leberco34700 Report/Study Number: Leberco34700
e
HERYESA SVIIVAFIR lauramine oxide
CASES 1643-20-5 1643-20-5
fHEE filiE: 5% CEMHEYE) Purity: 5% active
IR RERESM:C12 Carbon Chain Length Distribution: C12

Remarks: Ammonyx CDO®. Balance of ingredients not stated.

HARZAVIZREIN TGN, BZ5<, FHBRIER MO FHERE

Not stated but presumably guideline was CFR 21, Part 191.1 (g),

Pk AT [E#%(ZCFR 21, Part 191.1 (g), 191.11 191.11 as in other, same tests from same laboratory
GLPE & FRE A not stated

HBRE{T oI5 1985 _ 1985

HERR (B R FIEZ OHF albino rabbits

TR ChE - M, it - F)

R SERY B IR {A0.5mL

B5E
EFREE (E5) OB

Concentration: 0.5 ml 'as is’ test substance

6/

6

R (1B 1K)

2L RIADFEE

none; delivered as—is

BEER
EH=HAR (H)
Exposure: 24 hours
REEHFME: 248508 . )
i q FERIEEREN = . ., |Remarks: Intact and abraded skin was treated on each animal. Each
Eﬁ?"{%i’]%wzﬁ}%ﬁ&éhﬁuﬁﬁ&g%mgL't" MELJ_LZ 2x2 in. treated area was covered with a Webril® patch. The entire
stEa s UF DEEEIEWebrilR/ S F TEoT=. BIMDEBREH L : A .
ZOMDHEREN (A%Blenderm@A I BT —TTENE, Biklc. REEELHSE experimental area on the animal was sealed with Blenderm®
P g S ‘°‘ “’_’_ 3 5 surgical tape. Finally, a sheet of polyethylene is wrapped around the
g;b%@bﬁg?;b§61_4;§§§ﬁléé]§T€§§§ﬁ?t° 2y animal and taped to delay evaporation. Skin was evaluated at end
TIH AR W7 TR - men = of 24 h exposure period and again at 48 h.
G FROLE
FER
—RAFRIT 1.41 1.41
BERIGE
ZFDit CFR 16:1500.41(Z8 T2 — K& EELR L Not a primary dermal irritant as defined in CFR 16:1500.41.




‘

nnm

75 ik

1?*% 03%NJFIIIVFFUREELATL—R, BRERER,

ﬁﬁﬁﬂ]%ﬁl'& R EAL not irritating
RIEREMH
AR S8 FE AL Classification: not irritating
[EElE S5t (93va) 2B Reliability (Klimisch): 2B
%ﬂmﬁﬂ*iﬂt{ﬁ) Yo EKE’V&T—QIiTé*L'CL\%), HARSA> |Reliable with restrictions. Basic data given, comparable to
1S D FIETAR HL /RBEEEICINET 5, YU TILDEER D DELHAL . GLPERLAY |guidelines/standards. Balance of ingredients in sample is not
E'}?’.’i‘uﬂiﬁﬁ‘&b‘ stated. Whether or not conducted under GLP is not stated.
Hige
. — . Onyx Chemical Corporation, 1973B. Onyx Chemical Corporation, 1973B.
51 3R (FE3CHK) Cited In: Pang, 1994 Cited In: Pang, 1994
[[EZ LAR—b/5ER %S Leberco50963 Report/Study Number: Leberco50963
B. RRIMTEE
EYE IRRITATION/CORROSIO a
HERYESA SVIIVAFIER lauramine oxide
CASES 1643-20-5 1643-20-5
fHEE filiEE:0.3% CEMEWME) Purity: 0.3% active
\ Carbon Chain Length Distribution: C12
FER BRI :C12 Remarks: Hair mousse containing 0.3% lauramine oxide. White foamy

product.

7::7‘:%/73 4;74/ FLAXE  IEA=TE Draize method; low volume procedure
RERDZA
GLP&E& Ly yes
HEBEITo-& 1986 1986
TIE/ JHF albino rabbits
HEBR (R New Zealand New Zealand
[EF] (E’é M, i:F)
B5E 30 pg/fR 30 pg/eye
BHSE (HAD) DEME 6PC (ifE2PC , [tf4PT) 6 (2 males and 4 females)
;"é‘ﬁ;(?ﬂﬁi) ﬁ{*oii dosed as—is
B EER
FEHAR (A)
] BB 4 £ R B Aopor B RE [ SO 00T e o B
B P d Sy :
TOMOHEBRE 21 = FEE]}‘-,EE’&g?'gL" 1 2. 3‘;.,}1‘ M:’ A EI_&‘ FERAEOE and scored after 1, 2, 3,4, 7, 14 and 21 days or until eyes are clear.
TREFEALz, RBYEITHRELE, ST, No control substance.
#pErF
faR
BB
Tt AE
B A s M
B B $E0E
Z0H 18#%. £ OIRT. BIZH T 2RIEEZEDHEMN>T=, MASIX0. |The eyes of all animals were clear of eye irritation effects after 1
NBOECOERODRIEFIBTHI=, day. The MAS was 0 and the median time to clear was 1 day.
& am
BB R R EAL not irritating
REEMH
ER 558 FlE AL Classification: not irritating
EHElE {EFEH(HUIva) 1A Reliability (Klimisch): 1A
EE&@*“%W% HIRALIEEEDHY  HARSARERICERT 5, Reliable without restriction; comparable to guideline study

51 AR (FE32HK)

Hazleton Laboratories, 1986.
Other Reference: Draize, 1959.
Cited In: Pang, 1994

Hazleton Laboratories, 1986.
Other Reference: Draize, 1959.
Cited In: Pang, 1994

EE Lik—b/EHER TS 60803843 Report/Study Number: 60803843
b
HEMESR RETFUIWDAFIVTIVAXUR dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
MEE HEE:30% Purity: 30%
IR REREESF:C10-16 Carbon Chain Length Distribution: C10~16
- % :Balance is water Remarks: Balance is water
7:7:%/73 ARSAY ZDfth other
HEBD2A4T
GLP&E& Ly yes
HEBREITo-&F 1986 1986
R (LR SRES rabbit
TEE'J (B =M, - F)
5__
ZHAS (EE) 0T 6PC 6
(B E) 3 watsr
S EER
AR (R)
= HSLA 16, 150042MDH A RS A U1 o1=, EIES:24,48,72,96 55 & [Guideline is referred to as HSLA 16, 1500.42 Observations: 24, 48,
TOMDRAREM U78 72 and 96 h and on day 7.
#Et IR
&
EE
T AL AR
PPt Sk
RSk 1B
Z0ith TRTOFMIHEWTAER T E (L BRI o=, $EEDFRHD [Corneas and irises clear, all animals. Scores for redness of
A7 :0-1, $EEZFEDO A7 :0-1 conjunctivae: 0 — 1. Scores for chemosis of conjunctivae: 0 — 1
bt
ﬂ%]ﬂ]gg BELRIBME slightly irritating
HR &
SRR
[HEE B3 (JYSya) 2B Reliability (Klimisch): 2B




FIBICRET BERIE TSN TOGL, BRAK. BHRALTLEME

No information on procedures. No information on whether eye lids

= s 3

{RRRIEDHIBTIRAL SHhDERAZL were held closed after application.
Y

5| FA Lk (FT k) Source Reference: Hoechst AG, 1983A. Source Reference: Hoechst AG, 1983A.
1 LiR—b/EHER TS 83.0542 Report/Study Number: 83.0542

5-4 RREREME
SKIN SENSITISATION

HEMESR RTEVIWDAFIVTIVAFT IR SOSIVAT IR dodecyldimethylamine oxide; lauramine oxide

CASES 1643-20-5 1643-20-5

MEE #FE:0.3% Purity: 0.3%
REREDM:C12 Carbon Chain Length Distribution: C12

AR HE . RBRYE0INESTATREM) T L—R , EHESED |Remarks: Hair styling mousse containing 0.3% test substance.
BEEEL. Balance of ingredients not given.

1k

Fik HARSAS ErES/ Sy TF T AR (HRIPT) Human Repeat Insult Patch Test (HRIPT)

REEDZAT EIETEIERRRRAE delayed contact sensitization

GLPE & [ELy yes

RERETo-F 1987 1987

SREAT (18, T i) E b (BEERERER) human (clinical testing)

PR (M, - F)
RE: Concentration:

wE= BT & Bifip B RE Type Value  Unit Application Form
BAZE/\vF 015 %CGEMHE) KBR occl. patch 0.15 % active in dist. water

FRER (MR 0B

Number of Animals: 101

R (1K)

WERE R 101 A
7L

none

5 EER
i (B)
HEMEDOSHT L Analytical Monitoring: no
BE REYMEE. RFGKTS0%FRMLTHLHEAL. k. B [Remarks: Test substance used at 50% dilution in distilled water and
EMN\YFTE-T=. applied under occluded patch.
ZAra—JL:HRIPTO AR A A RSAUIXTEELLL, LML, EEA |Protocol: there is no official guideline for the HRIPT; the original
R —)LIZ&BIBE D FAra— )L H Stotts (19804F) [ZL>T4BA |protocol with scoring scale was published by Stotts (1980) and the
ENTHBY. COAZEIFZSATEHLERAIN TS, ##470OF |method is still widely used today. A detailed protocol is included
a— LA, AELR—REELIZEYRAENTEY., 7\ XSRSk |with the study report and described as an HRIPT (human repeat
J— X DEENEEEZELRICESTINGIFEIZEATINTINVS insult patch test) protocol, approved by the Harris Laboratories Inc.
. HRIPT (ErREHE/SyFTRAM) TORI—LERBEN TS,  |Institutional Review Board in 1987.
ZOHDRERE Y REREM 2~2540F x T4 FDBlenderm®¥+FLFAT—TFIZ. |Test conditions: 2 to 2.5 inch x 7 inch Blenderm® Surgical Tape to
BER1/8AFDEBDWebril® A FEHRE T+ R%FI3/41 > FBf |which 7/8 inch diameter Webril® nonwoven cotton disks were
LTHRIZEEL=, 3EFHENEARER. KIER . £ HIZ. |centrally fixed approx. 3/4 inches apart. Induction patches were
EBRAMAIE B8/ Sy FE AT LT=., 24B5R5R 2558/ Ny F % F|H%|applied on Mon., Wed. and Fri. of each week for 3 consecutive
L./ SYFEMIZHIELTHD . ROFE/ Ny FETLT-. BED |weeks to lateral surface of upper arm. Patches were removed after
FENNYFEAHISIITEE ., BEERBDOEDB . HELURXIE |24 h and patch sites graded before application of the next patch.
DRRIERR Sy FERETL . 24BFREE LT, Challenge patches were applied to the original and the opposite
arm of each test subject approx. 17 days after the last induction
application, and worn for 24 h.
#at A IR
#ER
HERER BAEtEERT R RAL no evidence of sensitization
com 0 T RS R RO | e B T
ERENSERALHE)  BIEELL, ol e [FTALS 159 IS (LS UULERO ek
evidence of sensitization.
bt
RBAEH
AR S8 BAEMEAL Classification: not sensitizing
[EElE EREE@ ISy a)1A Reliability (Klimisch): 1A
HIRM TIEBEMESDY  HARSAURERICITET 5, SBEMS DEE  |Reliable without restriction; comparable to guideline study. Balance
1S D # iR HL HHEULA, FERIIPEE (REMELL) THY . SEWIERRIXEE  |of ingredients was not stated, but since the result is negative (no
FEILIELY, sensitization), this information is less important.
HigE
Harris Laboratories, 1987. Harris Laboratories, 1987.
5| FASAR (FTXH#R) Other Reference: Stotts, 1980. Other Reference: Stotts, 1980.
Cited In: Pang, 1994 Cited In: Pang, 1994
&= 257 :SIDSTURKRA VM ESTEEREER Flags: Critical study for SIDS endpoint
&= LR—b/EXBR S HARRIS-10821 Report/Study Number: HARRIS-10821

5-5 REEH/RSHMH

REPEATED DOSE _TOXICITY

HEMESR RTEVIWDAFIVTIVAFT IR SOSIVAT IR dodecyldimethylamine oxide; lauramine oxide
CASES 1643-20-5 1643-20-5
fHEE $HE:03% CEHEWE) Purity: 0.3% active
i Carbon Chain Length Distribution: C12
%§%§ﬁ$%g§3%§ﬁtﬂ7ij— ZDMOEEY: K (85— Remarks: Formulation is a hairspray containing 0.3% of the test
SER - n 2 = 2 substance. Other ingredients are: 85-95% water; 1-5% PVP/VA

95%) ., PVP/VAt E & (1-5%) . DEA(0-2%) , R HIFB=r9 L
-11(0-2%) . ZDth (<1%)

copolymer; 0—2% cocamide DEA; 0—2% polyquaternium—11 and <1%
minors

. s prem o ZNith other
Tk AAETA RERAAT HEH Test Type: Subchronic
GLPE & [ELy yes
HERE(ToF 1990 1990
= TFIE/ 9HYX albino rabbit
HEBRR (/R4 New Zealand white New Zealand white
X AN 33 HESPT, i 5PT 5 male/5 female
BEs 2 ml/kg/H 2 ml/kg/day
BHESE (HAD) DEMH HE5PT , JE5PT 5 male/5 female




B (RK)

BERZR

R

dermal

HEREF I D

STRBEE : MESPT | ST
{2 : 2ml/kg/day D 7% B2 /K %8 B

Control Group: 5 male/5 female
Remarks: Control treatment was 2ml/kg/day of distilled water.

& 58I (B) (OECD422% T, 3%

BE. B2RR. B, ST/ R AR B iR, BRIR. &
IMELERE. B, FE. BLVE,

SHBEOT—42ENH55E. & (480 4 weeks
EEEHME)
BEHE 5[E1/:8 5 applications per week
p == . . m _ Post Exposure Observation Period: none — necropsies were
ElIfE#AR () SERHERYRE 2L, 5BROMICEIE performed during week 5
HEMBEO S L Analytical Monitoring: no
AR MREERICHLTEREL . BT . WXSAK. B8, [Histopathology performed on: adrenals, thoracic aorta, bone
. 5B, +=E5. 88, B. AIRMRZE. DiE. [5G, 2205, B |marrow, brain with stem, cecum, colon, duodenum, esophagus, eyes,
fig. TR, ARZE. B, RRREARY) >/ NET. DRER., B, TR, BIIL  [gross lesions, heart, ileum, jejunum, kidneys, liver with gallbladder,
SHER S IR, Eip. IR LERR.BE. BEH. LESLOKE. E |lung, mesenteric lymph node, ovaries, pancreas, pituitary, prostate,

rectum, salivary gland, sciatic nerve, seminal vesicle, skeletal
muscle, skin of treatment site, spinal cord, spleen, stomach,
submandibular lymph node, testes with epididymides, thymus,
thyroid, parathyroids, tongue, trachea, urinary bladder, uterus,
vagina.

Eo o R ) L

-

hE. BRI

EERS, SKE

BRPRAT R (. TR DRI
AL I

REFMR (RER, FERE)

MR R (REE, BEE)

J&:ﬁiﬂ:iﬂ’ﬂﬁﬁﬁ(%E%, -3
X)

REBEMR (REEX, EEE)

SETH () | FET R

BIRPTR (R, BRE)

TR
RERBENAR (RER BB

)
ERERSh-E

HAERGH
LEMHAREBERTETERL, NBRLEMBE LD T, FE/K[All animals survived to termination. No significant changes in mean
B EKAR. xR UBARIEREEICAEEZEOLEMN o=, |body weight, clinical observations, mean absolute organ weights or
HEMEOREDKRETIX. RBHDARCERE~DEE DI [organ—to-body weight ratios between treated and control groups.
RO NBEOARIZEARICEEEDZE. BEDT7=—. 8 |Slight-moderate erythema in treated females, slight edema and
N BIUBRE~DEEDORIMERD-, WEBFH THXIBE TE. |atonia and fissuring and slight-moderate desquamation in treated

SER NELE-EEDEAMEREEZSHEEIZEDT, group for both sexes. Both treated and control groups had high
03% 59TV A X HARLGEEDTFEERLZELRAEHFIX. 2 incidence of sub—acute inflammation of treated skin.
ml/kg/dayE =136 mg/kg/day THOH X REIZEEDRIEESZ  |A formulation containing 0.3% lauramine oxide and other unspecified
T=o EMZ, BREDEEFROHLEN DI, EHEFADNOEL [ingredients is slightly irritating to rabbit skin at 2 ml/kg/day or 6
I%. 6 mg AO/kg/day T&H 7=, mg/kg/day. There were no other treatment-related effects. NOEL

for systemic effects = 6 mg AO/kg/day.

bt

NOAEL (NOEL) NOEL = 6 mg/kg/H NOEL = 6 mg/kg/day

LOAEL (LOEL)

NOAEL/LOAEL QD ¥ E4RHL

It i DNOAEL(LOAEL)D:ELVE

R

[EEE B3 (HYSya) 1D Reliability (Klimisch): 1D
[E1EHE ¥ BRI HIFRZEEMHY ; 28 BB F B MH R R AER I I DHazleton Reliable without restriction; Hazleton laboratories protocol for 28
= laboratories 7O ~3)L day subchronic dermal study.
Hi g
— The Procter & Gamble Company, 1990. The Procter & Gamble Company, 1990.
51 3T (EXCAK) Cited In: Pang, 1994 Cited In: Pang, 1994
[[EZ LR—b/GERES: HLA297-570 Report/Study Number: HLA297-570

5-6 in vitroilBIGES

GENETIC TOXICITY IN VITRO

A BIEFRRER

GENE _MUTATION a
HERME# NN-DAFIETINTIVAFIR N,N-dimethyldodecylamine oxide
CASHES 1643-20-5 1643-20-5
fHEE $E: T—3L Purity: no data
SER R ERED i C12 Carbon Chain Length Distribution: C12
R SRS A AmesfBIRBAE EHER Ames reverse mutation assay
Tk A4 SHERZA T :in vitroZE R [R R ER Test Type: in vitro mutagenicity
GLP#E & ekl n/a
HEREToF 1984 1984
L S A SRASFIAE TA1535, TA1538, TA100 and TA98 Salmonella typhimurium TA1535, TA1538, TA100 and TA98
RBEFHILSODEE HY/EL with and without S-9
ST Test Concentration: 250 pg/plate
SRER = - 250 pg/plate t .
= = " _ 5 M _ Remarks: Plate incorporation assays were performed as
B ﬁ@;@;{iv;itjliﬁ?%gﬁ;éﬁmE’#—)Ames et al. (1975)I=& recommended by Ames et al. (1975) with the modifications of
ES - ! Andrews et al. (1978).
CT
ML

REAEUHYDIHE




SO#EL TTA1535230VT250 i g/plate THIREE A B DT, &

250 pg/plate was cytotoxic to TA1535 in absence of S9. Lower

NEPRRS - FPN

R#EHETLOBE NUTOREFHBREEE T, concentrations were not tested.

REEEHYDIGE

RELFHLLOBE
N, N-UAF LR TV TIUAFIRIE, BMTIE, FFIESIIZ&>T
FEHESh TESNACTYH, BREEFHRME RSIGH o1z, T [NN-dimethyldodecylamine oxide was not mutagenic alone, either
BRICKDN, N-DAFILRTUITIUF X REO= AL TERL |with or without liver S9 activation. After nitrosation with nitrous

SR F=N-ZhAYVEEKRIL, SAZX-oTEMIEESN T, SalmonellaE#  |acid, the N-nitroso derivative of N,N-dimethyldodecylamine oxide

- TA1535(T50 9 HRAERFAR ML EF/L -, was mutagenic with S9 activation to Salmonella strain TA1535.
FBEDLIE NLRI—SIB LUV SYISITRIBRAGFERZEFI=LRN  [The authors mention obtaining similar results with S9 from
T, hamsters and from rats. Rat S9 was used in this study.
COFERTIE. SvbSIEERALT=,

bt

BIEFREREE [E3E3 negative

AR

[E 2R {E3EH© Sy a) 1A Reliability (Klimisch): 1A

EET&@*‘]%E% HIBR AL EEEHY  HAFSARERICE T 5. Reliable without restriction; comparable to guideline study.

51 AR (FT3XAR)

Andrews et al, 1984.
Other References: Ames et al, 1975

Andrews et al, 1984.
Other References: Ames et al, 1975

{#% : Balance is water

&E=E 75% :SIDSTURRAVMIE->TEELAFAER Flags: Critical study for SIDS endpoint
% LR—t/5ER %S SDA196 Report/Study Number: SDA196
b
HEYMESL RTEVIWCAFIVTIVAEIE dodecyldimethylamine oxide
CASE S 1643-20-5 1643-20-5
MES WRE:29.1% Purity: 29.1%
- RS T 0.8% C10, 97.5% C14, 1.7% C17 g?;bon Chain Length Distribution: 0.8% C10, 97.5% C14 and 1.7%

Remarks: Balance is water

38 B :ZMManiRE. FiREE

4H B : 71— 5 Hlifa~ D5t iR R 5T

58 B : EHRBE L 1= 04— 4 #la~ OIZHIHAa O 50
68 B :HEBMEOFM(AEH-Y7~oM),

1488 :BEE. &6

s NN ZD other

BER/AARSAY HEBA/T ZFD Test Type: other

GLPE & T—2%L no data

HEBEITo-E 1980 1980

R (LR EE )T UNLRE—EHARE Syrian hamster embryo cells

KBFEEE(SHDEE
HREREE:01-05-10-50-10, 20 pg/ml Test Concentration: 0.1 — 0.5 - 1.0 - 5.0 — 10 and 20 ug/ml
% B (3-AF)LaSU kL) Remarks: Positive control (3-methylcholanthrene).
ERHE AT 2EMTHEIRISA BIZ. 74—4 #iia% 5 % |Pregnant hamsters killed on days 13, 14 of gestation for
B TIEIR148 B I, 3R/ N\ LR Z—Z BRI, preparation of target cells and feeder layer cells, respectively.
MEERRTYvEA: Transformation assay:

StERS 0B B : 71— 5D fEE, TiRitE Day 0: feeder layer cells thawed and plated

Day 3: target cells thawed and plated

Day 4: feeder cells irradiated

Day 5: target cells added to irradiated feeder cells
Day 6: test substance added (7-9 dishes per dose)
Day 14: fixation and staining

g
EHYDEHES

HEELLDFE

%% :Balance is water

R R 2 Result: negative
- R ETEEE 10-20 1 g¢/mIDRE Cytotoxic Concentration: between 10 and 20 ug/ml
[HEE {EREH© YISy a) :2A Reliability (Klimisch): 2A
RIBAREL, ISR BR SN HIRY/ REBRBEZTHY . HAH [Acceptable, well-documented publication/study report which meets|
(a0 AR HRZMERZEFHZLTLNS, ‘ basic scientific principles.
=T [ HEXTER (3-AF LAV RLY) NERED REZERLIZABELHML |Positive control (3-methylcholanthrene) showed weak response
AERIGE LGN, and no clear dose—response relationship
Higg
- Inoue et al, 1989. Inoue et al, 1989.
51 AR (L3RR Gited In: TSCA ITG, 1983 Cited In: TSCA ITC, 1983
[ 5% :SIDSTURRA VM E-TE B EAER Flags: Critical study for SIDS endpoint
EE LR—b/EXERE S SDA111 Report/Study Number: SDAT11]
c
SHEMESR RTFEVIWDAFIVTIVAXUER dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
MEE #REE:29.1% Purity: 29.1%
- B R4E 44 0.8% C10, 97.5% C14, 1.7% C17 g?;bon Chain Length Distribution: 0.8% C10, 97.5% C14 and 1.7%

Remarks: Balance is water

N NN ZDih other
ﬁlf};t shicild HERZ AT : AmesiRER Test Type: Ames test
GLPE & T—2%L no data
HEBRE1To-F 1980 1980
MBS TREE FASIFIAE TA98 and TA100 Salmonella typihimurium strains TA98 and TA100

RBEMEAE (SO DEE

AY/EL

with and without




SREREEE . 10-200 pg/plate
#E HBRMEEZET) U EBRIEEE AR (0.1 M, pH7.4)05 mLICH
(0.1 mL)EMAT=,

Test Concentration: 10-200 pg/plate
Remarks: Bacterial suspension (0.1 ml) added in 0.5 ml phosphate
buffer (0.1 M, pH 7.4) containing test substance.

HEREH B (L, B (DMSO0) | EtEX R (7K) | BB1EXTER (4-=F |Controls: solvent (DMSO) control, water (negative) control, positive
Ox /)1 —BE. N-AFJL-N"-=FA-N-ZrAYS 7=, |controls (4-nitroquinoline 1-oxide, N-methyl-N"—nitro—N-
2-FErTI/IIVALY N-ZRAYDAFILTIV) THoT=, nitrosoguanidine, 2-acetoaminofluorene, N-nitrosodimethylamine).

R

I

RELEEHYDGHE

o g - a AmesiRERIZHE LT, RBEEMEEL D 100-200ug/plate THIEE  |some cytotoxicity was observed in Ames test at 100-200 ug/plate
s # & A

R#EHETLOBE HhHLNT=, without metabolic activation.

REEEHYDIHE

KREFELLDBE

SR Bt RL, BN EEERMEERLU:, BEEMBRUBEXIE |Positive controls showed clear mutagenic potential. Negative and

’ IIEBRRMEERIEI ST solvent controls showed no mutagenic potential.

bt

i§1f¥¥%§§ (£33 negative

AR

[EElE B8 (JYSya) 2A Reliability (Klimisch): 2A

(S ORI RBAREL., ISR IN-HRY/ HEBEREZTHY . EAR [Acceptable, well-documented publication/study report which meets|

= HRFHFEBZHZLTNS, basic scientific principles.

Higs

.= . Inoue et al, 1989. Inoue et al, 1989.

51 AR (T 3CiR) Cited In: TSCA ITC, 1983 Cited In: TSCA ITC, 1983
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B. #BHKEE

CHROMOSOMAL ABBERATION

5-7 in vivoi&iaE%
GENETIC TOXICITY IN VIVO

HERME 4 FETFSINTAFIVTIUAF TR UDX-7577 dodecyldimethylamine oxide UDX-7577
CASES 1643-20-5 1643-20-5
MES R :27.7% Purity: 27.7%
SR RERESF:C12 Carbon Chain Length Distribution: C12
- %% :Balance is water Remarks: Balance is water
. NN EPA 84-4 EPA 84-4
TR/ A4 RERAAT BRI Test Type: Dominant lethal assay
REBRDIAT
GLPE & LWZ no
RERETo-F 1975 1975
= <XIR mouse
HERR (L Ri#h) C3D2F1/J C3D2F1/J
LG AN H3) [373 male/female
BEE 10, 100, 1000 mg/kg bw 10, 100, 1000 mg/kg bw
B R BRIk drinking water
SRERHAR REHAMR:5H Exposure Period: 5 days
Treated males (20 per treatment group), untreated females (10 per
MELIzAR(LEEHH-Y200L)  RLBEDAR (LEEHT=Y10 [treatment group). Untreated controls. After last treatment, males
fo), RME X EE, RICWBEZDTEB., #RERMB D ARXEE |were mated with untreated females for a period of 7 days. After the
RESETz, RELEBEZRD1EM., BARERLE D AR20CE—1% |last treatment, each male was housed with two untreated females
StERg IZIRB LTz, TDORTER . A RO EHAZAETEMARERREE <5 |for one week. To study successive germ cell stages of the males,
BRARR T=HI2, BFRZEBIMD AR E—#EIZIRE LT, 1T4RE 138 B F£1=[each male was then housed with two additional females for a period
IZ148 B (XEQBADEIEMNSBIELI=ESITHB) IZIEIRARXEE |of seven weeks. Pregnant females were sacrificed on day 13 or 14
BUT, BREPGIEL. WUNER IR, BRIV TPAIFEAECERLT=, |of pregnancy (as measured from mid-week of mating) and the
BEHABULEHBILE A o=, number of implantations, resorptions and dead embryos was
recorded. Corpora lutea were not counted.
#at A IR
#ER
HRARUEESRDIER
e = * et negative
BEBENR BEICEELEEEEHONEN D There were no treatment related effects in any of the treatments.
NOAEL (NOEL)
LOAEL (LOEL)
HETHIFER
SERR
HEam
in vivoiBIEEE 35S negative
TR
[HEE B3 (JYSya) 2B Reliability (Klimisch): 2B
BRI £ @AY SHROBRIAEL, OEOD a78i= |10 s ST MR RO STl Deistes eanee
3 *t = QX T . s — - L
SR D FIHTIR I S, %Wﬁt"j‘ﬁ?él_\?—c&rﬂ}° 7"77\0)%_.:. N ;0)7:7,2"‘5 this procedure is difficult and counting of results will be inaccurate.
[SRELC. BB T EREISTE D, SEIRARDRIL, RSN TS The number of pregnant females was not indicated. No method t
W\ REEZRET SHED. BARSNTLVERLY, d ! I . as no cated. No method to
etermine mating was described.
Higg
— The Procter & Gamble Company, 1983. The Procter & Gamble Company, 1983.
51 FISCHR (GESCR) Cited In: TSCA ITC, 1983 Cited In: TSCA ITC, 1983
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5-8 EAAM

CARCINOGENICITY
HEMES RTFUIWDAFIVTIVAFTUR dodecyldimethylamine oxide
CASES 1643-20-5 1643-20-5
fHEE it - SRE AL Purity: not given
SRR REHES 12 Carbon Chain Length Distribution: C12
- {5 BRLERTUINTIVAFIUR Remarks: “purified” dodecylamine oxide
Bk A HAESAY ZDfth other
REBDIA4T
GLPE & T—2%L no data
RERETo-F 1984 1984
= vk rat
HERR (R Fischer 344 Fischer 344
LG AN H3) [£373 male/female
1000 ppm (0.1%); 250 mg AO/kg bwFH 4, 2000 ppm (0.2%) M FFEEL | 1000 ppm (0.1%); corresponding to ~250 mg AO/kg bw, with or
B’E58 FRIDLFYRUVEL without 2000 ppm (0.2%) sodium nitrite
ZHAS (EE) 0T
B (EK)
B ER%K BROK drinking water
SIBSERE ®5 1R 93:AR Exposure Period: 93 weeks
= SR80 mi/—2/H.58/8 Frequency of Treatment: 80 ml/cage/day and 5 days/week
*EREE L
RS % EREHAR : 34-37:ER Post Exposure Observation Period: 34-37 weeks
SHER S BE HARSAUNBEESNTUOEL, JBEIBEMNELL, 1L [Remarks: Guideline not specified; no vehicle control group or not
AR HEIN TV, BEETR) Y LLBLOERE(XEEEEF )Y  |specified; treatment minus sodium nitrite serves as control for
LHYDEFREDORBELTITHONT =, treatment with sodium nitrite.
#pEtF
=3
o
RE.KEENE
B, BUkE
BRIRFTR (ZEE. TR O RBEEF
HA &R R BRI

REFMR (RER, FERE)

MR R (REE, BEE)

%ﬁiﬁﬁ“—ﬂ’-ﬁﬁﬁ(%i%. EE
X)

RIREFRR (REE, EEE)

SET R (), SRR

BlBmR (AR EERE)

[EES

ﬁiﬁﬁ‘-ﬁ%ﬁ%“-ﬂ’ﬂﬁﬁﬁ(%$$. EX:3

X)

ERITERSNI-E

HE55 5 4 £ TR

AERIGE

HETRIEER
SR R Result: negative
o . = 4 = sy =0 5 = |Remarks: No effect on tumor incidence or type was observed after
gfz%D[Eg%%%%E%ﬁ%*gﬁE’Z}gg;?;&;sffgﬁ??,_%E exposure to DDAO or any of three other amines tested. When
DDAO%O z%ﬁiﬁﬁﬁfwr‘)L\L—{#Fﬁ;"L—}L;—/tEAmﬁ?ﬂé%a?&éi% DDAO was given together with 0.2% sodium nitrite, an increased

AR 2 i =SSy incidence of liver tumors occurred in males but not females.

=)
ERBMI BT EENAROEE

BN, ARTLERELGED 223D D . AR T LR LT, #55%:DDAOE
TR THEN . BREET )Y LHFADDAOTE S TH D,
BMEEEREBINVLLHRTEE AV TIUAB TR
ST FEBORBENATES,

Conclusion: Negative for DDAO alone, but positive for DDAO +
sodium nitrite. Test substance together with sodium nitrite results
in formation of at least 1 nitrosamine that is responsible for the
increased incidence of liver neoplasms.

AR

SRt EREE (DJ3via) 2A Reliability (Klimisch): 2A
{238 D HIBTIERL

8

5| B CHk (T 3CRR) Lijinsky, 1984. Lijinsky, 1984.

[[EE LR—b/5ER %S SDA106 Report/Study Number: SDA106

5-9 4JE-RASM (RIGELRESHERD)
REPRODUCTIVE TOXICITY (Including Fertility and Development Toxicity)

A SHEEE
FERTILITY
TIUHE, C10-16-F7 ILFILTAFIL, N-AF R NN-DAFIL-FTF|, . . '
= s =0 S0 154 e e g Amines, C10-16-alkyldimethyl, N-oxides; N,N-dimethyl-
HBMES A/’,)L7‘/7]‘3F/I~, TOVNDAFIVTIVA R IR, " REEEHR dodecylamine oxide; lauryl dimethylamine oxide; “Surfactant A”
CASES 1643-20-5 1643-20-5
HEE H#EFE :30.0% Purity: 30.0%
RFRENM CI12 Carbon Chain Length Distribution: Primarily C12
SER HZ:7ILXILEES:0.1% C8; 0.1% C10; 96.4% C12; 2.9% C14; |Remarks: Alkyl chain length distribution: 0.1% C8; 0.1% C10; 96.4%
0.1% C16; 0.4% Z D th. C12; 2.9% C14; 0.1% C16; 0.4% other.
Pak:
Bk A HAESAY ZDith other
HEDEA4T Z SRR Two generation study
GLP&E& Lz no
RERETo-F 1979 1979
s vk rat
HEBR (R Charles River CD Charles River CD
LG AN H3) [373 male/female




Fot R DSw (15, #£30/8%)(Z 0, 750, 1500, 3000 ppm%6.53E ]
REREREYDORBHMIC OV TR 5 E%0, 188, 375, 750
ppmIZES LIRS LT=, FITHED Sy, 0, 188, 375, 750 ppm %iE
B E LT, BEERUVAEERLHRTHLICLY ., BEELHF
?me&rﬁ‘biww*gﬁﬂs’&%l HBMEOEREICHEL
750 ppm (40 mg a.i./kg /B )

375 ppm (20 mg a.i./ kg /HAEE)

188 ppm (11 mg a.i./ kg /B#EY)

FO animals (15 males and 30 females/group) received 0, 750, 1500,
and 3000 ppm in diet for 6.5 weeks; doses were reduced to 0, 188,
375 and 750 ppm for the remainder of the study. F1 generation
received 0, 188, 375, and 750 ppm in diet. Doses were converted
from ppm in the diet to chemical intake based on the actual feed
consumption, by reviewing recorded food consumption and animal
body weights.

750 ppm corresponds to 40 mg a.i./kg / day

375 ppm corresponds to 20 mg a.i./ kg / day

188 ppm corresponds to 11 mg a.i./ kg / day

FRER (MR 0Bt

R (1B1K)

BEER REERE oral feed
SAER AR SAEREAR : $915 Test Duration: Approximately 1 year
[ HORERIRELM 1018 Male Premating Exposure Period: 101 days
BRI D RE R RELR 1018 Female Premating Exposure Period: 101 days
Exposure Period: Test substance was administered in diet to FO
animals throughout maturation, mating, gestation and lactation.
SEHAR  3CECAT ﬁ\Bi'EE, IR, B BRI 28 L TFOH R ENHIZ |Frequency of Treatment: Rats (15 males and 30 females per group)
HERMEZ IR received the test substance in their diet for 101-120 days prior to
?&5&&&:3-‘»(&&15, 130/8%) IZERER M B Z X ECRI M S AL IT |mating and throughout mating, gestation and lactation.
IR, B HMZEELTI01-1208BEHIR 5., Number of Generation Studies: 2
HCEERSR . 2 Control Group: yes, concurrent control group received untreated
XM HY, ABRMEZEFEE R diet
SERS i ﬁﬁ%:j"{bd)%ﬁid)ﬁiﬁ, FE AETEAE S BLUETEMAEICH  |Remarks: This two—generation study on the influence of Surfactant
ARERA THEREEMEMEADEZEEARD, ZD2tHLEHERIL. BADE [A upon the somatic growth, development, fertility and reproductive
EEBDHARSAUIHLTERLE=, REREZ. 1979F 11 AHD function of rats was conducted in accordance with the Japanese
1980F 11 A ETEMEL . RERIRSZ (. 1983FIZFITLT=, Fr— |Ministry of Health and Welfare Guidelines. The study was performed
JLRAYIN—CDSYREERALT=, FODARBE LU ARIZ, #WIHIA |[from November, 1979-November 1980, with a study report issued in
=0, 750, 1500, 3000 ppmDEAF%E 5 Z 1=, LHL. 3000ppmKR U |1983. Charles River CD rats were used. Initial doses of 0, 750, 1500,
1500ppmEE TR EEMAZEBRCHNFE S T=1=b. FHE%0. 188, and 3000 ppm were administered in diet to males and females of
375, 750 ppmIZiEH L5 LT=, the FO generation. However, following a marked inhibition of
bodyweight gain at the two highest levels, doses were reduced to 0,
188, 375, and 750 ppm.
The F1 generation received 0, 188, 375, and 750 ppm in diet for 120
days prior to mating. All animals were examined daily throughout
RECATD120H [, F1H#H4XI1Z0, 188, 375, 750 ppm®D A% 5 X [the study for any signs of reaction to the treatment. Males were
1=, RBRHRZEECLEH . RBRYMEDOHZEIZDONT., £EYWEIRE |weighed weekly until termination. Females were weighed weekly
Ltze 7 RADFEEEABRB TETERBIE L =, AADAKEIL, 3 |until mating was detected; they were then weighed on Days 1, 3, 7,
BEEZRHIZETEEATEL. XE#1.3.7.14.21BBH. BLUH |14, and 21 post coitum and on Days 1, 4, 11, 18 and 25 post
EH®1,4.11,18, 258 BICAIELT=, EBEF BB R 1=, H 4 [partum. Food consumption was recorded weekly. Offspring were
BRI ﬁ’&ﬁﬁﬁgb AREZHER1.4.11,.18.25B BIZAIE L=, |observed daily and weighed on Days 1, 4, 11, 18 and 25 postpartum.
Syb Ik, BIRZEERTREEBIT, RITRTHEBEIC DU TEEMES |Animals were subjected to a complete gross necropsy and
HREET o=, BIE. £21F5. K. B8, 5. T =1585. 5% £ |microscopic evaluation of the following tissues was done: adrenals,
K. BB, R#ER. Oig. [5G, BhE. BrlE. ffi. U/ &, ZLBR. B |all tumors, brain, bone marrow, cecum, duodenum, epididymides, eye
E, DN, B, TEE, BLR. BE.IRE. B. B2, BIR. B |and optic nerve, heart, ileum, kidneys, liver, lungs, lymph nodes,
IRER. B, BLUFE, mammary glands, esophagus, ovaries, pancreas, pituitary, prostate,
seminal vesicles, spleen, stomach, testes, thymus, thyroid, urinary
bladder and uterus.
#pErF i
RE. KEENE
B, BUkE

BRPRAT R (. fTR ORI
HAL Fri )

YRR (SEYR{E (A 35/ X BC 2K)

ZEATHM (REFTORHRUR
BLFE TO MR HE%)

WEIRAAR (SEIROB M SREH)

RS (4 FRRfF /B RERD)

[CENiE)

BFRTR

MEPEIFTR (AR, BERE)

MREEZMFE (REX EE

&)

REEMR (REEX EEE)

SET R (), SETHRE

BB (REX . BEE)

ERH

EE3

READNREH

[

ﬁ@ﬁ‘-ﬁﬁﬁ“—ﬂ’ﬂﬁﬁﬁ(%i%. EE
X)

ERICERSNEE

AR

EEf%%ﬁ&U1$§

AR ERIBBEFFR/RS
BT H0

BEFLE TR MBLEFE

MAEFRE (RARMEER)

EEREBRUEFR

PR O R (S ¥5 2 T % (B K 57 B




ENEgR-AIFIRER R EZ DD
BEER

BREE

HRETAIIER
b

[:ﬂTéNOAEL (NOEL)X [
LOAEL (LOEL)

NOAEL($8): > 40 mg/kg B

NOAEL: Parental: > 40 mg/kg day

F11Z%t9 ANOAEL (NOEL)X IE
LOAEL (LOEL)

NOAEL (F14%): > 40 mg/kg H

NOAEL: F1 Offspring: > 40 mg/kg day

F2IZ%t9 BANOAEL (NOEL)X IE
LOAEL (LOEL)

NOAEL (F2%): > 40 mg/kg H

NOAEL: F2 Offspring: > 40 mg/kg day

1BAZELNJLA0 me/keld., BAF TORAEL N)LT50 ppml—HF
5. 2R DS VB LUMES YR~ D188, 375, 750 ppmD X ERY)
BOHEF. REHEFICRERNOBELBETESIEEIL:
M, RETBE LV EREREN ST DEELEEEH oA >
fzo REBMDIETIEL, 105U FTHoTz. TVRDLHIREEE, &
ErBOLNEMN Tz, EOFEHTH, MBSV DAREL, Xt
BRIYDTNEVEETH . WThOHARTE, KEIT
B, £TERE N BLURREICEEIHONEH T, RS LU

The 40 mg/kg day dose level corresponds with the 750 ppm dose
level in feed. Administration of the test material to male and female
rats for two generations at concentrations of 188, 375, and 750
ppm was associated with slight reductions in weight gain of both
parents and offspring, but was without adverse effect on their
mating performance and fertility. Reductions in weight gain did not
exceed 10%. The general condition of the animals throughout the
study was unaffected by treatment. At all treatment levels,

ER HEX., EEICETL, BEL-F2H A {FEHEET50 ppm T4 |absolute bodyweights of both sexes remained slightly below that of
FTMMIBFLLEDOD, WThotTH, HEBOREHEEF [controls. Mating performance, fertility, and conception rate were
. HERYE. FIUHEBKREICEEIRDHONEMN o=, LTz |not affected by treatment in either generation. Gestation and
MoT,. CORBEFHORDEREELEZELRGILI o1, parturition proceeded normally. There was a slight reduction in the
number of F2 offspring born at the 750 ppm level, however there
were no adverse effects of treatment on litter size at birth, live
birth index and birth weight in either generation. Therefore, this was
not considered an adverse effect.
HEFOEBFERIFIHRTEELZ LA -, F2HEFD |Viability of offspring was unaffected in the first generation, but
HEFE(LRE188 ppmdB K150 ppmTH T MIE T LTz, 375 there were slight reductions in viability of the F2 offspring at 188
ppmEEDHAEFOAEFEIL, WBELIFIXRZETH 1=, 188 ppm |and 750 ppm levels. Offspring viability in the 375 ppm group was
EELUVT50 ppmBE THOEBFERDET (L, BEEABEOT —42%#  |similar to the control group. This reduction was within the range of
Z5HLDTHEW 6O, BERENTRVLEE DNz, LizA2 T, historical controls and did not appear to be dose dependent.
188 ppmB KU 750 ppmBE THOAEBFEEDIE TEHELFELRILE |Therefore, this was not considered an adverse effect. At all
ot FOREHRTH. FIREFES LIUP2HAFOAEENM |treatment levels, the rate of bodyweight gain for the F1 and F2
MBIBITIETLIEZEOD ., COBETIX10% U T THo1z, ZDF |offspring was reduced during the lactation period, however, this
E(x. AEICEELTWAERBb=-A, HE%1. 4. 11, 18B B |reduction was not greater than 10%. This effect appeared to be
SER THRENIZEETHEL o=, HE®25B B(E. COEMNFIHAEF [dose-related, but was not statistically significant on days 1, 4, 11
THFR2HAFTH. 375ppm B U 750ppmEE THEIZAD1=, LAL. |and 18 post partum. On day 25 post partum, the difference did
CHEFZBERFELRLILEN o=, BELELIE, SYMHEFH |reach significance for the two higher dosage groups in the F1 and
Ha)—DFEEAEEERERF M SIRIRL T EFHAIZ. AEZE1L |F2 offspring. This was not considered an adverse effect since the
EIAEtNICERICEY., EHhDFEELF->-<BEELTLVE body weight change only reached statistical significance when the
Mol=hoTH5, AEBEYMEICKIHNEMES . ARFIEFMZE L |rat pups were getting the majority of their calories from solid food
HERDEM T, and was not associated with any other effects. No macroscopic
abnormalities or histopathological changes were attributable to
treatment with the test substance.
F1tH (F1) DM Details for first generation (F1):
MBFDTES 25 Mean number of litters in treatment groups = 25
SEBREEDFREE: 26 Mean number of litters in control group = 26
MEBEBHO—EH-YDOFEHHAEFH 128 = 33 Mean number of pups per litter in treatment groups = 12.8 + 3.3
HNEBEO—EH-YDTFHHEFE 116 £ 36 Mean number of pups per litter in control group = 11.6 + 3.6
MEBEHOEYH EEE:98% Mean live birth index in treatment groups = 98%
RTEBEE D EEFE K 96% Live birth index in control group = 96%
s MBI ETFIER - 93% (HER4B) ~89% (HE%25H) Mean viability index in treatment groups = 93% (4 days post partum)
ER REBEEDEFIEE:93% (HE®RLIR) ~91%(HEH258) to 89% (25 days post partum)
Viability index in control group = 93% (4 days post partum) to 91%
FT—RINE— (., FRALGEHMEERL TS HBE LB R L [(25 days post partum)
DEDOHEAMEERE. AE — RIGBEFREFFRLTULELLY)
Data patterns are consistent with random variability (no
statistically significant differences between control and treatment
groups; no indication of any dose-response relationships).
Fotht (F2) DEEH Details for second generation (F2):
MBFEDTHES 25 Mean number of litters in treatment groups = 25
STRREDO TGS 21 Mean number of litters in control group = 21
MBHEO—EH-YDFEHHEFH 111 £ 41 Mean number of pups per litter in treatment groups = 11.1 + 4.1
SEBEO—EH-YDFHHEFE 115 £ 29 Mean number of pups per litter in control group = 11.5 + 2.9
MBEED T HEFEE: 96% Mean live birth index in treatment groups = 96%
STEREDH EE S 100% Live birth index in control group = 100%
MBEOTHEFIRE 1% (HERIR) ~93%(HHE%258) Mean viability index in treatment groups = 91% (4 days post partum)
STIREE D ETFIEEN: 09% (HHE®R4H) ~99% (HHEH25H8) to 93% (25 days post partum)
Viability index in control group = 99% (4 days post partum) to 99%
T—RNE—U (&, FRAGEEMEZRL TS B LB R L|(25 days post partum)
DEIDHEAHARE. AE —RICEREFEI=CRLTLMVELY)  C
DZEDHE—DHFIS L, MBEEDH EH258 B O ETFIERA % B |Data patterns are consistent with random variability (no
BLEARICEL TWWAILETHAIN. COMEFTDEEF X IBEE®D |statistically significant differences between control and treatment
F—RBINFKITRERIZE DO E R T HED T, groups; no indication of any dose—response relationships). The only
exception to this is that the viability index at 25 days post partum
in the treatment groups is significantly different from the controls
but well within historical control data from this laboratory (based on
39 prior studies).
[EElE S5t (YJ3va) 1B Reliability (Klimisch): 1B
This study was conducted prior to the adoption of GLP compliance
RAERILCLPIRENBA SN BRIZEES NIz, LHL. BADE [standards. However, it was conducted in accordance with the
EFBEHARSAUIHOTIVD, Tz, REABRIZLE 1 —AYEHE |Japanese Ministry of Health and Welfare Guidelines, and was
{ERETE D BT IR L Sh. RERERORBERIEINMFTVDTNSZHBRRTES, LLTFIZ |reviewed and found to be acceptable by the laboratory s Quality
RIMETFENALGNT: EEt-1RTE; Mann-Whitney U-IR5E; |Assurance Unit. The following statistical methods were used:
x2-1RTE; T4V r—EHEEERRTE Multiple t—test; Mann-Whitney U-test; x2—test; or Fisher s Exact
Probability test.
g
5| B 3Tk (o 3ik) Lion Corporation, 1979B. Lion Corporation, 1979B.
i 75% :SIDSTURRAVMIE->TEELAHER Flags: Critical study for SIDS endpoint
iﬁﬁ% D?ﬁ—l*/m%: LSR 81/LIF053/472 Report/Study Number: LSR 81/LIF053/472




B. H4HM
DEVELOPMENTAL TOXICITY

a

TIUHE, C10-16-7 LF LT AFIL, N-FF K, NN-DAF)L-FF

Amines, C10-16-alkyldimethyl, N-oxides; N,N-dimethyl—

0.1% C16; 0.4%Z Dth

ek SIVFEVAXIR SOSYINDCAFIVTIVAXIR dodecylamine oxide; lauryl dimethylamine oxide
CASES 1643-20-5 1643-20-5
MEE #RE:30.0% Purity: 30.0%
RFREN CI12 Carbon Chain Length Distribution: Primarily C12
SER HZ:7ILXILEES:0.1% C8; 0.1% C10; 96.4% C12; 2.9% C14; |Remarks: Alkyl chain length distribution: 0.1% C8; 0.1% C10; 96.4%

C12; 2.9% C14; 0.1% C16; 0.4% other.

FUMR B2 DREEE. SLIUNERE,
BRRETIE. F—Y2 DL EEDE X (Tesh, 1968) ZHALT=.
MEFARE TIE. V1LY DL (Teratology, 1965) FEMALT=,

HiEAHARSA Z0fth other
GLP&E& Lz no
RERETo-F 1979 1979
5 vk rat
HEBR (R Charles River CD Charles River CD
PR (M, - F) female
FOttX DSk 0, 50, 100, 200 mg/ke/ B DFHEERME 58 HI#EDO |FO animals received 0, 50, 100 or 200 mg/kg/day of the test
BE5E ‘5L, substance via gavage.
RS (HA) DY
B4R BEEORS gavage
SAERHAR AEREAR : $944 B Test Duration: Approximately 4 months
RELAI RN
REHR RRYEEMS YN STRT-17E IZREEO RS L Exposure Period: Test supstance was admilnisterled via gavagg to
5 groups of female rats during days 7 to 17 (inclusive) of gestation.
StEAL ?éoﬁ-%jﬁﬁi Sk (20T /BE) (SR ER M B 6145 7—17 B =43 B 2a i Frequency of Trelatment: Rat§ (32 ffamales per group)l receilved the
EORELE, test st_;bstance via gavage daily during days 7 to 17 (inclusive) of
IR DY, BROBES gostation .
Control Group: yes, concurrent vehicle
BE . COREBRT. BADELEEDHARSAUIZHE-T, 197947 [Remarks: This study was conducted in accordance with the
AbSEFEITAETERLz, Fr—ILRY/A—CDZYrE#EHL |Japanese Ministry of Health and Welfare Guidelines. The study was
-, RBRYIMPER . BEBREIZDOVNTSYNEREL-, XEE  |performed from July, 1979 through November, 1979. Charles River
0.2.7~17. 208 BICEHAEZFAITE L=, i8R . 582[E], EBE [CD rats were used. Animals were examined daily throughout the
ZHIELT-, 1TIR208 BIZKEDSYMI2/3ZBHRL T, RITRT |study for any treatment-related adverse signs. Maternal
IERZRAEL-. RINEDOEAFRE. BREIE. RUNERCIE (#)H] |bodyweights were recorded on Days 0, 2, 7-17 inclusive, and Day
FHFEY) . EFEADEGFRFERTIRTFOR. EBFFAERR (20 post coitum. Food consumption was measured twice weekly
FOREEZ., BFOERESIVHER ., B2 DBBEE. SR |during gestation. Approximately two—thirds of the animals in each
. BRE, SHIT, FET. HEMOBRFICHEMLBRIRELZER  |group were killed on Day 20 of gestation for examination of their
REREM L. BYDBFIZNEREEEREL=, uterine contents, including number of corpora lutea in each ovary,
number of implantation sites, number of resorption sites (early or
late), number of live and dead fetuses in each uterine horn,
including an estimation of time of death of non-viable fetuses,
weight and sex of fetuses, individual placental weights, and external
abnormalities. Extensive skeletal examinations were also performed
on approximately half of each litter, and visceral examinations were
performed on the remainder of the fetuses.
ENBEDERETH1/30DARIEAREESE., HEH25BB® |[The remaining one-third of the females in each treatment group
A FCHAFEBE CESE -, RITRITIEBZELEEL -, 1EIRHA  |was permitted to deliver their young naturally and rear their own
i, HE., HAEROREFH. BEBOFERE, FTEFDERFE, |offspring until weaning on Day 25 post partum. The following were
HEFORE. EEGHAFOHIRE, MLk, BEUERFKEE |recorded: gestation length, parturition, litter size at birth, birth—
(BARE. FEEMEE. REMEE. FEME. 178, P EHAE. EE) |weight of offspring, viability of neonates, growth of offspring,
MR Y, incidence of abnormal offspring, sex ratio, and post—natal
F15wh (FR220C, AR220L) Z10:AE TR E STz, 7 RADIKE% |development (including physical development, auditory and visual
REBRERTETBEAEL . *XADEKEIL. XBEEZRDHBETHEBE |function, activity, behaviour, learning and locomotor function).
AIEL. IR XA E40, 2, 7,9, 11, 13,15, 17, 208 BIZHEIE [F1 animals (22 males and 22 females) were paired at 10 weeks of
L1z, iFIR20B B, *RZBHRLT. RITRTEBZABEIICIRE |age. Males were weighed weekly until termination. Females were
L=, ROVEDE R, BREPIER . RINERGIER (I BAE =X |weighed weekly until mating was detected and during gestation
HEREM ) FFEADEFRFERTIKRFOR- 2. FRRFOIRES |Days 0,2, 7,9, 11, 13, 15, 17 and 20 post coitum. On Day 20 of

gestation, the females were killed and uterine contents were
examined macroscopically and for the following: number of corpora
lutea in each ovary, number of implantation sites, number of
resorption sites (early or late), number and distribution of live and
dead fetuses in each uterine horn, weight and sex of individual
fetuses, individual placental weights and external abnormalities.
For skeletal examinations, a modification of Dawson”s staining
technique was used (Tesh, 1968).

For visceral examinations, Wilson”s technique was used
(Teratology, 1965).
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PIZx9 HNOAEL (NOEL)X [F
LOAEL (LOEL)

NOAEL (B&14): 100 mg AO/kg bw/H

NOAEL Maternal: 100 mg AO/kg bw/day

F11Z%t9 ANOAEL (NOEL)X IE
LOAEL (LOEL)

NOAEL (##£3F#51%): 100 mg AO/kg bw/ B

NOAEL Teratogenicity: 100 mg AO/kg bw/day

F2IZ%t9 ANOAEL (NOEL)X IE
LOAEL (LOEL)

1FR7B B ~178 B OEIRSYHIAELA)L50, 100, 200
mg/kg/dayDFRERMEE R ELI-LCH, ZREAEH T, BADK
EREMLEREOOTINEED . BLVKFEREDEMAHS
iz, LAOL, REEMEERE DR T 105K FETH 1=, $E4&20
BEICERLMTE., FHRFEE I REAEHTETLTY

Administration of the test material to pregnant rats, from day 7 to
day 17 of gestation, at dose levels of 50, 100 and 200 mg/kg/day
was associated, at the highest dose level, with a slight reduction of
maternal bodyweight gain and food intake, with elevated water
consumption. However, reductions in bodyweight gain and food
intake were less than 10%. In females killed on day 20 of gestation,
mean fetal weight was depressed at the highest dose level, and this

SER 2o SOZEIE BIFOBHEEROOT M GEBELREEL TL =, L |was associated with a slight retardation of fetal ossification.
L.FUFOHE. £7F. BLUBRE -FZIC. RERMEDRFEILEE |However, in females allowed to litter, parturition, survival, and
HonEmot=, ZDHDFISYMDEE. KEITE). BLUVAERE  [growth and development of F1 offspring were unaffected by
BENIE. £ TR THo1=HS, HERME 200 mg/ke/dayEE DF 11t |previous treatment with the test substance. The subsequent
TlX.BFRERLUVBBEENEE X BEICLLL TH T I |growth, mating performance and fertility of F1 animals was similar
mmit=. in all groups, but in F1 females derived from FO females that
received 200 mg/kg/day, fetal and placental weights were slightly
elevated compared with concurrent controls.
Dosages of 50 and 100 mg/kg/day were tolerated without
FAE50 mg/kg/dayFE KT100 mg/kg/dayld, MERIZxTLTH, IEIR [discernible influence upon the dam or upon the course and
ER DBFE-FERICHL TEARLEEL 52 M o=, FI5YFD R loutcome of pregnancy. At terminal necropsy of F1 animals, no
HIRTIE, FOlE DR 5 IZEET HRIRMZE L IXEROHLE M o1, macroscopic changes were observed that could be related to
treatment of FO females.
[EElE S5t (93va) 1B Reliability (Klimisch): 1B
This study was conducted prior to the adoption of GLP compliance
AAERIKXGLPIRENBA SN BRIIZERSNT=, LML, BADE [standards. However, it was conducted in accordance with the
EFBMEHARSAVIZH-TILVS, T, RRERILL E 21— HEHE |Japanese Ministry of Health and Welfare Guidelines, and was
SR D FIHTIR I Sh, HREROGERIAENFNTND=HRETESD, LLTIZ |reviewed and found to be acceptable by the laboratory” s Quality
RIHETFEMNAVLNT: EEt-1RTE; Mann-Whitney U-TR5E; |Assurance Unit. The following statistical tests were used: Multiple ~
x2-1RTE; T4V v—IEFHERE SRR E (ArmitagefS 1E). t"—test, Mann—Whitney U—test, Chi-squared test and Fisher”s
Exact Probability test (Armitage modification).
Higg
Lion Corporation, 1979A. Lion Corporation, 1979A.
5| AR (FTXHR) Other References: Tesh, 1968. Other References: Tesh, 1968.
Teratology, 1965. Teratology, 1965.
e 75% :SIDSTURRAVMIE->TEELAFAER Flags: Critical study for SIDS endpoint
iﬁﬁ% L/Tf'\a—l*/m%: LSR 80/LIF047/147 Report/Study Number: LSR 80/LIF047/147
b
SHERME L TEUHR C10-16-7 L ILTAFIL, N-FF LK NN-UAF )L-FT|Amines, G10-16-alkyldimethyl, N-oxides; N.N,~dimethyl~
° SDIVTIVAX VR, SOVIDAFIILTIVAFTUR, "REiEMSH]  [dodecylamine oxide, lauryl dimethylamine oxide; “Surfactant A”
CASES 1643-20-5 1643-20-5
MEE #RE:30.0% Purity: 30.0%
RFRENM CI12 Carbon Chain Length Distribution: Primarily C12
SER {HZ:7ILXILEEE:0.1% C8; 0.1% C10; 96.4% C12; 2.9% C14; 0.1% |Remarks: Alkyl chain length distribution: 0.1% C8; 0.1% C10; 96.4%
C16; 0.4% Z Dt C12; 2.9% C14; 0.1% C16; 0.4% other.
ik
Bk A HAESAY Z Dt other
GLP&E & LA no
HERE(ToF 1980 1980
= IHE rabbit
HEBRR (/R4 New Zealand white New Zealand white
TERI (M, B F) female
RERENY (14PT /%) (2. 0, 40, 80, 160 mg/keg/ B M ERERYE Z & |Animals (14 per group) received 0, 40, 80 or 160 mg/kg/day of the
BE5E gBOksLE test substance via gavage.

FRSE (MR 0B

BERZR

BEEORS

gavage

HEORELT
R HY BIEOHRES

SAERHARE SAERHART : $954 B Test Duration: Approximately 5 months
RELAIZEEE M
Exposure Period: Test substance was administered via gavage to
SEUR ABRYEZHOY X, 1TIR6-18B R HIFEORE [groups of female rabbits during days 6 to 18 (inclusive) of
= gestation.
SRERE M B EAERE Y (140 /8 (CSRERME X 1TIR6-18H IZE HR |Frequency of Treatment: Rabbits (14 females per group) received

the test substance via gavage daily during days 6 to 18 (inclusive)
of gestation.
Control Group: yes, concurrent vehicle




COHERIE. BRADELEEDHARSAUIZH-T, 19805F58 HS
BFI0AETEMLIz, —2a—C—5VRRIA N RIFEREDETE
RBREEALT. VY XEALRBRESEz, HiR6BE~18A B D
It (1BE14PE) (=, FHERPIEEO. 40, 80, 160 mg/ke/ HZE I HIFE O
5L, RB#M b ER. AEMRICOVLVTRELE. BiYEEA
ARERFELT, $B¥%0, 6.8, 10, 12,14, 16, 18,23, 28HHI=D

This study was conducted in accordance with the Japanese
Ministry of Health and Welfare Guidelines. The study was
conducted from May, 1980 through October, 1980. Animals were
artificially inseminated using pooled semen from New Zealand White
bucks. Females (14 per group) received 0, 40, 80 or 160 mg/kg/day
of the test substance via oral gavage during gestation days 6-18

HEREH WTERERLT=, IR DS (1BEBE~58BH. 6B B ~118 . 12 |inclusive. Animals were examined daily throughout the study for any|
HE~17BHB.18HEB~23HH.248HH~28HB)IZ#f=>THE |treatment-related adverse signs. Animals were weighed daily and
BEZAIEL, reported on Days 0, 6, 8, 10, 12, 14, 16, 18, 23, and 28 after
insemination. Food consumption was measured over five phases
during gestation (Days 1-5; 6—-11; 12-17; 18-23; and 24-28).
%2088, VY XE2ERLT. ABYWEIZLHEZ(ZDULVTHA |On Day 29 after insemination, animals were sacrificed and
RAICRE LTz, RITTRTIEEERRERLIz. HINEDFE{AEL. FEEK |examined macroscopically for evidence of disease or adverse
ERI B, RURER(I A (WEAE =X ) . R FEADEFRIFEDE [reaction to treatment. The following was recorded: number of
THRIFOH. EBETEBFORTEZ. BIFOERESLUMTI. |corpora lutea in each ovary, number of implantation sites, number
BrOBBREE. NEERELE, I5IC, ERIBEOEMBFIZKL  |of resorption sites (early or late), number of live and dead fetuses
T, M BEBREERREL=, in each uterine horn, including an estimation of time of death of
non-viable fetuses, weight and sex of fetuses, individual placental
weights, and external abnormalities. Extensive skeletal
examinations were also performed on all fetuses from each litter.
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PIZ%9 SNOAEL (NOEL)X [E
LOAEL (LOEL)

NOAEL (F3&1): >160 mg AO/kg bw/H

NOAEL Maternal: >160 mg AO/kg bw/day

F1lZxt9"ANOAEL (NOEL)X [
LOAEL (LOEL)

NOAEL (435 #1%): >160 mg AO/kg bw/H

NOAEL Teratogenicity: >160 mg AO/kg bw/day

F2(=%t9"ANOAEL (NOEL)X [
LOAEL (LOEL)

ER

134R6 H B ~ 188 B D IEYR (1240, 80, 160 mg/kg/ HDFAE
LALTHEMEEROKELBER. FETORROEREE
BITAELEEEIHONGEN oz, BEMIZOVTIE, KBHE
DFHBHEIFEAEZITIEM Tz, LML, 40 mg/ke/ BEEDKRED
RIEMICHBEEFEFERCICE 2300, BEIMIOAEEMIE
SMBHETET L, RERMES0 me/ke/ BERS LI-HEMT, H&
U160 mg/kg/ BERG LIS, FEL-LIA . REFESE LN
f=o LWL R E OEEB S (FBALNTHEN o=, BB EIE.
MBRTELERBE, 40 mg/kg/ BEEH KUV80 me/ke/ BEE T, B H
D% EITHEADL. 160 mg/ke/ BETIXMBRIBEM DL
Too KD ERELHBRYEZ RS LT R TOH TR L=,

It was concluded that oral administration of the test material to
pregnant rabbits, from Day 6 to Day 18 of gestation, at dose levels
of 40, 80 and 160 mg/kg/day had no adverse effects upon survival
and development in utero. Maternal condition was generally
unaffected by treatment with the test material; however, maternal
bodyweight gain was depressed in all treated groups, although at 40
mg/kg/day terminal bodyweights similar to those of controls were
achieved. Three females receiving 80 mg/kg/day and three females
receiving 160 mg/kg/day died or were killed in extremis, but no
direct involvement of the test substance was apparent. Food
intake, when compared with pre—treatment values, was reduced
during the second half of the treatment period in groups receiving
40 and 80 mg/kg/day, and from the commencement of treatment in
animals receiving 160 mg/kg/day. Water intake was also decreased
in all treated groups.

ER

AEEMOFELD, EEEOED . BICKSMEREOED(E. L
FTNHIUT THof-. EORAZHICHEVTHIRIBICEEFHS
highotz, RERME DK E~NDEE T, of =, HEMERIEG
HERDEM T,

Reductions in body weight gain, food intake and water intake did
not exceed 10%. Litter response was unaffected by any treatment
with the test material. No adverse effects upon litter responses
and development were recorded. No teratogenic responses were
observed.

[EEELE
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This study was conducted prior to the adoption of GLP compliance
RAERILCLPIREN B A SN BRIZEES NIz, LHL. BADE [standards. However, it was conducted in accordance with the
EFBEHARSAUIHOTIVD, Tz, REAERIXL E 1 —AYEHE |Japanese Ministry of Health and Welfare Guidelines, and was
{ERETE D I BTIR L Sh, RERERORBERIEINMFVOTNSZHERRTES, LLTFIZ |reviewed and found to be acceptable by the laboratory s Quality
RIMETFENAVLONT: EE-1RTE; t-1RTE; Mann-Whitney  |Assurance Unit. The following statistical tests were used: Multiple ~
U-RBTE; DA ZT-RBTE; T4 v—EREHERRTE (Armitagef&1E). |t —test, "t —test, Mann-Whitney U-test, Chi-squared test and
Fisher”s Exact Probability test (Armitage modification).
Hige
— Lion Corporation, 1980. Lion Corporation, 1980.
5IFSCAR (ESCAR) Other Reference: Tesh, 1968. Other Reference: Tesh, 1968.
e 75% :SIDSTURRAVMIE->TEELAFAER Flags: Critical study for SIDS endpoint
iﬁﬁ% Dﬁ-l*/m%: LSR 81/LIF051/007 Report/Study Number: LSR 81/LIF051/007
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OTHER RELEVANT INFOMATION

SENSORY IRRITATION

HERYESA SVIIVAFIER lauramine oxide
CASE S 1643-20-5 1643-20-5
fHEE filiE:0.3% CEMEYME) Purity: 0.3% active
pn Carbon Chain Length Distribution: C12
REREESM:C12 o X -
a4 o Remarks: Formulation is a hairspray containing 0.3% of the test
e OpE D L FS _ P .
ER % SBMEOI%EBALATATL —, TOMDEHY K substance. Other ingredients are: 85-95% water; 1-5% PVP/VA

(85-95%); PVP/VAX B &) (1-5%); IHhZFDEA(0-2%); R H# 4%
= L-11(0-2%) RUZ Dt ( <1%)

HARS AL ; Alarie (1966 and 1973)IZ RSN =7 A IZEEEL

copolymer; 0—2% cocamide DEA; 0—2% polyquaternium—11 and <1%
minors

no guideline; similar to methods described by Alarie (1966 and

ik TARSA( 2 g ol P 1973)
HBRSAT MARRILOBERR Test Type: sensory irritation by inhalation
GLPE & [ELy yes
SERE(T o F 1990 1990
HEMBE O L Analytical Monitoring: no
g T IR Species: mice
i : Swiss—Webster 7 JLE / (Charles River) Strain: Swiss—Webster albinos from Charles River
TR - 3 Sex: male

B ATRTL—

13 H1-Y ORERENME 4

FAE:02, 1.0, 5.2 mg/l (FhEH. 0.00006, 0.003, 0.016 mg AO/L
LEE)

Vehicle: hairspray

Number of Animals per Dose: 4

Doses: 0.2, 1.0 and 5.2 mg/I (corresponding to 0.00006, 0.003, and
0.016 mg AO/L, respectively)

SERS KREHME 105 Exposure Period: 10 min
{2 : A XD Swiss-Webster 7JILE /T R4 A 5L B EE3D% . % |Remarks: Three groups of four male Swiss—Webster albino mice
NENHERE2. 1.0, 5.2 mg/L(FNFH0.00006. 0.003. 0.016 |were exposed (heads only) for 10 minutes to liquid droplet aerosols
mg AO/LIZRIET ) DEREBRMEDREITY —ILIZI09EIRE |of the test substance at nominal concentrations of 0.2 1.0, and 5.2
L1=(BEEDH) . REHSH . RET 105, BLURER105 |me/l, corresponding to 0.00006, 0.003, and 0.016 mg AO/L,
. FLFRES ST —CHEHFRHEE=2) T L. FFRE |respectively. The group average respiratory rate was monitored by
DELEFHEHL -, plethysmography for 5 minutes before, for 10 minutes during and
for 10 minutes after exposure and the percent change in
respiratory rate calculated.
faR
{iE:> 0.016 mg AO/L Value: > 0.016 mg AO/L
HZ RERL-FE = (0.016 mg/L AOIZHHE 9 55.2 mg/L)IZ# |Remarks: There was no change in respiratory rate up to the highest
a WTH. FRHMIEEIELGM o=, SHIERALDSOTIEAELN A IZEE |concentration tested (5.2 mg/I product, corresponding to 0.016
b B2, BMDOFRMERTES 5=HDTLFRAES ST —IZD |mg/l AO). Note that this is not an inhalation LD50.
LVNTIZ. http://www.medicine.mcgill.ca/physio/resp—web/appx1.htm|Plethysmography for respiratory rate measurement in animals at
=SBINTLY, http://www.medicine.mcgill.ca/physio/resp-web/appx1.htm
bt
HEER
AR
[EElE S8t (93va) 2B Reliability (Klimisch): 2B
(EHEM DI B AR L HIBR A CEBEMEHY Relliablle with restrictions. Basic data given, comparable to
guidelines/standards.
Hige
International Research and Development Corporation, 1990B. International Research and Development Corporation, 1990B.
5| A STk (T XXik) Other References: Alarie, 1966 and 1973 Other References: Alarie, 1966 and 1973
Cited In: Pang, 1994 Cited In: Pang, 1994
[B= L R—I/E &S IRDC191-1448 Report/Study Number; IRDC191-1448
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EXPEIENCE WITH HUMAN EXPOSURE
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