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200844 A 15 H & 57 MR HF A S
2008 4E 5 A 22 H %5 239 A MELEEES ()
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C I

FULAIE LCHERA SR TAT7 7 a4 Vi U 74 (CAS F5
25383-99-7) 22O\ TC, FFERBREAES 2 VTR AR BRI & S0 L 7=,
PRI U723 X, A7 T e A VAR T N U A MO T T a A LR
WHEZWHRME L LI-b b B0, RIERGEME, BOAME, EHB AR, &
LEtETH D,

AT T aA VEEET B YT ACONT, RIS N SR B S L L b
BN LD TIEARVE, AT TaANLBEAILY Y ADF—F i, AFT7 U v
B % OFLER R O B ERBRIE O 7 — & b BE TR A MICF-AGT 5 2 L1 ThHE & )
Wr L7z,

A2ATFTaANHBET RN T ADIEN, ATTaALIBHILY TN, BELLT
AT TV U N OFLBE O eER B AGE (BIRK) Z23Hh L 72/ R, R AE,
HEIEFREBIER BB EZ A IRV EEZ B,

AT T aA VLS N v AoRENEE (NOAEL) Of/MEix, v b1 » A
KA H G- BRI BV TR B LT AR E N O] & ORF L E & OIS % |
4.0% (2,000 mg/kg KE/H) ¢B2bNDHZ &b, BafEH%E 100 L L, A7
TaANVHEST N v AO— HEBEGFE & (ADD % 20 mg/kg (KE/H L EE LT,



C FHMEXRAEDOHE
1. B 1, 2)

FLALA!

2. 28 EH1, 2)

s A7 T7aA kT )T A

#i4, : Sodium stearoyl lactylate, Sodium stearoyl-2-lactylate
CAS %75 : 25383-99-7

3. #FH. 2FE. BEX K1, 2

ATTuANVHEBEOF M) U LAEE KL L, 2 ZOBERE, KO
ZNEDOF MU LFEDREMTH D,

AKWEIIAT TV A 2505 F OB EMBSIESET AT V& Lctk, KiE
It R U LATHMLTHELND D TH L, H—WETIIR, AT TV v
et LTI FUme, 10 FOMREIL 251077 MRk (HH
Z7FFR) EOZATNADFT M) UL TH D, EEGPIIE, R 27

FEHENRIIE . FLR7 & 23 Lo,

0 CHy; O

I |l
R—C—O0—(H—C—0)_ | Ma
*

BRI, DIREIT T B IK

DIRAL 9 %,
713K R-CO (#5i&E0) n (AMoE) 1 n1E (X&)
C21H3904Na AT T uA Nk 1 378.53
(CH3(CHz2)16CO)
C19H3504Na 2V M AVE 1 350.47
(CHs(CH2)14CO)
C24H4306Na AT T uA 2 450.59

4. HRRE (M1, 3)

H~WEEAOBMEXIT L AVEERTH D, FFRRIZBWY (BT AVER) B3 b,
MBI X > TIRBEDR B 5, KICKREETH D08, BAKICO®T 5, FlexTF
VTN a—v DT (36~47CLLE) ICIERT 5,

LJECFAIZ LD &, WHIT2 LS TWD,



5. FHMEZEFDOERE

AT T A VHEST MY T A, BRoRENTICBT 5 IAFIRL EH 2 L
ELTIALSBRCKREEZ CICBWTHEA SR TW A ELRIM TH 5, (B 4, 5)

DOPRENIZBWTIX, 1964 FIZ TATTaA Vv DHALAIE LT
eI, NUVHE, ETHE, DAFSFORMIILERER TS, £, M
WEE L TiE, 2004 2 TRAT TV Ui~ R UL KON TRATT U R
YA PEGERAIE ZITEAlE LTRESNLTV S,

JEA G TiX, 2002 4 7 H03EE - BaERRSREMEESBSTOT
AFIHIZHEV, OFAO/WHO & RIAE MM EMFES#E (JECFA) CTEEEMIC
LAV T L, —EORHANTLEEERHR I TEY ., o, OXKEK
VN EU #ESCHEANAS B O TV TEEREMICKLEENSG W EEZEZ bNLE
R 46 SLHICHOW T, BESNLOEFE A Z L BECHIT =
etz BAT 2 et 2R LT 5,

ZOFEHIHEN, AT T aANVHEFT MY U AIZOWTFHEERINE L o7
ZEND, BRMBIIMIEESEORFEZRET 5104720, AR EEEAREICES
X RAETEE D RN R AT B ST MERZEFI MK I N LD TH D,

6. AMMIEEDHME

AT T aANVEHEEST U U AZOWTNUHE, B, OAFES~OE I
THEMELED, JECFA EZ2 2 Z TN L ED - ETHIZiRmMmE LT
BELLY ETHHLDOTH D,

I. REeMICRIMEOBE
1. KAFE (RIR. 2%, KHE. BEi)

AT TaANHEBET MY UL, AT T aA LBV T AL RRICH KT
TEDICAT T A NVIHEBRIC/R 0, EBICAT TV VR DNENRR I/ & FLER SR
ERE L 72BN S D ETRIEND Z D, KNEIREICOWTIZAT T
A NVHEED NS T LDT —HEEIT, AT TaAVHEST N U LOEE K
MTBHZEE LT,

SV TFUMIT, ATT Y VEBERFBHIZLT 2 LEDT, A7 7V UiEE
FERICE M THY , —RIERAE 2R Toans, £z, ZEiEaIL.
BETRO~A Ty THDZ ENLERNEIERBEITREE L TEELTE
D, AKFHEEICBWTH FEARICERL L=,

(1) WU K U 35t
n vitro RERIZEBWT, AT T aA VI T AL, UV N—FBIZ L 50K
SIRICKORBICAT TV Ui EHABEERk LTz &N TWb, £72. 7> b

5



IZBWT, #EF~OILBOYRHIIMETHY, AT TV UBERI LT T A
PR BELLFIALIZE SN TS, (1 6)

RUFBICONT, EERNTIE, &0 FR Y = 27 VEITIEEEREIC, K
FA N A= —IThR D LEERNTINAK SRS, 2 BB TR ET T 5, &k
PINCIEHEE L 700 | 2 < DOlfds T fbikE L KITRH b, (W7, 8,
9. 10)

IDOZLEEEZ, ATTaANIHEET N U U LSRR Xz
~ LTz,

OHBEOHN 1 EOGE

BRI ANSTEAT T a A VEEEST N U AL, >0 L L FERIC
BIKERIL L TAT T oA VBRI 7=%., T ) ~—0NEREL., BE
IZBWTHIREND EEZ N5,

QIEOHN 2 BADIHE

HARIZ A ST AT T aA VEEET B U U AL, vy T A L RERICH
WRERIGE L, g 2 DA LIEAT T A v 7 F RI8lic/ b, (811
UNR—=PICL W EGICHEMHT 7 F R0l 2 £k T2, et /) ~—[6] & EH
7 7 F K101 & ORNCEBBBEA AL L TWA Z ERMmbNTWnA Z L b
(B 1), AT T7aA N7 7 F RBINLAR LZEHET 7 F R[10]1x o
IR -> THEE  ~—[6l2 KL, BEICBWVWTHRNIND EEZ LD,

B, HLEBOHN 3~9 OLEITITRD X 5 o ntsZ s ns,
et ) I~—2]12 T MbEW & LB RS | B T Clrikie iR i
OB UM s, [l &2k T8l &gt /) ~—[6]l &4k T 5, RWNT,
AR L7 BIEREO S 20 IR L6l 2435, —J7, TR T v
UMT T, KKk E =27 v b EOMBEERICZE D IR 2 77
N CEIlr S, FREMR[TI 2R CLUBRIR T 7 7 R[9] & L CHERL 3 % (BHE 12),
R T 77 RIONE, et F ol BHER L, B8 T 7 F K [10], KW TH
et/ ~—[6licE TS TSN DL THIENS, (B 12, 13,
14)

WTNOGEE S RIS AR ORIl WT /7 ra—x 7 |
B (G XA R b RS & KIS D (ALEERIEE/Cord [A1E%) . F72. A
TT7 VU UEEEDNRIERIZIGE 2> DRI S AU THRIIARHEREE ICAD EE 2 6
%, (M 15, 16)
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1
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1
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1
1
1
1

Al ) I~ —[2] . (ams=3~9) [F#E - 7% VT (2 57 HzO BERD)]
@%&m<fx%7u4»%9\\

HREFEUE (—Na) o .
ottt etttk ubeletter RO RIS %Fﬁ*%f'iﬁ
AFT AL AAEEF bY A (SSL) [1]. ) 0 oj)\o S

ATTRANT TR TTUM xF TR —— g —— IR

(BUBH=2R,, A7 7 oA 136 [3]

——

S

R b; ‘k:t
’ ‘-0

) AFTuANT s MAVHEE, T2 MMAABOZ L&, FHE 2T
TaANTG TR, BT 7T RE L TEELTWS,
M AF7uA VHLEET B Y AOAKD (BE RO TSR
(EFHERMER L V)

(AT 7 aA )VHBEIINT T L)

It Wistar albino 7 » &, Tuck To ¥ 7 A, Dunkin-Hartley E/1E v k&%
Ot FOMMAEY R2— b (IFhE, BERME (e b TIE+ZHEERE) . 4i)
RN, in vitro T 37°CV}51/\’C UC HEFR AT 7 a A WVHBE I L T A (4
mg/0.1 mL ; 5X106 dpm) & 32 A > F 2 _X—3 3 > LTRSS RER K O
HEZHW L, T A, Ty b, FAEY AL FOBBEREE S 1 R A
V¥ a =g LA ORIIRE T, B TIE 30~40%, t 480G
TIX 20% MRS ESNTe, v T A, 7y P REALEY FOJFETIX, 40
~60% DK GRS Ve, RO PIHIEE X~ 7 AT 7.5 pmol/g fflE/hr, £
JVE > FT 24.7 umol/g flig/hr TH o7, —FH., 2mEzHAVW=HE, ~7 &
KT > FTIEK 10% 030K SESIL, B R TIRIZEA GBI oT,
SR DAEEE 1 X~ 7 AT 0.27 pmol/g 4 1fi/hr, Z v kT 0.8 pmol/g 4 1fi/hr
Thote, kb, AT T aA NIV D ML, IHE KO CdlE|
ATFTVUBEAMII oINS EEZ BN, (B 13)

(2) PHRUHEM
AT TaANVHEET N U UL OWNT O L O ORER 2 il 35 2 &
XTERDoTe, ATT ANV T NI L, LTO®RENRD D,

(AT TuaA VBT L, HLERKE)
O ~vA, FEILEY K

KED Tuck To v~ A (£ 3~4 L) MK OHED Dunkin-Hartley £/LE v b
(BHE3~4 L) [ZAT T 1A )L UCEERRFLIE I L2 7 L (M4C R FLER D & B o



900 mg/kg RE, KEREIR) CIGHED LTRSS 14C 2% DL-ILE (325
mg/kg IKE, A7 7 A VILEEH /LT 7 A 900 mg /kg (KT & 24 H & D KIEIR)
ZENEIRERE DG L, 24 Refiltg KON 48 K2 | L, faHEMED 4y
A R ORI 2 PR, IR, 3, BB TR, BRI, REDL. DB, W ORI o
WTENRZENWER LTz, IR~ OHIZON T~ T AL ENLE Yy DT
BWTH, RS CTIERERRRERD SO, (B13, & 1)

F 1. WC R LT-AT T aA VBN 7 AN DL-ALMEE /) ~— D5 48

P2 (B 1 2 IS TE D434 (%)

~ A E/LE Y b

Wi | Il | B | zotholiss | AE | BE | IR | BiR | 2 ool | At
AT T7aA ) 1uC kg | 0.79 0.91 0.26 0.04 LI'F 2.07 2.01 4.11 | 0.24 | 0.16 LL'F 6.66
TN T I
14C DL-AMEE /) ~— 0.84 0.98 0.21 0.04 LL'F 2.14 1.87 7.87 | 0.18 | 0.10 LL'F 10.17

HFHEME DR 53 1% 14C02 & U TRE HPICHEIE S du, S~ PRt L ThH
AT T aANHABIN LT DR OURE /) ~—DOFLGIZBNTRERETARD
NRNZ b, vV AZBITD DLAMBE AT T A VIV T LAOR
BT Y B oOWERE DL-ALEEOMRH EFEEL L T D LS D, UL, BEIC
IR ~DOHENI A T 7 a A VEEE IV > 0 25O N LIRS D56 X
D HAD7e< (92.2%2%F L 82.6%) ., — H CIRA~DOHMII AT 7 &1 A JVELEE T
N7 AEEO T INHBEREGEDOSE LY b E o7 (4.0%I% L 16.2%), E
Ey FTHRBROERN GO, (B 18, & 2)

F 2 UCHEFHAT T aA LA IV 7 AR ONAC BE#H DL-ALFEE ) ~— D
B 5 48 KEfE 1% O HEME = (%)

COq s % aF
AT T A 1C IR T b 82.6 16.2 2.1 98.4
uC DL-ALEEE /< — 92.2 4.0 1.1 97.3

@ 7wk

Ty MIBWT, 277V VgL UC ERILEET / ~— OWEIES M DR
BWE, AT T a AL UCHERRELEE L T A Ll U7 EBR T, 24 BRI DL
12 COz & L TD HUC OYRHITIHERIR A TIL 58%., A7 7 1 A )VHLEE I v
7 ATIE60% EIFIER—ThoTo, £/2. 2007 /—T[ T, 14C DA &
PR Z b 2= 1T 2o Tz, o T, AT T aA NN T NFIATT Y U
EFLBRIZIIK R S Tzt 452 OBE OREHRREE I > Tl sh b &E z



iz, (6, £3)

# 3. ATT VY UERE UCERALRT /) ~—OWENESY. AT T e AN
UC HFRRFLER T L > T LD G- 48 B[] D CO2 HEER (%)

CO2 Pl (%)
27T Y U +4C BT )~ — 58
AT T aA ) uC eI NS T b 60

Dbz EE2BETDHE, ATTaANHART N U LOREAFIEIATT
VRS DWEBERS R & FLEE Sy (LT ) ~— £ -3 ES T 7 F R) 1ISksy
iR S v, FLEEE TR BT ) v — I SN BRI E NS, w7 AR
TLE Y POFERIZBWT, —# (K 10~12%) 1315 & OAFlE Tt / ~
—ICETHMENT, AWBF A ~— (EEHZ7 7T K) & LTRSS ®IRF
(ZHEME SN D ATREMEDS R STV D D, ISR T AL TR &
RIS E LTRSS E B X bz, (B 13, 14)

2. &t

AT T aA VBT N U AZONTE, KERGEERBROT —% ()
NHDHDHRTHDH, LLENnG, Edo@Ey) ., vy s e REICHRHF T
KRBIZATTaAVHERIZR YD . EBICATT Y VBRSO IRRERES 5y & SLER Ry
DIWERE L 72 RICRIREN D Z &, ABHIEE ) ~—F 73— 5o S D RiE:
ORI A ~— (HE#ET7 7 FR) LLTHRINEND Z LW RIS TS Z L
Mo, AT TaANVHBET N U AOBMEICOWTIE, AT T A VB LY
U ADT =X BT, LBEEOAT TV VO EERBREEO T — 4 L85
IZHET LTze AT T aA VALEET b U 7 AOFEICH =0 . JECFA TIEFLESH
THHBIRT 7 F ROF—F 2 EZ/BL TRV, B LEEHT 7 F RN AT
TaANHEFT N U LAORBITED 10%REA LT 2 REES RN TS
TEMNBBRRT ZF RIonTELNET—Z L G728 & LT,
ek, FHEICHWE AT 7T v A VHBEOEMRR D% < X JECFA 2B %
FHHICHWO NI b D TH LN, TOREFIT LS, 220, FFR/RLEINTEY,
BRE R CAFRIRETH L Z &b, BMERBROFEMIC OV TIIMR TE 2o
7oo LWL G, AT TaANEHBT N UAL, KNTRMKTTHDL AT
TUUBEABIIOMRIIL, TNODOT —ZBHFETHI L, BRFEITHOTEVRCK
HEECTLEREINTEY ., ZOMEEMEICHET 2 /EOMBEIXER ST
RN EEEE R AMEOFMmICH - - Tk, JECFA ORI 53T
filiZ "I RE72fR D BJE L 7=,

SNIVITFUBRIZ, AT TV UBRERFEICLT2 LEbLT, 277V Uike

9



FARICR A ThH Y, — AR IEB A 2 R CTof I b, 72, EiEHE L.
HETRO~A T —ROoThDHZ N OLHERBRAGEITARE L LTEHEL TRV,
AFHMEIZ B W T H FRIERICER LT,
(1) 2sH%

AT T aA VHEET B U T AZOWNTOAMFENRBROBEIL R hoT-, A
TTaA VHBEOHBEIZE L, LTFTOoWmERH 5,

(AT 7 vA/ViEE)

Z v MZAT T aA VEEE (20, 25, 30 gkg {KE) ZHERROKG L- &
Z A, 30 glkg IREHKGRETIX 8 PEH 4 PU3AETE L7y, 20 £ 7213 25 glkg 1K
HAERG LS TIE S IEEBINEFE LT, RRBRICBWTIX, EE LT v
FDOEPNICRKREDWIN SR o e &R GMER R SN2 Z L6 LD, Dk
ENRAGETH 7=, (BIR17)

(BT 7 F K)
Crl:CDBRA T v b (KEEMERESPT) 12, BIRT 7 F K (5,000 mg/kgiKiE)
ARl O S L7ei BTk, LD,,>5,000 mgkg KE CTh o7z, (HH18)

(2) RIE®EEM

DT v b (BEE200C) (CAT T A /VHERT U T A (0, 5% ; 0, 2,500
mg/kg R/ H2) 2 28 A MIREE& G- L7tk SEMEfAEHC R LT3 » HIMfH L.
KHES VLA 32, 60, 90 KN 140 HZLIZER LI-RBRCIX, 90 HEZICER LTZ
AR PR E R SEICB W T, FLEROBE2REMNEO b, (R
17)

A X 1CIZATF T aA VLS R oA (7.5% ; 1,875 mg/kg (KE/H 2) #%
4%, 12.5% (3,125 mg/kg KE/H 2) [ZHMESE T 2 @ME&REG L, & 51T 15%
(3,750 mg/kg KE/H 2) IZHEMSET1 » HMHG LB i, Mk, I
FREE L OB TR EICB W TRERRO Lo, (B 6, 17,
19)

2 JECFA THWOH R TWHHREZ W TERELHE (2R 70)

i AR fLddiNy A&
) (kg) (g/Ehim/B) (g/kg fRE/H)
~ 7 A 0.02 3 150
7 v hFE) 0.4 20 50
7 v b () 0.1 10 100
A X 10 250 25
=N 60 1500 25

10



AT T A NVFHIEANL T LI L, LTORENRD D,

(AT T A VHBEIN T L)

BT b (BEESIL) ICATF T aA VI LY 7 A (0, 0.5, 2.0, 12.5% ;
0. 250, 1,000, 6,250 mg/kg {AH/H 2) % 43 H R G- L7238 TliL, 2.0%
KON 12.5% % G- RECARER MO IH], 2.0% 8 5B HFLLEEOE NN A ST
3, 728, 1969 FURFOFHME R (B 17) TIX, BOLNTFTRIE 2.0% &
W 12.5% &G TCOMELEEOHEMOL E SN TW=, (K6, 17, 19)

AFHESL LT, HOEEBENHEIML TV ONHERTE 2V E
BEOBMNEETH O CERN L, HEDODALNRY —~THDH=®
\Z NOAEL O EMZRFMNAAFRIETH L Z &, Fo, BITHA K74 TiX
125% & WO EBHAEOEGNEY TRVWE SN TS Z b, ARG R %
ADI OFEIZH NN & & L,

7 v b (BBEMEES 10 J8) ICAT 7 A VEEE LT 7 4 (0, 0.5, 5.0,
12.5% ; 0, 250, 2,500, 6,250 mg/kg (AH/H 2) % 98 H[FIREH#x G- L 727ER
TiE, 12. 5%?&5%%?%@%[1@%%% JF - & - oDl - B - IOt E D HE
IMONENZ, BRI T DR RFEREORAEDNRO vz, (B 6, 17,
19)

HeDZ v b (KHE25V8) ICAT T aA VHEEA LT A (0, 0.1, 1.0, 2.0,
3.0, 4.0, 5.0, 7.5% ; 0. 50, 500, 1,000, 1,500, 2,000, 2,500, 3,750 mg/kg
RE/H 2) % 1 » ARNRER G L2 CTlE. 5.0% L0 L& 5 CIREHE O
I R OWF L EEOBMNRD bive, (B 6, 17, 19)

A& S & LT, NOAEL % 4.0%#: 58 (2,000 mg/kg RE/H) & 7
L7,

B — 7 VR (FHERE LS, ME 3 PC) [ AT T aA VEHEE L T A (0, 7.5% ;
0. 1,875 mg/kg (AE/H 2) % 2 FMIREF G L7 B TlX, REPRD 5N
mole, (6, 17, 19)

KRESE UL, tBEmEn L, B—REHTORBRTHL Z &
5, KRBAERZ ADI O EICHW W & & L,

ZOM, AT TV UEBEBEEOIMIEICE L, LTOWERH 5,

31969 44 JECFA (235 T ADI D% EMHL & S 7= 3B Td 5, NOAEL 1% 0.5% (250
mg/kg (AE/H) & I TWen, Z0O% 1973 I, 7 v MEHRGRBRORRIC—B BEN R
WZ e ENG, 2.0% (1,000 mg/kg AE/H) ICEESNTWD,

11



DOAT TV S

(AFT VU VB~ TR L)

Wistar 7 v b (FHMERES 20 08) (2, AT T U U~ 731> A (0, 5.0,
10, 20% ; 0, 2.5, 5.0, 10 g/kg KE/H 2) % 90 H MR L L 7= 3kBh ClX
20% B G REDOHEDORE 8 M CHE A L, 1TENIAEE 220 1 PLIT/R
KENB SN, 20% % GREDME 4 VCIE 2 » HLINIZIETE L, 261 & bR
LNEREZ 2 iz, BERERICOWTIL., 2R GRHEOM Tt E &N D
L. 10 XY 20% P 5-REOIECAFLLE &N A U7z, RELRR 00T, *FIREE
DOMETIT RN IREDOAIKILE ZBD, 95 13 ILTHEETH > 7ZDITH L,
20% 5t GREDOHE CIZIRIE D AIKILE RREH HVNIHEE TH -T2, T DR
HIRILAE ORI, AR O~ 7 32y T AEBRBINGER L, B HLEEOWRD
IZHGLTEbDEERINTNWD, FELIX, FHEERORDZHMEEE X
AT TV Ui~ 7 %27 5D NOAEL % 5.0%#&5-#£ 0 2,500 mg/kg KE/H &
HErLTnd 4, (20, 21, 22)

QFLIEH

(BRI Z 7 F K)

E— 7 VK (SEEMERES2DL) (ZBRIRT 7 K (0. 10, 100, 400, 1,000,
2,500 mg/kgRE/H | D-FLEAE i : K95%) 2 28 0% 5- L 7=3BR<ix. 2,500
mg/kg KEFKGREOMEME TR, #TTFH, 1,000 mg/kglAE 58 OMERET
&M, 100 mg/kgREE 5RO MELF T FHINFED Sviz, KEIZ OV T,
2,500 mg/kg HREE GO, 1,000 me/kgAEHK GHEORET, HEHIH &
b U CEBRE DA L Te, g E IS OV T, 1,000 mg/kgiAE L
OEHRETHMR & o L E R B LTz, ##Tid, 400 % 082,500 mg/kg
mﬁﬁﬁﬁwmwf\&ﬁ_iéﬁgwﬁmﬁ = (R - H - /DB oREfaLl

BIiEE) | MR - BN, PEO R L2380 bz, WELEBEMICIX
ZWOm%QWE&Eﬁ:%wT\%w@%ﬁ%'%%ﬁmm'm%bom-ﬁ

BN - IR OZERE, HEOH DA, MOBEOLA -« RS Y 22—
7/%%-M%Eﬂ%%%~6y%ﬁﬁ%@M®6Mtoé% . 1,000 mg/kg
REE GO TIIMR - MZERS, M TITEERTE D, m0m¢gwﬁﬁﬁ
FEDOHEME CIXHE RO OIS HETIZ/G O oy, ZEFED b v,
(2HH23)

H“ﬁ”ﬁ(%ﬁMWﬁﬂﬂ)’%ﬁ???P(0A42OiMOm%@%E/
H., D-IBEE : K5%) Z13EMKRO#KEL LB cid, iz T100

L 2T TV U 7R LAORMININY E L TORRRIZAE N S o BRAE TH D08, #
W T4 DREICRT 5 IZREEO LY ADI ORERM L iTsniknoT,
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mg/kgRE G REOHERED FIZH M - KIE - {EFICHKT 5 EMEE S5 HIR
JRAEDGED B, JRHEAAESA0IC, 100 me/kgREK G/ CTHIEENRD b
7=, (23, 24)

ARFERE RI2 5 < NOAEL 122\ T, 1996 A0 #i & Tid 100 mg/kg A HE
B G- OMERES 1 VCIZ A b7z BIRE 2 e A & A 72 LT 20 mg/kg A/ H
W L=y (08 24) | 1999 412 Food and Chemical Toxicology (T fg#{ &
MBI Z N &2 FEAT A & 272 12100 me/kg REBRGREICAE T L1-5(
M23) , ZOEEOHMIZEL T, FHF 5L, 100 mg/kg (RE 57 THE—B
SMNTBO LN R TH D HRIEOSIEN . MM L b IR, Rk
1L DN NS, BRI VT RZDOLDIZ K BRERP 2L VD &
D, BHEDEORORGRICHADNDIFFRANRENTHDL EBLELTND,
(ZHR 23)

(3) EAAML
AT T A NVHEET R Y T AZONTORBAMERBRORE T2 -7, F
REUCBI L, ITOHENRH 5,

(s H L7 L)

6 Hln D F344 7 » b (KBEMERES 50 TOICHEE I L > T A (0, 2.5, 5.0% ;
0. 1,250, 2,500 mg/kg KE/H 2) % 2 FEMMAKE L, ZDO% 2 » A RIHRY
KEHEGT HRERTIL, 2.6%LL EOEGREOMERECAREH NG 23, 5.0%48% 5-
BEDO M TR 72 B AR OIR T RO HALTZIED, 5% G HEOMEIZ I TR E
BN 5 & IR, WEERR RS B IR LIRS 1 v o T AR D
%m%%mtﬂ\%&@ﬂ@\%w MrErfFIRrnweERINE, (] 25)

(4) £EREESMH
AT T A NVHBET U T ACONTOAFEFR A FEERBR OB E X202 7,
FLEFHICE L, UTO®RERH D,

(3Le)

CD-1~ %A (RHRN 6~15 H, 1205 %/l CoLEE (570 mg/ke /1)
% 10 FFISRIEVEE 15 LA, REID RS Rk B OV EC TR T 5
B, BRCHIER B CRIEORMAED bR, (B 26)

5 RYU A A TR & T D58 RBIER OB IR OB LR EICB T 2RIk T 7 F
Ko ADI OF Eﬁ%kéhtﬁ%ﬁﬁf%é
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(5) E=EH
AT TaANVHEET Y U A OWNWTOBEEEEORBREGEZ RS 52 &
T TCEX R otr, AT T AN LT AIHONT, UTFTORENRH S,

(AT TaA)VEHEEII VT L)

M (Salmonella typhimurium TA92, TA94, TA98, TA100., TA1535,
TA1537) Z MW IR 22 A R (R miRIE 300 pg/plate (B 27, 28) .
BERE 1,000 pg/plate (Z/29)) TiL, S9mix OF b 5T, &M
Thol,

F ¥ A =— AN LA —EEMEE (CHL) MWy ke
TEIE 62.5 pg/mL) 28, S9mix FELFAE T C 48 FFfE OE gt AL FRE TiThn TR Y |
WIhbEETH -7, (B 27, 28, 30)

UTF, 277 U VEBBEEOIBEICE L, UTOoRERH 5,

O 277V VR

a. 19ImZEIRAE Bl
(AT 7TV HR)
ME (S typhimurium TA98, TA100, TA1535, TA1537. TA1538) #%
718 IR 225828 B8R (50 pgfplate) 28, AR v b7 2 hTirbh TRV,
SO mix ODFMWIIHbD LT, EETH-T-, (B 31)

(RATT VU~ TR T L)

ME (S typhimurium TA98, TA 1535, TA1537. E. coli WP2uvrA
%) EHWEEIRZARE AR (KEEE 5,000 pg/plate) Tik, S9mix @
HEIZHDOLT, BHETho7m, (B 21, 22, 32)

b. Ak RHEEME K O 72 R

(AT TV VER)

BRE (S, cerevisiaeD6) % W= R & EBEM (&R E 500 pg/mL)
O ZRE (KEEE 500 pg/mL) Tk, WInbEETho7z, (B
33)

c. iR IR
(ATT VB~ TR T L)

F X A =— AN LA X —EEFEME (CHL AIR) 2 FV 72 Ye o iR B 5Bk
G FRFRALERE O S9 mix FEAFTE T - iR 50 pg/mL, S9 mix F7ET :
g 1,000 pg/mL, 24 RFE OEHALERE TR 10 pg/mL, 48 I
] OB ALER YL Tl i L 5 ug/mL) #1T-o7-2& 2 A, S9mix O M M UL
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HIFHOREIZI DL LT, PR E2FER L2 oTz, (B 21, 22,
34)

d. ‘Bl MR

(AF T U~ T R L)
Crj:CD-1(ICR) &M~ v A % AW =B Hfi/MEaRBR (lem & 2,000 mg/kg
(RE O BB O & 5% 24 FEfIZICHEM) Tik, RIFBRICHT D/ MMEOFHEF
IO L enoTz, (21, 22, 35)

@ FLER¥H

a. EITZeIRAE B

(FLI%)

HME (S typhimurium TA92, TA94, TA98, TA100. TA1535, TA1537)
W IR IR BB (B ® IR 10 mg/plate) TiE, S9mix O F E(C
mirb b, BEThoTz, (B 27, 28)

A (S typhimurium) X OEERE (Saccharomyces cerevisiae) % 7=
IR 2eIRAE BB (R mIRE 0.18%) TiX. S9mix DHEIZ)H 0D LT, [&
HTdholz, (ZH37)

(FLEEF R U 7 & (50%/KEHK))

AEE  (S.typhimurium TA94, TA98, TA100, TA2637) % MW \7-18)7%
NS BB (=R FE 100 mg/plate) 23 FEfE SN TH Y . S9mix OF (T H
b b3, BEEThom, (B 28, 38)

AEE (S typhimurium TA94, TA98, TA100) % HV 7-18 722 R28 FLakliR

(A== E 50,000 pg/plate) 233 S 41 TCTH Y | S9mix DA HIZ) o 5T,
fEThH o7, (M 39)

(FLEEH L 7 1)

HE  (S.typhimurium TA97, TA102) % HAW-1EIRZRE REAE (S
IR 10 mg/plate) 2AE/M N TEY . SImix OF I LT, BT
bh-olz, (B 40)

W (S.typhimurium) K OEERE (S.cerevisiae) % FNTo 187229828
ABR (R R 0.625%) 03 FE i S TR Y . S9mix DAEZHPHL 5T,
TnbEEThoTo, (B 37)

ERIRZ 7 F R)
HE (S typhimurium TA98, TA100, TA1535, TA1537. Escherichia coli
WP2 uvrd) %MW I28ImERE BB (A misE5,000 ng/plate) T,

15



SIMmixDOFEIZ)nb 6T, BEBETHo7=, (HH41)

b. Rec-assay

(FLEe 1 U o )

FEE (Bacillus subtilis) M45 (Rec-) MOEFAEFE H17 (Rect) &AW
7= Recrassay (FEiEfE 20 mg/disk) Tix, S9mix OF Wb BT, 2
HTholz, (M 42)

(BIRZ 7 F R)

L5178Y TK+/- ~ 7 A U /Nl % A 7o il SR 28 BB (1E1 H i dii
J£ 4,000 pg/mL | 2[FH : & &EES,000 ng/mL) TiX, S9mix®DFH fEZ )
Mmbod, BYETh-oTz, (ZHE43)

d. GutafRE AR

(FLFE%)

F ¥ A =— AN LA —HEMEg (CHL) %AW iamin Ok
ERE 1,000 pg/mL) TiX, S9mix FEAFE T T 24 e[ M OY 48 HFfi] o sdL e AL
HIETITENTEBY, Wb Thol, (27, 28, 44)

(AT U 74 (50%KEHR))

F ¥ A =—ANLAZ—EEEMAK (CHL) Z AWk R aR (&
EREE 2,000 pg/mL) TlE, S9mix FEFFTE T T 24 FRERE] M OY 48 ] oD ELf5E AL
HIETITEONTEY, Wb Thole, (28, 38, 44)

(ALEE D U o 1)

F ¥ A =— AN LA AKX —EEMEg (CHL) RVl BgRER Gk
IR 8.0 mg/mL) TiX, S9mix FEAFETE T T 24 W] K TN 48 IRffH] oD e Al
HIETITTONATEY, Wb Tdol, (M 42, 44)

e. ‘Bl IMZERER

(BRIKZ 7T FK)

Crl;CD-1BR 2~ A (KHEMERE 5 VC) 2 HWB s/ Rl (ks E
3,350 mg/kg KB DOHEFRHIFE A& 5.) TiL, BHETH-7, (ZH 45)

PLEXD, AT7T7uaA il M) v LAZ0s 0% A0V BiaathsliRiq T
POILTWARWVWR, AT T aA LI T ADIFEN, HEME ThAATT
U U N VBB EIC DWW T, EImeRE B, e kR ERBRENMThN
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TEY, WTFIZBWTHEREORENRHRE SN TWS, /-, AT 7Y Vg
< XTI LA ROERIRT 7 F RICoWTIE, ~ 7 22ROV ES/MERERICE
WTREMEDRRNEGEON TS, LEXY ., XAT7T7aAVEHEET R oA
ERIZE > TR E 725 X5 RBERFEHITRVNL D EE X LT,

(6) #lRtE
AT TaANVEHEET b U U NI OWNTOHURHERBR O ®E LR 0o 70, g
FICBEL, LTO®RENRH D,

(BIRT 7 F 1)

Ked Crl: (HA) BR RE/NLEw b (10 B) & HAW7o R EMRER (PAZE
Ny FIE R, BRI 0.2 g ZBEMT) T A 18] 6 R PAZERLATIC & DK
B2 3 ATV, Fef&AED 2 I 6 RFFPAZERLTIZ & 0 2k S H 7B ¢
(%, Buehler OFFfIAICHE L TRUE, HEEZFHMELIZE 24, BHEAOREZ
WU TREIS DB SR oTz, (B 36)

(7) BFTHIHEH
AT T A VAT b U T ACOWT ORFTHIBEIERBR OB X205 7=,
FLEBFHICEA L, LT Oo#RERH 5,

(BRIRZ 7 F F)
O AR — WA R
Hra:SPFA 74X (FE1E) & AV 7= IRFIE SR (0.05 gii . FEVEAR)
I8 TC, DraizeiEIZHE U TRl L72IRFESE & L C., AR QML REENF O
(ZHREE DFEERIPANE Z RO T2, Wb T2R & ICEIE LTz, (2R
%)
@ FZJE— AR
Hra:SPF R U % (FKHEMERES 3 VL) & W7o Bl filir skt (0.6 g, 4
e #EfR) 123V T, Draize {EICHE U CRII L7 REHRIEMEE LT, ®ED
ALBE & FREEOFERIS 2O, 62, KM - Atk - %iE - HBED
F0>, ERCRHE DSV L BIZ I NN, Wiy 48 FEEZICIHA L TV
Tee (M 47)

3. ErIZBITEIME

AT TaA VBT R OAZONTOE MIBIT MR ZMHERTD 2 L
TERMPoT, ABBICEL, UTOWMERH D,
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(FLA2)

b b (27 et 1T, 33%FLEE (100 mL) %+ _fEIGNICREIR G L7 JEA
T, 12 FEIUNICEC LIz 0RENH D, £z, BRADORKMEIL 1,530
mg/kg KE LT HHRENRH D, (B 48, 49)

t kb (26~51 % ¥ 34.3 5%, 74) & D-#ME (57.7, 95.5 mg/kg (KH)
ZAa—27 N ERETCERSEZ L&, BHERIZRO b o7, (ZH50)

T v MIREOI#EZ 5 2 12 FEBRIZB W T, BEOEENRD Lo T
e, BERAOROBITIHILHEERD bW THAH & owE
LD, LLaens, AR ENEREIC T 22O ZEI TSI
_RENDHRELE LTS, (B B1)

AR (HMETPERICAEENT 404) I DL-ALME (0.4% ;04 g/A 6) =&
I IV 7 R ESETZ, A% 2~4 BB OBE CIEREHINIEEILL S
nigholz s snTnd, (21 52)

A% 10 B 5 12 H OfEEEFLIEIC DL-ALER (0.35% ; 0.35 g/H 6) ZiR L7z
AN EERISELE A, LHBORTYEE &N @ ORO 3 {512, D-FLE2
OYEMED 12 FICEM L7z, BN I L7 O IEIc X0 Ll O IR PEit £
IETCIC RS T2, 2D Z S IXRBRICHWZFLEE 2. L-2LEE (80%) & D-#LE (20%)

M THoTZ b, ARTIEID-ABERHT LN EL D HEL
WIND TRV E B 2 BT, 72 ALIRITITHARITIHE TE 20 £ <,
AleZ 52 5 EARENEA L, TH, M EREEY (Plasma bicarbonate) @
W, BREFBEORTHEOBEIMN A i, BN DHABEZRLS LHEIET S LS
nNTWs, (M 52)

—Ji, &A% 3 » HE TCoMERILIEIC DL-ALEE (0.4%~0.5% ; 0.4~0.5 g/
H6) ZUMUBBMEIC L2 v % 10 HREEBERSEZE 2 A, JRO pH OHMR
KT L7e, miREOFA LGB (FH 80%) M LA X, FH%
DVEGLINT ZEIRUIZAR LY SIRPOBIEEN 2 55 < 720 | £ 33%75°
TV R=RERoT, MEREEDIKT, BERBURNA LIV, BRI VY %
WOINVIIZEET D ERITESCHIZEE L& ShTnd, (2] 52)

(LB H NV ™ 1)

v b (BE3A) BT A (10g) % 250 mL OK & FRITEILE
e ZAh, MUWIER, ., THIZSIESEILEZEN, b glicddEEDLd
IERITE N2 o T2, (B 53)

6 GFEEICLD L, AWHBICBIT 2B MALO— HEHEREIZRN 100g & STV 5D,
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4. —BEREDOHSH
(1) EVIZH 1T S EE

KENZB T 2RI OBEERE CREEMNRMOKES G, 1984
~1986 FF4) B W T, —AH7= Y O—H FHBEEITAT 7 v A VI
TRV TATI4Tmg, A7 T 0 A VAR T L T0.2mg WG INT
Wb, (M 54)

I EU ik, ARSI A x5 L LT, SCF sk iE L7 ADI &Lt
N COBRE & Z BT 50 0ORFENED SN TWD, FHANSAE N K
KIRIZIES . T DICHFRRERENMEDIL TS &V ) (E TREE N E
EINTWNWDH72D, ADI (20 mg/kg RHE) OFEEEBEEICRTT HEE DA
T 2~114%, VAT 136~268% & W\ I #fEFHENF RSN TV D, BREIZRE
EMEMIET 572012, BIE, EBEOMHEICES < EBREORE NS EIT
EIhTW5b, (&M 55)

(2) XBEIZH+5EF

KENZEIT 5 1989 420 NAS/NRC fHEHMEEICL DL, AT T 1A VHL
fe kU o AOFERMSHEIL 1970 4 244,000 A K (110.7 ). 1976
£ 1,730,000 > K (784.7 h1). 1982 4 793,000 R K (359.7 b)),
1987 4% 5,660,000 &R > K (2,567 k) Thol,

T2, AT T aA VEHEES LT SO MR BT 1970 45 338,000 AR
K (153.3 Fy). 1975 4 60,000 > K (27.2 F>). 1976 4 1,070,000
> K (485.4 Fy). 1982 4 193,000 "> K (87.5 b)), 1987 4 330,000
AR (149.7 FY) Thot-, (B 56)

(3) HAEIZH T2

R 16 4R FE A 97 B2 2212 L uiE, 2001 4EFEIC BT D &SR D
BB AEEEEZKICEHSNDAT T oA VAR LY T LD— ANHT-D
O — HEIEIL, 3.9mg EHEIN TS, (B 57)

. EEHEZICH TS
1. JECFA (28 1+ 5 5Fi
(1) AT 7 mA VAR
JECFA (%, 1969 £ 13 MIRGEICB W T, AT T A VHEOFT MY 7 A
R OIS MEOREMEEZTEL, Ty b (FFES L) ICAT 7 aA L
Wed1 v A (0, 0.5, 2.0, 12.5%) % 43 BEHL Lo KB &G mERER T
2.0% M N 12.5% ¢ G-RE IR T INOIE] F 72 1XAF L E SO INN & 5. 0.5%
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& H#E (250 mg/kg (AE/BICHEY) ICITFEHEEERN ol b
(Hodge, 1953 4) . Z24%%% 100 & LT, & ADI % 0~2.5 mg/kg K/
HIZRELTWD, (6, 17, 19)

D, ﬂ%ﬂﬂi]9H$@%15Exﬁ&01m3$@%1ﬂj§% B
WT, 7y MNrERGEERBROBRIC—BEEN 2V LIZEA L BT, &
DEHEEDOEWT v b 1 » HBNKIER S 25 ﬁ%(%ﬁz5@) IZBWT 5.0%
R OFREGRECTEMERENL SN TR E &L, NOEL %2 2.0%# 5
it (1,000 mg/kg (KE/HIZFY) &35 enuY L iz, 2O, Lo
R, AT T A VBT AT ILE L THEELTCWEEE L., HEORATT
UUBNREL TWDEAETHRETHDLELTWD, o, BlLIZAT TR
ANWFHEBT AT VIZHRT DS, BN TT X TRH T —VITAD LN HE
ZIWZHEDE | AT T oA VHBEORZ ST, B OEMEERERT —
IR L STz, KBS, AT 7 oA VBRI T 2B R A X Tk
DR EWNWI T—=ERELNTWDZ Enn, ZeffiE 50 L LT, ADI %
0~20 mg/kg (RE/HIZEH L TW5, 7272 L, & hORBRE OB HE &
FECTHDH L 2MRTHIIENET LW E SN, (BR 6, 17, 19, 58,
59. 60)

B, AT T ANV, RN T LMERORFET N U A OW T,
%15 HOMEFIZB VT, ADI ALV EVEICEFE SND Z LIl et s
CBL T, KOLSITHIR SN TN D, FT7bb, 2O TLHEEF I LT
BENH T2, BEESTIEAT 7T oA VILBBENSEEDO AT 7 U Uk L L
AR LSE L AEORBIE &5 2 LRI N, Ei, BICAT T uAg
NWHLEBBEE Z S HER G LIRSS bV D AN R O34 TSR O R AR IS A2
HEINDHZEMBATT Y VBEOBRINT  ZAOAREEICER T 5 EE2 6
NLR EOMABFEONTIZO, FHMICHIZ> TIAT T U VBROBHERKD
EOERBEEZEETOILEMEINRESNZE LTS, (BE 60)

(2) FLEJE

FLEEYEIZ >V T JECFA 13, x%?m%»ﬂ@ﬁ»yﬁAmﬂﬁ’H%bf
1969 FEDH 13 [M N 1973 FF D 17 [MEFHICB WV THRET L TW\W5, 1969 4
W0, YEE D-FERICR L CTRREINTWZEE ADI 2, R AICEBWT D KD
REHBEN B D E VI FEILN G ONTEZ E BB LTz, AR Cldsl &hex
HHAFIRASLE L LTW5D (B 61), 1973 4F (2L, FHMlilicH=0 & FTO&E
WOBEEFORFHRE 2 ERTRETH DI, b b TOILBIEOM A BB
HRBFERIIATCERNWZ EIWCE, LI ET, 3 » HEToOHIED DL K&
ODEREFIHTERNWET AR H D Z D, 26 2R T &I fE
AT RETHRWVWZLEHEMRIE LTS (B 52), Ik, Z0Z &, A7
T A NVHBEOFMMIZBNTE LI Ty, (B# 6, 19, 58, 59, 60)
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2. FDAIZ& 1+ 5511

KENZBWTIX, AT T aAAVHBOF N T ALV T AN 5LTS
e LTRAENTEY, X— ) —8LE 2B 1T 5 bAICHALH, T8
FEL L T—EDLRECFHBANTHEADED LN TND, (R 5)

3. EUIC&I+ B 5

2T T aANVHABEOFT N U UL E LT BEIZOWTIE, BN SBSZE
B4 (SCF) ToFiiic L v, 7 /L—7 ADI 20 mg/kg AHE/A NHES N TN D
(2HE 4, 62)

EU Tix. 277 uaA Vi )r bY 74 (E481) (X LT, AT 7 v A Vg
I (E482) LRI —ED ERE (2~10 glkg) ZE S, ~N—F U —H 5
B, fBHE~OFEANEO LTS, (B4, 63)

4. HHAEIZH T+ 2T

S AVEUING =874 SVAVINERS)IL7))

XT?J/MV?X/?A;OwTﬁ 7w k90 ARMERGEERR (S
M 22) IZBWT, 10%L EOHETHF~OEERAZLNTWD, LILRBL,
= aih%ﬁﬁ% R4y FERBEEOBZNN O D Z L EE 5%LL EOIRER
W% FT HHENTNWEINTEY, ATT7T YV VB~ 7R T MTON TR
ADI ZFET DM EIT W EFHIi S TWb, (B 21, 22)

(AFT U BRI A UIN)

ATT VUK OAT T U~ 7 320 AOmERBREE (B8 22, 41,
43, 44, 64, 65, 66, 67, 68) IZHLIFEOBMEELEITHOONTEBL T, X7
TUVCVBINLT U LT OIRERGEEORKR (M 64) HoBE b
NOAEL &gt sk T ol & & Ol & IR W2 &b, 27T U VR
T BZHOWTIE, I & U CHEYICER SN D56 ORI &N 7
WEEZ LI, ADI R ET HHEILZ2WEFHMES N TS, (B 69)

(R Uz Fm & T 56 BIEROMME I AIRELE)
BRT 7 F RIZHOWT, b MRSREIIAROEN G RMLEZ T L TEILT 5 7]
REMER ® 5 Z Bl T, A X0 13 @ ER SRR (B 20,
21) ® NOAEL 100 mg/kg {A8E/H % &2, Z24%%% 1,000 & LT, ADI % 0.1
mg/kg A/ H k;&ﬁiémﬂ\

Fo, Bl W%@D%M@%ﬁ K DHIRA~OREFEEEI IO T/HhEWNh
DEEZLNDZ LD, THEEDO ADI X% ET 2 LB T2 0, ARAO R,
IZ D-2LEE. DL-ALEE AT A 2 LoV T, ZBESMLELEZZ 5D, L L
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W5, (RS

V. BmfEEZEbE

AYEZDOHODENEREICET 2R BRIE VN, A7 T aA ViEF Y ¥ A
T AT T A NVFHERIINV T L ERBRICERT CESGIZAT 7 A VHERIZR D |
S HICAT T U REDRRIIEEE 73 & FLBER A (el L 7= 2 IC S 5 & Pl S
Niz, £7=. ABEEHRZIET ) ~—F T 0 INDRIEREOABRY A ~— (E
77 FR) L LTRININD Z &R,

LoT, AT 7 A VHEETF U T AICHOWT, BH SN MR BR R T
FTLLMEREOR2LOTIERWN, AT T aAVHBINLNY T LOT—H &I
%YJV%%&Uﬂ@ﬁ@%'ﬁ%ﬁ%@?~&%%%’“A%:ﬁﬁﬁé*&

ATRE & HIWT L7, 723, JECFA CTIXERIR T 7 F ROT — X 2FBE L T2,
ﬁbtﬁéﬂ7 JFRKBATTaA NVHEST N U LAORBHIZLY 10%RREALT S
AREMEN TR EINTWNWDLZ Enn, BRI 7 F RlicoWnWTE N7 — % LikHhio
SZITHWT,

I W2 2T 7 v A OVELRE O B ERER D % < 13 JECFA (231 % #Hfh 2 H]
WHNTEbDTH L, TOFRFTELS, 2o, FARESNTEY, HKFRTA
FIIRHETH LS Z b, BWREBROFEMIC OV TR TE 2 oTc, L2
Wo, AT TaANHRT ) UL, MNTRMES THLAT T U iR E LR
RS, ENODOT—ZPFEET 52 L. REICOIZ D BOKEEE S TR <
INTEY, ZOMEZEMEICEAT REROMEITEHIh TN 2B E .
KYE DRI &7z > Tix, JECFA ORI KIT 57 iz ATRE 72 (R Y B8 L
7o

ATTaANVHLETFT ) T LADIEN, ATTaANVHBILVY T A Z2ELLT
277V VR R ORI O AR EBRAGE (DK A5l U721, F A Ak,
R A EE N NEREEE A SRV EB X LT,

JECFA 255Hl ORI & L7 AT T A VHER IV T LD T v b 43 HHEKIE#H
etz o, ﬁ@%ﬁg#ﬁMwaémﬂﬁaT%&wt@%mﬁg®
WA HEETHLONHB XN, HEDODAUNBAE —Th i
N@EL@E%&%@%Kﬁ%?&%:&\it\ﬁﬁﬁ4P§4Vmim5%k
WO EABEOHEENETITRWNWE SN TND Z & D, KRBRAE R4 ADI OREIC
Hnenwz e L, 220, HEHMIZEHTH LN, HERESHNBREIN
TEY, o, EREWHE L2 HWET v b1y ARG EHEERBRIZE WD
TR LAV AR I OIE e CNF L EE OIS X, AKYWE D NOAEL 1%
4.0% (2,000 mg/kg (KHE/H) & FHm L 7=,

22



ULk 2574 HE) Y 7450 NOAEL O f/MEIE 4.0% (2,000 mg/kg
RE/IA) EBZXDND, BRBRBUITONTIZ, AT T A VHET Y U LI
SMCBITHAEFORBRRN S5 Z &, BRMRSICOMIN LS E-ER Ve
ZoNHZ L, HIZ, BELLTA X0 2EMORERGFHERBEELH D Z &
N, WEEO 100 ZEHAT 52 & & L,

EREEEZ, AT TaAVEHET MU U ADO ADL L, 20 mg/kg (KE/H & FEAM
L7,

ADI 20 mg/kg (RH/H
(ADI BRERMLE EL) 1 7 HRER G5 EERER (A7 7 A Vg by
LT L)
(B Fd) 7 v bk
(85 H1E) IRET 5

(NOAEL % EAR LT /) (R BN O] K OV b BB o B0
(JECFA #iEEIZHES<)
(24550 100

k. HNBICBITHLAT T A VAT ) U LAOBERICHKT S D-ABEO
BRIZOWTIX, LFOBEEN O ZRMEICREBEOMBEITWEB XD,

c AT T uANVHET N U AT, NI B T ORFEORRBRNAH Y IR
B A~OFEAFIIRIEL E STV,

- DREICBTFALZAT T oA NVHET N U LAOHEEERE (3.9 mg/ AN/ H) (2
HMEE L 0% ETEEND DHABPTXTDRTHDL EREL T, KT
O D-ABEREL RED o7, HEEBIELAE 50 kg THRLIEMENS, %
BB oNTHSE (KEZ 5 kg &RE) TO D-FLEEEIEITA 0.16 mg/
HERMINTZ, ZoMMEIE, AR TRERALNT L &0 D-ABEBIE (1
0.4~0.5g/H) Xv+mnblhntiEInd,
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v . i ., R
@;? R | e f{i @f?f R B 5 B R “
v~ |HEES &0 BHES | 2T T uA LE|20. 25, 30 gikg|30 grkg REALGEETIL 8 IL 4 JLANFEL L=, 17
i73 &\ 20 F721% 25 glkg (REZ &G LI=&BETIL 8T
EHIBEFE LT, S LT v FOBERNICKED
= WX S e o Te e 5 E S Rt S iz Z & )
% 5, LD, ORENPR AR TH > 72,
7w bk HiEfe s |#&0 MERER B|BRIR T 7 F 1 [5,000 mgkg {4|LDs0>5,000 mg/kg A H, 18
[
Fv k|28 HIE  |[JRAR B 20 | AT 7 v A FL[0, 0.5%0, 2,500(90 H%EOMEERE KB GRUZBWCHEITE| 17
fer hU A |\mglkg (KE/H 2) [EOREE/IEINNTED DT,
(X 7.5% % 5| 1 7.5%  ( 1,875|MiK, fiskes B R OYSHEHRRER ORIV TR 6
%, 12.5% mgkg K/ H|FITERO DTz, 17
% 2 W, 2) 12.5% (3,125 19
52 15% mgkg AHE/H
17, AM 2), 15% (3,750
mg/kg {KE/H 2)
Zv b |43 HM  |[IRH W5 | A7 7 A0, 05, 2.0, (2.0 %KL 12.5% % 5HE CRERMOME, 2.0%| 6
s (126% (0, 250, [BESHHHRIFEREOEMNED bz, 2B, | 17
1,000 .  6,250{1969 M REDOFEMM I 7RO HNZATRIE 2.0 %| 19
mg/kg (RE/H 2) [ KTY 12.5% % G CONFLLEEDOINOAL & S
UTUN=,
% <NOAEL : 2.0 % (1,000 mgkg {&#/H)
s (JECFA 2L %) >
Eig
A
@ Zv b |98 HR  |[IBfH W e 45 0. 0.5, 5.0, |12.5%#5HECIHREIINOIEI L IF-H - Ll -| 6
10 12.5% (0. 250, | - 4D HLEEEORSMOIENNT, JENHHRRC BT 17
2,500 .  6,250| 2 ENAZEEDFADTED Hiviz, 19
mg/kg KT/ H 2)
7w bk 17 H IREH K 25 0. 0.1, 1.0, 2.0,|5.0%LL L& 5#ECERERIMOMHI K ONFLLE| 6
3.0, 4.0, 5.0, |EOHMAZRD ST, 17
7.5% (0.50,500, | <NOAEL : 4.0 % (2,000 mg/kg {&&/H) > 19
1,000, 1,500,
2,000, 2,500,
3,750 mg/kg &
H/H 2
v — L2 £ER TRER 1, 0.7.5% (0, 1,875| B 358D L ieh o T, 6
AN W 3 mg/kg K/ H 2) 17
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M 7 4%
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AT TV UEE~
VE DA

0. 5. 10, 20%
(0, 2.5, 5, 10
mg/kg K/ H 2)

20%5% GHEOIEDO RN 8 TR TR L,
TTENIARIE & 72 0 1 TCIZRIEE N 2 BT, 20%
PEGREORE 4 TUIE 2 » ALINIZEEL L, 4 Tuaf)
IZREREADNER & % 2 BTz, fgsERIZ O
Tid, 2ESROMECEEREN D L, 10 &
O 20% % GREORECIF L EEB Lz, R
FRRRAN T, RITRBEOMECIT 2PN B DA
ZF0, 95 13 [ETHETH-T2DITHT L, 20%
B G REOMECIIIRIE DA IRILE DL 8 D\
HFEETH o7z, ZOREEAIREE ORI, 7
B~ 7R3 AEAHANTER L, JREEHE
BOWINCEG LD EERIN TN,
<NOAEL : 5% 58 (2,500 mg/kg A%/ H)
>

v — 7

2 3 fH

frqn|

MR 2

v — 7

13 #fH

B

MERER 4

BkT 7 F |

0. 10, 100, 400,
1,000 . 2,500
mgkg AHE/ H

(D-FLEEE &
5%)

2,500 mg/kg RERGHEOMERE IR, MCT
i, 1,000 mg/kg RERGREOMERETIEM:, 100
mglkg REBEGREOLE 1 1T TR bz,
REIZOWTIL, 2,500 mgkg RERGHEOM
. 1,000 mg/kg RERGREORET, 500 &
Feig U COPEHAE N LTz, fgsERic o
WL, 1,000 mgkg (RELL_EOEGRETHRIAR
&L MOEEENED LW, #iTid, 400
KX 2,500 mgkg (REBEGEEOMERET, KIEIC
L 2EEOWLERE (B - H - /Meorrtafr
EHEE) | MR - MoOZEE, BRORF LS
B O, RERRRFAZIE, 2,500 mg/kg R
BeEREZIN T, MERED BT - BRI - /)
159 oI« JRATEZENE « Mol & OWREERG, 1EOE
VS A, HEOBEODL A - iR U 20— 4G
18 « R T & —7 BRI B 58 b
77e & 512, 1,000 mgrkg KEBGEEOMETITNG
JUR - HEEREDS, HECITATETESESAY, 400 mg/kg I
FERGHEOMERECIE BRI & O M8, HECi
NS SIS, FIENGED LT,
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0. 4. 20, 100,
mg/kg A/ H
(D-FLEEE
5%)

HIRIZ B T100 mgkgREEGREOMEED H
WHIL « S0 < TEEHCH SR S ARE S D BRI
NGRSO B AL, BRI FIIZ, 100 mg/kgfg
TR G TEIRENRD b, B SIL. /T
BEAL T, MEFESIIEE DI NZ Ehh, e
FEPEATRLE A7 L TR0,

<NOAEL : 100 mg/kg {A8H/H GEHHIZLD)
>
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R AT

0. 2.5, 5% (0.
1,250 . 2,500
mg/kg K/ H 2)

2.5% L E OB GREOMERECUEIINIIHEIY, 5%
B GO CIRIE 7 ATF RO TR bk
132>, 5% GREOHEZ BV TR IR E BRI
HAIN9~2 & 4Rz, ERRR R C B LEE RS L
T LI OREERAIN A 8D T8, REER O,

RNIMEEF SN EEEINT,
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(4T W= 1
6-15 H)
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U

570 mg/kg A/
H

R DT REFG K ONTFHERIR N7 b,
Jia V2 CHATE BB LIBIE DI INASTRWD DIz,

26

25




o | s | S PRE W R B R e
invitro {2502 TA92 AT T B A VE e T 300[S9mix DA 2H0 BT Bk, 27
HEAER TA94 felins 7 |pglplate 28
(+ - TA98
S9mix) TA100
TA1535
TA1537
TA92 S EE 1,000[S9mix DA BT, [k, 29
TA94 pg/plate
TA98
TA100
TA1535
TA1537
YR BT F v A = eI 62.5  |S9mix DIEEE F T, [atE, 27
ER — AN pg/mL 28
A B — 30
SIS
(CHL)
invitro |#EJw9e8575| TA98 277U |50 pg/plate S9mix OF )b 53, B, 31
HLEAER TA100
(+ - TA1535
S9mix) TA1537
TA1538
18T 28R | TA9S AT 7V ER~|5, 15, 50, 150, |S9mix DOFEEIZ) D & FEM:, 21
Livayiy TA 1535 TR L 500, 1,500 K& O® 22
TA1537 5,000 ng/plate 32
E.coli OHAEKL D156,
- WP2uvr 313, 625, 1,250,
}% A% 2,500 K O* 5,000
= pg/plate D&
M |invitro | RRE|EE 1 (S AT TV R [~500pug/mL  |S9mix DIEE(E T T 24 KON 48 FeE DR 33
BB X | serevisia WENETITONTE D, Wiy ak,
(O E eD6)
mnvitro |BEERT|TF ¥ A = AT T VR~ | AL B v 0| S9mix DAL QBB OREIC )b 59| 21
ABR — XN VA NN S9 mix () : 1.56, |Jeta kT H 2355 Lien o7z, 22
A B —1E 3.12. 6.25, 12.5. 34
ESlIOIFS 25 JK v 50
(CHL) pg/mL, S9 mix
(+) : 31.3, 62.5.
250, 500 K X
1,000 pg/mlL,
HGALEED 24
FRERHALER : 0.313,
0.625. 1.25, 2.5,
5 & OV 10
pg/mL, 48 M
ALFE : 0.156 .
0.313. 0.625.
1.25, 2.5 RO 5
pug/mlL
<A EBE MR HEERR O AT T Y WE~|500, 1,000 KONARFERIZKRTT 2/IMEOFERITRD bienoT=, | 21
B VE AN 2,000 mgkg & 22
B[RO & 35

5i4% 24 IR 5E
it
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VY e &5 | Bk - = - .
Rk BfE | BRI ik e BRI &5 & L
mvitro |EIFZEIRZ | TA92 ETA 200 ~ 10,000|S9mix DHEEIZD DN BT, [k,
AR TA94 ne/plate
(+ - TA98
S9mix) TA100
TA1535
TA1537
S.typhi BT 0.18% |S9mix DA 5T, ek,
murium
S. Cerevi
siae
TA94 A F MU A | @ B FE[S9 mix OEEEC» DD BT, [t
TA98 100,000 pg/plate
TA100
TA2637
TA94 5,000 ~ 50,000|{S9 mix DHEIZH )0 5T, fafk,
TA98 pg/plate
TA100
TA97 HREH LT A | RETEEE 10,000(89 mix DAEEZH Do BT, [k,
TA102 ug /plate
S.typhi & & 1B E|S9mix DA DD BT, Wb R,
murium 0.625%
S. Cerevi
siae
i TA98 Bk 79K 100, 333, 1,000, [S9mix DA IEZ A BT, Fak,
1= TA100 3,300 . 5,000
P TA1537
3 E.coli
= WP2
X uvrA
" linvitro |Rec-assay |B.subtili HEeh UL B OB R 20\ i,
s M4s mg/disk
(Rec”)
H17
(Rect)
nvitro |ETEZERZE|L5178Y BRI 7F R |1 [\ H:,000. [S9mix OFEEHDH BT, [Elk,
Sk TK+/- 2,000, 2,500,
~RY 3,000, 3,500,
>N 4,000 pg/mlL | 2
[ B : 500 .
1,000, 2,000,
2,500 . 3,000
pg/ml
invitro |YBERE|F ¥ A= FLEE R 1,000(S9mix FEAFE T C 24 FEER TN 48 IRFE O EEfiAL
HRER — RN pg /mL HETITONTEY . Wi biai,
A K —HE
ZEHIER
(CHL)
F A= e F U A |500 . 1,000 | |S9mix FEAELE FCO 24 FE LN 48 M) oot
— XN 2,000 pg/mL  |[JUEET, Wb EERE,
AR —fE
FEHIERR
(CHL)
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VY - 5 | Bk - - - ., SR
B ghprE | BRI ik e B E % 5 & OB RS R No
invitro |YEEREEITFT v A= WD U A IR 30,000({S9mix FEFFIE FTO 24 B L O 48 REf o 42

i =ER — AN ng/mL WERET, Wb, 44

= AR =L

7 Fe itk

5 (CHL)

2 |wuz B MR R MR B|BRIR T 7 F K (8375, 1,675, |Ralk, 45

5 B 3,350 mg/kg O

~ R[] R 7 0 11 4%

5
E VR | RIERENE 10 BRIRZ 7R |y Tk SR E R OB 208 U CE S ITEIE S e 36
2w £ e, AT 0.2)5 72,
‘g g ZRGfF
U (RS PER M1 BRIRZ 7K ]0.05 g . HDE| IR QM REN N SRE OFSIORME 78] 46

o B A DM, WTIE 72 BEREIZERE LTy,

% YR | BRI HERER- 3 0.5 g, 4 PRERTHEAL =B ORLEE & PRREOVZIEROS A 780, TIT, K| 47

% B I - e - TR - FIEEOIZD, BRECREE

3 DEEVBBIER SN, WP 48 BEIRICHY
AP QAY N

E bk + ¥ 4 (27|HE 33%A.Me %4 100|12 BEREILAICAET, 48
W GRE| ke t) mL A DKL 1,630 mgkg KE LT 58| 49
5) D%,

i qn| 7 4 (26|D-3Lig 57.7.95.5 mglkg| I — /L b LIEETEILT: & & BIFERIZR 50
~ 51 REE SNRD T,
k. )
34.3 %)
g 7 v MIKREOHIEE 5 2 T2 IRV T, FiE| 51
DR SN T2 L b AR A D
ORI SFEN D SN2V THA |
LOWEL DD, LR b, ILshE RO
FITRIT DI OEEIIRIE X 0 SRR S
NHERETHDH, L LTS,

v AR e qn 404  |DL-#LFk % & To|DL-$LEE A% 2~4 OB CREMINCEEIIA D] 52

ﬁ Iy 0.4 % ; 0.4 g/H 8|78 o 72,

¥ | 10~ HEH DL- 7L.# % & t¢o|DL-3L#% L-fLRO R rh i RS i@ o &> 3 52, D-#L| 52

7 (12 HOH N4 0.35% ; 0.35 g/|FEOPEIED 12 L7z, LB Lo

,fu [ A6 DL L 0 IO R PRIERITE R S 72, W,

B, FLVC ISR TE A% < | Hisa 5
2.5 SARENED L, TH#, M ks (Plasma
bicarbonate) D, AFEEAD R HHE OB
BHHI, B LA EIRLS LEET D & Sh
W5,

A% 3 |10 B[R0 DL-9.W: % & ¢o|DL- L/ 0.4 ~|RD pH OHIMET Uiz, EiREOFA L a0 52
HETo eI Ly 0.5%;0.4~0.5 g/| 7L (42l 80%) ZHEER L7=3LVlix, 4Hzd
FLIR H EETe I NI 2R UZILE L0 IR ok
FEM 2 fFE< 72, K 83% N T v R—v R L7
ST, MEEREDOIT, BABENR A i, WM
VT BE D IV ITEET D ERIRITES
MNZENE LT,
= A B S[FEINAY UL |10g 10 g % 250 mL OK L BRI & 2 A, 53
4 5g UV, EH, THIZ5IEEZ LM, 5 g

1282 LD L9 BRI 20 T2,
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