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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 VHEET 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,
HIEREBIER BB EZ A IRV EEZ BT,

AT T aA VAEF N v AoRENERE (NOAEL) Of/MEix, v b1 » A
KA H G- BRIV TR B LT AR E I O] K ORF L E & OIS X |
4.0% (2,000 mg/kg KE/H) £B2bNDHZ &b, BafEH% 100 L L, A7
TaANVHEST N v AO— BEBEGFE & (ADD % 20 mg/kg (RE/H L EE LT,



C FHMEXRAEDOHE
1. A& 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,

AKWEIZIAT 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
*

EHBRICIE. DRELIE T IR

DIRAL D %,
713K R-CO (#5i&E0) n (ALo%) 1 HTE (X&)
C21H3904Na AT T uaA Nk 1 378.53
(CH3(CHz2)16CO)
C19H3504Na VAVIZ N ) 7 1 350.47
(CHs(CH2)14CO)
C24H4306Na AT T uA )k 2 450.59

4. HRRE (M1, 3)

H~WEEEOBMEXIT L AVEERTH D, FFRRIZBWY (BT AVER) 13D,
WEIC X > TIRBEDR B 5, KICKREETH D08, BAKICO®T 5, T
TN a—v DTl (36~47CLLE) ICERT 5,

LJECFAIZ LD &, WHIT2 LS TWD,



5. FHMEEFDOERE

AT T A VHEST MY T A, BAoRENTICBT 5 IAFIRL EH 72 L
ELTIALSBCKREEZ CICBWTHEA SR TW A ELRIM TH D, (B 4, 5)

DORENZBWTIX, 1964 FIZ TATTaA)VEHBhLry o DHALAlIE LT
eI, NUVHE, ETE, DAFSFORMIILERER TS, £, HEHx
WEE L TiE, 2004 FZ TRAT TV UM~ TR UL KON T2ATT Y R
YA PEGERAIE T ITEAlE LTRESNLTV S,

JEA G Tix, 2002 4 7 H03EE - BaERRSREMEESBSTOT
AFIHIZHEV, OFAO/WHO & RAE MM EMFES# (JECFA) CTEEEMIZ
LAMEFERE T L, —EORANTLEEERHR I TEY ., 2o, OXKEK
VN EU #ESCHEANALS B O TWTEREREMICKLEENS W EEZEZ DML E
R 46 SLHICHOW T, RESNLOEFE A L BEAIT =
etz BAT 2 et 2R LT 5,

ZOFEHIHEN, AT T aAVHET MY U AIZOWTFHEERINE L o7
ZEND, BRMEIIMEESEORFEZRET 104720, AR EEEAREICES
X VRAETEE D BN R AT B ST MERZEFHI MK I N O TH b,

6. AMMIEEDHME
ATTaANVEHEET U U AZOWTR U, B, OAFES~OE I
THEMELED, JECFA EZ2 2 Z TN L ED - ETHIZiRmMmE LT
BELLY ETDHHLDOTH D,

I. ZREeMICRIMEOBE
1. KAFE (RIR. 2%, RKHE. BEi)

AT TaANHEBET N UL, AT T aA LB LYY AL RRICH KT
THEDICAT T A NVIERIC/R0, EBICAT TV VR DNENER Iy & LB SR
ERE L 2R IR SIS & THIEND Z D, KNEIREICOWTIZAT T
A NVHEED NS T LDT —H BT, AT TaAVHEST N U LOEE K
MTBHZEE LT,

SV TFUMIT, ATT Y VBB RFBHIZLT 2 LEDT, A7 7V UiEE
FERICE M THY , —RIEBRAS 2R Toans, £z, ZEiEaIL.
BETRO~A Ty THDZ ENLERNIIERBITREE L TEELTE
D, AKFHEEICBW TS FEARICERL L=,

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

RUFBICONT, EERNTIE, &0 FR Y = 27 VEITIEEEREMIC, K
FAV A= —IThR D LEERNTINAK SRS I, 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

BRI ASTZAT T aA VEHEERT Y U AN, Ay o A ERKICH
WRERIGE L, g 2 DN ELIEAT T A v 7 F RI8lic/e b, [8lix
UNR—=PICL W EGICHEMHT 7 F R0l &£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 b
OB LEIMr s, [l &2k Tl &gt /) ~—[6]l 24Kk T 5, RWNT,
AR L7 BIEREO S 20 IR L6l 2435, —J7, TR T v
UMT T, KKk E =27 v v EOMBEERICE D IR 2 77
N CHIlr S, FREMR[TI 2R CLUBRIR T 7 5 R[9] & L CHERL 3 % (B 12),
R T 7 7 RIONE, et Tl BER L, B8 T 7 F K [10], KW THL
et/ ~—[6licE TSN TSN DL THIENS, (B 12, 13,
14)

WTNOEE S RIS RO KB Ec W T/ ra—x 7 |
BN (G XA R b RSB & KIS D (ALEERIEE/Cord [A1E%) . F72. R
TT7 VU UEEEDNRIERIZIGE D> DRI S VTR AREREE ICA D EE 2 b
%, (M 15, 16)
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HARAY T —2] - @ms=3~9) [t 7% VT (257 He0 B ‘?
BERIE (—27 7 a4 L) /
J#wzw* (—Na) ™~ L IR
i ‘Chem(Na) | d ron +H,0]  HO O)’é
- 0 ! ° g © o OH
: 0 | <gi .
2
, HO og-Rl L . MR BT 2 F K9] 1 EBT 2 F R [10]
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, .
1
1

) A7T7aA N7 MMAHEBE, 77 MAABOZ %, FEE AT
TeANTZIFR, BHIIFRELTEHRLTWS,
B 277 uaANVHEBET N v LAOAKT (BE RO T4 R
(EHHREERLY)

(RTFT7TaANVHABINLT T L)

HED Wistar albino 7 > k., Tuck To ¥ 7 A, Dunkin-Hartley E/VE v kK&
Ot FoOMEAREYR—F (T, BEMKE (v b T+ . 2i)
ZHWT, In vitro T 37TCIZBWT UCIEBRAT T rA VA IV T L (4
mg/0.1 mL ; 5X108 dpm) & 32 A v F 2 _X— 3 > U CTHKSGER K OWIHEA
WEZHELL, ~vUVA, Ty b, EALEY FEOE FOBEMELE 1 R/HA
VX aX—var LA, I T, BTl 30~40%., b N+ 16

Tl 20% D3RGS e, ~U A, v FEOEALE Y FORFETIE, 40
~60% KSR ST, SIROIEAEE X~ 7 2T 7.5 pmol/g fFlE/hr, &
JVE > b T 24.7 nmol/g iffigi/hr THH-7=, —J. £2MZEZAWVWZHE, v U A
LT > FTIEK 10% 030K SESIL, B R TIRIZEAEGBINRPoT,
SFROYBIEE L~ 7 AT 0.27 nmol/g & 1fi/hr, J » + T 0.8 pmol/g 4 fi/hr
Thole, UbELDL, ATT7aANLHBINV T LT, BE KO CREIZ
ATTVUBEABIIOMRIND EE XN, (B 13)

(2) DB VH
AT T uANVEHEET B Y TN ONT O KO ORER 2 BT 5 Z &
XTERDoTe, ATTaANABIN T LNIEAL, LTORERD S,

(AT TaANVHABINLY T A )
D ~wY R, ELEY h

HED Tuck To v~ 7 & (K 3~4 L) K UHED Dunkin-Hartley €€ v b
(BB 3~4 L) IZAT T 1A )b UCHRGRFLER U L 37 L (MC FERRELER D> b B R



900 mg/kg RE, KEREIR) SIGHED LTRSS 14C % DL-ILE (325
mg/kg (KE, A7 7 A VILEE /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 CIRRERRRERD GO, (BZ13, & 1)

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

P2 (B 1 2 IS TE D434 (%)

~ A ELE Y B

M | Il | B | 2otholEss | AR | BE | I | B | 2otholEz | A6k
AF7aA) 1uC A | 079 | 091 | 026 | 0.04 LLF 2.07 | 2.01 |4.11 | 024 | 0.16 AT 6.66
VNI AYN
4C DL-ABEE / ~— 0.84 | 098 | 021 | 0.04LLF 214 | 1.87 | 7.87 | 0.18 | 0.10 LA 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 CIRIA~DOHMII AT 7 &1 A JVELEE T
N7 AEEO T INHBREGEDOSE LY b Eho7- (4.0%Ix L 16.2%), E
Ey FTHRBROERN GOz, (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 B A 1C HEE AT 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 / ~— OWEIESM DR
WAE, AT T a AL UCHEERRELEE 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 AT 60% EIFRIEFR—TCThoTo, £l2. 2007/ —7[ 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 U L o 0 LD G- 48 B D CO2 HEER (%)

CO2 Pl (%)
27T Y U +4C HEEE )~ — 58
AT T A uC N7 b 60

Dbz EE2BETDHE, ATTaANART N U LOREAFIEIAT TV
VRS DOWEBEERS R & FLEE Sy (LT ) ~— £ -3 E T 7 F R) 1ISksy
iR S v, FLEEE TR BT ) v — Il SN BRI E NS, w7 AR
TLE Y POFERIZBWT, —# (K 10~12%) 1315 & QAT Tt / ~
—ICETHMENT, AWBF A ~— (EEHZ7 7T K) & LTRSS ®IRF
(ZHEME SN D ATREME DS RIR STV D D, ISR T AL TS
RIS E LTRSS E B X bz, (B 13, 14)

2. &

AT T aANVHET N U AIZONTE, KERGEERBROT —% ()
NHDHDHTHDH, LLEENG, Edo@Ey) ., sy s REICERHS T
RBIIZATTaAVHERIZR Y . EBICAT T Y VBRSO RS 5y & SLER Ry
DIWERE L 72 EN D Z &, ABHDIEE ) ~—F 73— 5o S D RiE:
ORI A ~— (HE#ET7 7 FR) LLTHRINEND Z LR RBREN TS Z L
Mo, AT TaANVHBET R U AOBMEICONWTIE, AT T A VB LY
U ADT =X BT, LWBEEOAT TV VBEHOEERBREEO T — 4 L85
ZHET LTze AT T aA VHLIET b U 7 AOFEICH =0 . JECFA TIE LA
THHBIRT 7 F ROF—F 2 EZ/BL TRV, BB LEEHT 7T RN AT
TaANVHEST N T LAORBITED 10%REA LT 2SR TS
TEMNBBRRTZF RIonTELNET— 2 L G528 & LT,

ek, FHEICHWE AT 7 v A VHBEOEYRR D% < X JECFA 2B %
FHHICHNO NI b D TH LN, TORFIT LS, 220, FFR/RELEINTEY,
BRE R CAFRIRETH L Z &b, BMERBROFEMICOW TR TE 2o
Too LIALZ2RG, AT TaANEHBT N UAE, KNTRMKTTHDL AT
TUUBEABIIOMIIL, TNODOT —ZBHFETHI L, BRFREITHOTEVRCK
HEECTLERINTEY ., ZOMEEMEICET 2 /REOMBEIXER ST
RN EEEE R AMEOFmICH - - Tk, JECFA ORI 5 53T
fili 2 "I RE72fR D BJE L 7=,

SNIVITFUBRIT, AT TV UBRERFEICLT2 LEDT, 277V Uie

9



FARICR A TH 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 MZATTaA VEEE (20, 25, 30 gkg {KE) ZHERROKG L- L
Z A, 30 glkg IREHKGRETIX 8 PEH 4 PUAETE L7y, 20 £ 7213 25 glkg 1K
HAEREG LSBT S IEEBINEFE LT, RRBRICBWTCI, B 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 0 S L7eiR BTk, LD,,>5,000 mgkg KE CTh o7z, (HH18)

(2) RIE®EEM

DT v b (BEE200C) (CAT T A /VHRT U T A (0, 5% ; 0, 2,500
mg/kg{KE/H 2) % 28 H MR G L7t i EEHC R LT3 » AMfAE L.,
KHES VLA 32, 60, 90 KN 140 HZIZER LI-RBRCiX, 90 HEZICER LTZ
2R WM E R 5HICB W T, FLEROBE2RBEMNE O b, (R
17)

A X 1PCIZATF T aA VS R oA (7.5% ; 1,875 mg/kg (KE/H 2) #%
4%, 12.5% (3,125 mg/kg RE/H 2) [Z#HMESE T 2 @ME&REG L, 51T 15%
(3,750 mg/kg KE/H 2) IZHEMSET1 » A& G LB Tl Mk, N
FREE L OB TR EICB W TRERRO Lo, (B 6, 17,
19)

2 JECFA THWOHR TWHHREZ W TERELHE (2R 69)

i AR f3diNy EAT &
) (kg) (g/Ehim/B) (g/kg fRH/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)

HEDF > N (BEESIL) IZAT T aA VAL (0, 0.5, 2.0, 12.5% ;
0. 250, 1,000, 6,250 mg/kg{AH/H 2) # 43 HMEHK G LA R T, 2.0%
F N 12.5% % 5 R AR EE MO, 2.0%5 5 FECAF L E RO & 5 iz
3, 7035, 1969 FYUEFOFHMME R (B 17) TiX, RO LT RIE 2.0% %
W 12.5% &G TCOMELEEOHEMOL E SN TW=, (K6, 17, 19)

A S & LTk, NOAEL 1% 2.0~12.5%I2H 25 L E 2 5N BNHEDAL
DAY —ThH Y EMERIMMIIARARETHDL Z &, 2, BUTHA FT74 Tl
125% & W) BHAROEGIIHEY TARAVWE SN TS Z b, ARBRER %
ADI OB EIZHWRWZ & & LTz,

Z v b (BREMEES 10 J8) [CAT T aA Vil ry o A (0, 0.5, 5.0,
12.5% ; 0, 250, 2,500, 6,250 mg/kg fAHE/H 2) % 98 HIHRETE G L7l
T, 12. 5%&5%?%@*%@%%& JF - 8 - ol - B - o L E & O
MOIEHNT, BEWHERRC R T DIENIRFE OB ENRO bivlz, (R 6, 17,
19)

HeDZ > b (KHE25C) AT T aA @y v (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
KE/H 2) % 1 » ARG L2 BRClE, 5.0% 0L L& 5 CIREE MO
IE R OWF L EEDOBNNED bz, (BR6, 17, 19)

A& S E LTIE, NOAEL % 4.0%#% 5.8 (2,000 mg/kg K&/ H) & FFM
L7,

E— 7 VR (5 RERE 1 D5, M 3 L) ’X?‘YH/(/V?LE?UJ/I/“/'?A (0. 7.5% ;
0. 1,875 mg/kg (AH/H 2) % 2 FMREEEG LR Tix, BENFEO LR
Molz, (M6, 17, 19)

AR L LTI, #BREMmE N D0, BB GHTCORRTHL Z &n
5, ARBAEREZ ADI O EICHW W L L LT,

Tof, A7 TV CBEEAOIBBEICEAL, UTORENRS 5,

OATFT TV

31969 441 JECFA (235 T ADI O EMHL & S 7= 3B Td 5, NOAEL 1 0.5% (250
mg/kg (AE/H) & I TWen, Z0O% 1973 12, 7 v MERGREBRORRIC—B BEN R
WZ e ENG, 2.0% (1,000 mg/kg AHE/H) ICEFE SN TWD,

11



(ATT VB~ TR T L)

Wistar7 v b (FHEHERES 20 P8) (2, AT TV B~ 27317 A (0, 5.0,
10, 20% ; 0. 2.5. 5.0, 10 g/kgfAHE/H 2) % 90 HREREIFKE L =B Tl
20% % GHEOREORE) 8 WM TEZFICHAD L, 1TENIREE L 720, 1 JLIZIR
RN BT, 20% K GREDME 4 VEI% 2 » HLUINICIETLS L, 26 & bR
AR EZE 2 SNz, BERERICHOWTIL., 2R GREOM T E &N
L. 10 KON 20% ¢ G-REORECHFLLE &8I U, RERARRR 00T, R IREE
DOMETITRBNIREDOAIKILAE ZFBD, 96 18 ILTHEETHS7ZDITH L,
0%&5%@%{iF%@EF%%@%E%éw@$%Ef%oto:@E%
IR ILAE ORI, AR O~ 7 2oy AEBEBINGER L, B EREORD
IZHG LI b D EBREINTWD, EHELIL, THEEORDZHEE B X,
AT TV U~ 7 37 AONOAEL%E 5.0%% 5 £D 2,500 mg/kgiKE/H &
HWr LT b4, (B 20, 21, 22)

@ L IEsE

(BRIKT 7 F K)

E— 7 VR (BREMERES200) IZBRIRZ 7 K (0, 10, 100, 400, 1,000,
2,500 mg/kg{RE/H . D-FLEA G i : K95%) Z 2 0% 5- L 7= B Tix. 2,500
mg/kg REEGREOMERECIRM:, M TFHI, 1,000 mg/kgiRE B G-HEOMEMET
&M, 100 mg/kgREHGHEORELEI T FHINERD bz, KEIZOWTIE,
2,500 mg/kg REEGREOMERE, 1,000 mg/kgREH GREOMET, #E5HH &
L U COPEREN D LTz, B E &I OV TUE, 1,000 mg/kgRELL E
OF 5 CTHRR E . MO EENED LTV, FI#TiE, 400 % 102,500 mg/kg
RE R GREOMERE T, Kr*iéﬁﬁ®%mﬁﬁ*(ﬁL'm-d%@Fém
EEEE) . MR - MO ZERE, FER OB AL O bz, HELAR SR
2,500 mg/kgRE GV C, MERED BIEE - BRI M - /N5 S OJI[L ﬁ%

A ZSE - MR N NG, HEOBF OH A, HEOBEOL A - il ) a—
7/%@-M%%M@%%nyﬁﬁﬁ%ﬁ%w%ntoé&q1pmmgm
RERGREORETIIMAR - MEEMES, M CITAEEE, 400 mg/kglRE &5
FEOMERECIX B RS O M HETIZ/NG 9 -2y, FNF i i,
(PR 23)

E*ﬁ”ﬁ(%ﬁm%§4ﬂ)’ﬁ%?ﬁ?F(014201m0m@@W$/
H. D-IWEEE : £5%) Z1SEMBREO®ESE L2, Mz T100
mg/kgRE & G- OMERED T Il - RIE - @%;m%#ékﬁméhéﬁh

L 27TV U 7R AOR MR E L TORRRIZAEH S o BRAE TH D08, #
W T4 DREICRT 55 (ZREEO LY ADI ORERIL L iT SR oT,
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FRAENTRD B, REMARFEAIIC, 100 me/kgRER G THIBENRD b5
7=, (&H23, 24)

AFRERAE R H S <K NOAELIZ DWW T, 1996 A D45 Tl 100 mg/kg R E %
HREOMEMESR 1 ILIZ A DL BIRE 4 mIEPT A & 272 L C 20 mg/kgfKHE/H &
MW L7722 (BB 24) . 1999 4£1ZFood and Chemical Toxicology|Z #8i# < i1
ERICIT TN A BT R & 27 12 100 mg/kgR B GREICE T L7125 (B
23) , ZOEEOHEMBICEL T, FH OIX, 100 mg/kgREZGHECTHE—H S
MIZRO BNT-FTRTH D BRI RIEN, ML LICRFTMIEL T, MEREX
LEE DN e BRIRT 7V F RZOLDIZ K DR FTELE N KD
B E ORI B GRFCA LGN D IERRNR L TH DL EELELTWD, (B
fE 23)

(3) EAAM
AT TaANVHEET B U DL OWTOIREDN MR OHREIT 2 o7, F
BRIEICBAL., LT OWMERDH D,

(FLEE L 7 )

6 WD F344 7 v b (S REMERES 50 VOIZHEE L > 7 A (0, 2.5, 5.0% ;
0. 1,250, 2,500 mg/kg KE/H 2) % 2 FMMAFEE L, D% 2 » A RZARE
KERG T 2R T, 2.5%LL EO &G REO/ERECTERBEINIE2Y, 5.0%8% 5
BEOME TR 2 AEFR O TR HILTIED, 5% B G REOMEIZ 35\ TE g E
EQEREICIINT 5 &3, BRI B IRELEE S L > AL AE O
HMERBD =0, FEOFM, BRAMERG IRV EEZINTZ, (B 25)

(4) HEFASH
AT T aANVHEET Y T AITOWT DA A RERBROME L0 o T2,
FLERBICEA L, LT O®ENRH D,

(¥LAER)

CD-1 w7 A (4R 6~15 H, 12L) ZHWTHE (570 mg/kg KE/H)
Z 10 HEAEIROREG LR, Y OB & & O E &K T 23 A&
Siv. WBIE CHETEEBLEEOHMNRD S, (2 26)

(5) E=EH
AT TaA)VHEET B U AZONWTOBEEEORBRE L HER T2 &

5 NUFEE % LRy & T 5 AR RL O SR B AR E OB LER EICB T 2 8RIR T 7 F
KD ADI OFRERILE SNT-RBRAE TH 5.
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X CERMoT, AT TOA NI LS T DT HONT, LLFOMENH 5,

(AT T aA)HWETINT T L)

HE (Salmonella typhimurium TA92, TA94, TA98, TA100. TA1535.
TA1537) & MWW T AZ IR IR SR (Rl 300 pg/plate (S 27, 28),
IR 1,000 pg/plate (208 29)) TiX. S9mix OHFEZ D BT, &
Th ol

T v A =—ANLRAZ—EEFEMEE (CHL) Z MW adiamali (ke
P 62.5 ng/mL) 73, S9mix FEFTE T T 48 K] O EF ALEEYE TITh L TR D |
WInbEMETho7m, (R 27, 28, 30)

UT, A7 7 U VEBEEOIBEICEL, UTOo®RENH 5,
O 277V EEH
a. EIT7eIRA B
(AT TV UBR)
W (S typhimurium TA98, TA100, TA1535. TA1537. TA1538) %
W= IR 299 Bk B (50 pg/plate) 28, ARy b7 A hTiTbh TR,
SImix DHMIZb LT, BETH-T-, (B 31)

(AF TV U~ T R L)

M (S typhimurium TA98, TA 1535, TA1537. E. coli WP2uvrA
&) HRAWTAERZSRAEEAE (&R 5,000 pg/plate) TiX, S9mix O
G DLT, BEThoTz, (B 23, 24, 32)

b. ARGy SLELE o OV 72l

(AT 7 U )

etk (S, cerevisiae D6) % W T=H R A EEM (KEEE 500 pg/mL)
KO =R (REiEE 500 pg/mL) Tk, WInbBEEThH-7=, (B
33)

c. Yk B aER
(RATT VB~ TR0 L)

F v A =— AL RAZ —HEE MR (CHL Aifa) 2 F 7o e o iR 2 5 5R
(LR RALER 1A D 89 mix IEAFEME T @ iR 50 pg/mL, S9 mix fF7E T :
e 1,000 pg/mL, 24 FffE] O EFEALERE TR 10 pg/mL, 48 I
] O AL BEVE ChRe @R BE 5 ug/mL) #17-72& 2 A, S9mix DA MK OV
HEFMOREIZ DO, KB ZFER L RhoTz, (B 23, 24,

34)

14



d. ‘Bl MR

S AVEUING =/ SVAVINN)

Crj:CD-1(ICR) R~ 7 A & AW o B/ MZaRER (k& 2,000 mg/kg
(REOHERE D& 5% 24 FFRI%ZICEM) TIEX, RIFEKICH T 2/MEOFHF
TR o Tlz, (B 23, 24, 35)

@ AW

a. 1HIHZEIRAE Bl

(FLER)

A (S typhimurium TA92, TA94, TA98, TA100. TA1535, TA1537)
T ARIR IR AR (BB E 10 mg/plate) Tid. S9mix O HEC
b ud, BEETHoTm, (27, 28)

M (S typhimurium) N OWBERE (Saccharomyces cerevisiae) % 7=
EIRZEIRAE AR (iR IE 0.18%) TiX. S9mix OFWITH b 6T, &
MHCThHhotz, (B 37)

(ST U & 2 (50%KHSHD))

W (S.typhimurium TA94, TA98, TA100, TA2637) % M\ 7=f&7%e
AT (B IE 100 me/plate) 235HE S TH Y . S9mix DA
Mo bT, BIETH-7-, (B 28, 38)

ME (S typhimurium TA94, TA98, TA100) %\ 7ofRIR 282 FaiR

(B =R 50,000 pg/plate) A EHE S AL THR Y  S9mix OF I 5T,
it T o7, (B 39)

(FLEE 1 )L 7 1)

ME (S typhimurium TA97, TA102) % HWHIRZHAEREE (k&
B 10 mg/plate) NEH I TEY ., SImix ODHFE I BT, EIET
bholz, (ZH40)

HME (S.typhimurium) K OWERE (S.cerevisiae) % MW T-18 IR 2250828 %
B (@R 0.625%) 03K E S TH Y, S9mix OF TN LT, L
bt cthor-, (W 37)

- /|

(BRIRZ 7 F F)

ME (S.typhimurium TA98, TA100, TA1535, TA1537, Escherichia coli
WP2 uvrA) %MW1 ImoeR A Bl (&R 5,000 pg/plate) Tl
SImixDOH I b 6T, BIETH-TZ, (ZH41)

15



b. Rec-assay

(AL Vo L)

WELH  (Bacillus subtilis) M45 (Rec-) K OEFAR H17 (Rect) ZHW
7= Recrassay (@i fE 20 mg/disk) TiX, S9mix OHWII b BT, (2
HTholz, (B 42)

c. AIMEZEIRZE AR

BRRZ 7T R)

L5178Y TK+/- ~ w7 A U L /3f % A - B 2R 28 kB (101 B« e
FE 4,000 pg/mL | 2[E1H : & EEAES,000 pg/mL) TiE, S9mixd A ()
N bd, BEEThoTm, (BHR43)

d. Gefofi 5 aln

(FLER)

F ¥ A =— AN LA AKX —EEMEGg (CHL) # MWzl BgRER Gk
B 1,000 pg/mL) TiX, S9mix FE/FTE T C 24 KEfi] J OY 48 KEfH] oG Al
HIETITONTEBY, Wbt Tholz, (B 27, 28, 44)

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

For £ == RALAL —HFMREE (CHL) % Rk B (R
HRE 2,000 ug/mL) T, S9mix HEAFETE T T 24 WFf) K U8 48 R[] o Al
FIETITPRTHEY ., WFRbRIETH -7, (BK 28, 38, 44)

(FLEE U v 2)

F ¥ A =— AN LA —EEEMAK (CHL) Z AWk R an (&
mEEE 8.0 mg/mL) TIiE, S9mix FEFFA(E F T 24 K[ e O 48 IRFH D E i Al
HETITORTEBY, WinhbEEThoTe, (B 42, 44)

e. 'HHE/MZRARR

(BIRZ 7 F 1)

Crl;CD-1BR R~ 7 A (& HEMERE 5 T) Z W7o B/ R (w1 &
3,350 mg/kg RE O HEIFEFHRE A& S) T, BETho7, (B 45)

PLEXY, A7 T7uaA VI BT ) U LAZ0L 0% W iziEinmEaliiii T
PILTNRWN, AT T aA VI LY T LADIEN, BEWETHILATT
U R OFLEBFUZ DWW T, IR Bl ek B BRE N Thbi
TEY., WTICBWTHEREOENREINTWD, iz, AT TV U
< X T LA ROBRIRT 7 F RIconTlE, ~ 7 22 AW E8E/MERERIC R
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WTRRMEDORERENE LN TS, LLEXY ., AT T7TaA LT MY oAl
AERIZE > THERME L 7205 K ) i@ thEidenb o B2 bz,

(6) At
2T T aANVEHIET B U LIOWTOHFHEREBR O W E X80 o T2, FLg
FICBE L, LTOoWmERH S,

(BRIRZ 7 F K)

K Crl: (HA) BR ZE/LE v b (10 PB) &7z ZJERAEM AR (2%
Ny T BE, BERRC 0.2 g ZAKT) T, M 1 [8] 6 RERIPAZERLHIZ K Bk
E% 3[BTV, EAKTEAED 2 R4 IC 6 FEREIPAZEALMHIC L v i S 723k ©
I%. Buehler OFFFIEICHE L CRE, BRZFHM L2 L 2 A, BIEROEE %
U CRERISHBE I NIRRT, (B 45)

(7) BFRIEE
AT T A NVHIBET N U T LICOWT ORI RER O @S IR0 o 7,
FLERFICEA L, LT O®ENRH D,

(BRI Z 7 F K)
O IR WA E R

Hra:SPF% 74 (HELPD) Z W72 IRfIERER (0.05 g . FEVEIR)
2B T, DraizelBIZHE T THME L72IRRESE & L C. ALK DML FEE I O
(ZH8RE DOFERBRIBAME 2B O T, WL B T2RFRIZICEE LT\, (B
46)

© B JE— A R

Hra:SPF % 7% (S REMEMES 3 I8) 2 MW7 BRI rEssR (0.5 g, 4
W EEfk) (238 T, Draize ¥EICHE U CRll L 72 B RS HIEME S LT, mED
FEEE PREOREMSE D, &5, K FHM - Atk - %E - #igEo
E0, %iﬁ%ﬁf@xmw%%ﬁ?ﬁéhtm WL Y 48 FFEZICIHE LT
oo (ZH4T)

3. ErIZHITHHR
AT TaANHEET B LI OWNWTOE MIRBITAMAZMHERT D Z &%
T&Eholo, HBMIZE L, LFTo#RERH D,

(FLHR)
b~ (27 REAcME) 12, 33%FLEE (100 mL) A+ I ERE G L 7= iEd
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T, 12 DI LIz EoWERH D, Fo. BRADERKIMEIL 1,530
mgkg KEE T HHRENH S, (ZH 48, 49)

b b (26~51 % ¥ 34.3 5%, 74) 2 D-IE (57.7. 95.5 mglkg {KH)
Za— 7 N ERETERIEZ L&, BERITRO b o 7, (Z/50)

T v MIKEOIHME 5 2 T-FEBRICB W T, FEROEENRD LNRhoTz
e, BERAOROBIRTIHLHEERD b THAH L oL
oD, LU, HHMELRWEREICE T 2 ILE O IT &M I
RENHRE L LTWD, (B 51)

AR (HETERICAEENT 40 4) I DL-3LE (0.4% ;04 g/H 6) =&
WIEBY IV 7 R BREET=0, E% 2~4 B OBME CEEHINEEILIL S
Nigmol-tMEIN TS, (B 52)

A% 10 H22 6 12 H OREFEALILICDL-ALEE (0.35% ; 0.35 g/H6) AR L7
SN EERIELE A, LABORYPHYEE &2 @ O&O 3 %12, D-FLEE
OPEM R 12 I8N L7z, LEBRIRIM I V7 O IR X0 ILEE O JR F PE &
ciﬁr}%oto ZOZ SRRV HEES L3RS (80%) & D-HEE (20%)

M ThHoTZ e, LR TIED-ABEZRFT LA I HEEL
Vﬁ%fi@“ﬂk%x%ﬂtﬂﬁﬂ%mLi%%umﬁf%ﬁWMﬂg<\
AleZ 52 5 EARENEA L, TH, M EREEY (Plasma bicarbonate) @
W, AR ORFHEEOBEINN A LI, BN DHBEZRLS LEET S L
nTW5, (ZH52)

—ﬁzi%3#ﬂi?@@%ﬁﬂaZDD%@«M%~OW&O#@5QE®
Z U LBt VT % 10 HIFEIEE L2 %nﬁme®ﬁﬂﬁTL
tomﬁf@#%%&@%%%(*%&%)%ﬁ@th . FHEbE
@\w&%ﬁﬁbt%%i@%ﬁﬁ@%iﬁ@2ﬁﬁ<@0—ﬁ%%@7/%
—IRERol, MEHEOIKT, BEBORNA LIV, BBEI VY ZEE O
VIR D LFRITECNCEE L& SnTWnb, (B 52)

(s H L7 L)

v~ (B34 BT A (10g) % 250 mL DK &ILICEIS &
e ZA WMLWIER, lEH, THZoIEEI LN, 5 gllddEEDLd
rRIER TN 2o T2, (B B3)

6 GEEEICLD L, AWHBICBIT 2B HALO — HEHEREITRN 100g & STV 5D,
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4. —HEREDHE
(1) EVUIZHIT S5
FEIZB T 2 BMIINY OBEEFE (GLEBUTEMRKES BB, 1984
~1986 FFff) 2B\ T, —AH7= 0 O—H FEHEBEEIT AT 7 v A VLR
FTRUDALTI4Tmg, A7 T A )VHETI N T L T0.2mg &HEINT
Wb, (ZH54)
VA EU T, SFERMFINME % E LT, SCFNREL ADI ¢t
N COEBIEE Z BT H7-DOFENED 5N TWD, FEHIREMLE i
KERIZHES . 2 SICHFRBRERENEDIL TV D &0 ) (E TERENH
EIN TS0, ADI (20 mg/kg (AHE) OB EEBREIZXTT 5 HIE DA
T 2~114%, 4T 136~268% & W\ H #HEFHENFE RSN TV D, BEI7Z2E
EEEMIET 272012, BE, EEOEAREICESEBREORE N ETH
EENTWD, (B 55)

(2) kEIZH I+ 2@

KENZEBIT 2 1989 D NAS/NRC fiEREFICLI DL, AT T A LFH
fig bV o A AEIX 1970 4 244,000 R K (110.7 b)), 1976
£ 1,730,000 N> K (784.7 F ). 1982 4 793,000 AN K (359.7 ki),
1987 4% 5,660,000 K> K (2,567 k) Tholz,

T2, AT T aA VEEES LT AOFRBEEHEIT 1970 4 338,000 AR
R (153.3 k). 1975 4 60,000 R K (27.2 b ). 1976 4£ 1,070,000 7~
>R (485.4 Fr). 1982 4 193,000 R K (87.5 b ). 1987 4E 330,000
AR (149.7 b)) Thol,

(3) HAEIZH TS ELE

Wik 16 4B JE AR S R rgE I L. 2001 RIS DRI O
B mN AR B A B éhéxT7m4m¢Lﬁmww7A@ ANbH7T=v
DY) — HEREIX, 3.9mg LHESNTWD, (BIH 56)

M. ER#EZEICE TS5
1. JECFA [ZH 1T B EHE
(1) AT 7 A VHEmE

JECFA 1%, 1969 455 13 ME&HICB W T, AT T aA LIBEOF Y 7 4
WRODN T MEOREEEFT L, 7y b (FREBIL) [CATT A LE
e (0, 0.5, 2.0, 12.5%) % 43 HIH&EG Lo KERG#HERER T
2.0% K& O 12.5% & G-FEARE I O IH] £ 72 1IINT L E & O 541, 0.5%
&5 (250 mg/kg (AE/BICHEY) ICIXBEEERN o2 0 b
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(Hodge, 1953 4E) ., Z4f%%% 100 & LT, & ADI % 0~2.5 mg/kg K&/
HIZBRELTWS, (BH6, 17, 19)

Z Dtk JECFA X, 1971 D F 15 RISHEL N 1973 F0OH 17 FIESHEIZE
WT, 7y MEERGHEERBROGRIC—EEN 2N EIZEALEET, &
DEEEDOEWT v M1 » HRERGEERBR (K8 25 8) 128V T 5.0%
KM OBGRECTEEEEN L LN TR L2k L, NOEL % 2.0%#%5-
#t (1,000 mg/kg RKE/BIZFEY) 32 EmuY L Shiz, 2O, gD
RN, AT TOANHBTATILE LTFEELTWDIEA L, HBORTT
UUBMPNREL TCWAGATHRIETHLELTWD, £, BIRILIEZAT TR
ANWVFHBET AT IVIZHRT D5, AN TT X TR T —VIT AL NS E
ZNZHSE | AT T aA VHBE ORI, B OEMEERET —
BIIARE L STz, K, AT 7 oA VLRI T 2 EZER A X TX
DIENEWVWS T—=ENELNTWVWD Z D, B2eff% 50 & LT, ADI %
0~20 mg/kg RE/HICEB L TW5D, 7272 L, b hOMRHRE A Mo B fE &
FIEECTHDL L 2R THIENREET LV E SN, (BB 6, 17, 19, 57,

58. 59)
APSN x%?ﬂ%»%@ F AV LR ONET B U o ARICHOW T,
15 [FOHE BT, ADI LY EWVEICETIND Z Ll o o5

2B LT, /J’t@oto R EINTWD, T7hbb, o CikEmMEAr RIZE LT
MaENnb oo, B TIIAT T aA VHBENEEO AT T U Uk & LR
EEINLTZGA EREOE#Z LD 2 ERRIN, £z, BMicAT T aA
IVEHLEEEE & A ERG LB O 1L 5 JENG A ZEIE O S8 AT SR O FH AR I A2
FENDHZENBATT Y VIBREOEBRANT V AORHEICERTHEBELXD
LR EDMEPTFELNTIZD, FHICHTZ> TEAT TV VBROBFEHK S
EOTEBINELZBETAIMLEENRBINZE LTS, (B 59)

(2) I

FLEEEEIZ DWW T JECFA 1%, AT 7 aA VEEE A LT T LOFHIIZATE L T
1969 FDF 13 A L N 1973 FF D 17 RFISFHEICB W THREFT L T\ 5, 1969 4
20X, B D-FLERIC R L CRRIE SN CW=EE ADI 2, s AIZHB W T DIRD
REEN D D & WV I LA SN Z EMBREBE L0, R Tidgl & &
GRS MEE LTS (BH60), 1973 FITiE, fHMliicH720 B FToil
WHOEBREORPRKE 2 EHRITRETHDH2, & N TOILBHEOMAEIZET

HRBRAERIIATTERNWZ EICEMLEZET, 3 » AETOARN DL {ZIS&
ODEREFIHTERNWET AR H D Z D, TN 2 ILEMITRMIC
T & Thnwo k%ﬁfﬁpLfné(ﬁﬁzwo@k\_®_&i\27
T A NVHBEOMMIZBWNTE LI TN, (B# 6, 19, 57, 58, 59)
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2. FDA IZH T 5 EH

KENZBWTIE, A7 T7aAVHABOT N U LRV T DN R ST
e LCRAEN TR, X—0 ) —8#0E 2B T 2 MmbACHALH . L)
KlEL L T—EDLREOHHNTHEHARIRD N TS, (B 5)

3. EUIZH+ 5 ¢
ATTaANVHEBEOF U A E VT T AEIZOWN TR, RN SRR ER
B4 (SCF) TOFHEIc L v, 7 /v—7 ADI 20 mg/kg (AE/H NHFEINTW5
(B 4, 61)
EU Cix, 277 aA Vi Y v A (E481) IZxf LT, xT7n4mcL@£
T (E482) LRIL—ED LRE (2~10 g/lkg) ZE D, X— U —
B, BEHE~OFHANEO LN TS, (B4, 62)

4. HHAEIZH T+ 5L

(RATT VU~ T 32T A NIN)

AT TV U~ T X T DIHOWTIE, 7 v b 90 HREIKEREEERR (&
F22) I2BWT, 10% L EOHETIH~OZEN LN TS, LIL2RR G,
FHERBRATA R4 FIIREREOBZNLND D Z L DB 5%l EDIREY
WH&ZFERT DHEN2NWEINTEY, AT TV VB~ 7R T MMTON TR
ADI ZRpET D MBI T W EFH S TW\W5D, (21, 22)

(AT T VBN T N BIN)

AT TV UK ORAT TV U~ 7320 LOoEERBREE (R 22, 41,
43, 44, 63, 64, 65, 66, 67) IZHLIFEOBUERETHEOONTELT, X7
TV AN NMIETORERGEEORKE (ZHR 63) hoHA bk
NOAEL s iT 2 HE L OTREES LRI REWZ &b, AT T U iR
TN BZHOWTIE, I & L ClEYICER SN D56 ORI &N /e
WeEEBZ B, ADI ZRET A M E TV EFHiShTWb, (B 68)

(AR VU FLWE % F RS \(‘:ﬁ“é/\ﬁkﬁﬂ‘é%@aﬁ/\ﬂci%ﬁ%ﬁa %)

BRIRT 7 F Iz oW T, b FARSE ISR OENS AL EZ N L CTHEILT 5 A
REMEN B D Z E M LRHMEN TN, A X O 13 B KE R 53R (B0 20,
ZDCDNOAELHMngkg%EUE%£®ﬂfﬁéﬁ@ﬁ%lﬁﬂh&bf\ADI%Ol

mg/kg (RH/H k XEINTWND

F o, Bl D O D- ?LE&“O)(&EH K D F LA~ Dt 2 ﬂ’ﬁ&bfd\é A%
DEEZLNDZENDL, THERO ADI IR ET 2 LEIX 20 A, IO,
IZ D-$LlE, DL AT 5 2 LicoWnWTlE, BEANE L E %ﬂéoj &L
TW5, (M8
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V. BREEFZET M

AKWEZD L ODOENEREICEET 2 BRITA VWA, AT T A VAT R U A
T AT T aA VAN T L ERBRIZERT TEGIZAT T a A )VHBEIZ2 D |
S HICATT U UREDRRIIEEE 73 & LB ISl L 7= 2 I S 5 & Pl S
Niz, Tz, ABEHDITET /) ~—F 7213 oM INDRIEBEOALBY A ~— (E
HZ7 7 FR) ELTHINEND Z ENRBEINT,

LoT, AFTaAVHEEF Y 7 AIZOWT, 2 S - 3R B g S 1T
T LOLMEA2 DO TIE WD, AT T aANVHBOIN Y T LOT —X M, A
TT7 V) VR A OB O BRI O T —Z L 2B ITREMICHHI T2 2 & 1%
AIRE LRI L7, 723, JECFA TIIERIRT 7 F FOT — X 2B E L T\, B
BRLUGCESHT 7 F KB ATTaA VHBEST N U AORBIZEY 10%REEL S
AREMEDNRIBE N TND Z EnD, BIRT 7 F FlizonTHonizT —4% Lk
BEIZHNT,

FHIZ W AT 7 a A VHBE OB HER D% < 13 JECFA (2817 % #HliZ H
WHNTEbDTHDHD, TORFITHLS, 220, FR/KLINTEY, BFRATA
FIIRETH L Z e b, BWRBROGEMICOVWTIIMER TE o/, Ll
Mo, AT T7aA VAT N UL, KATRMKS THL AT T U gL Hig
RS, FNOEDT —XNFEET D Z &, BEICHE ) MK ES ClaL < #
ENTEY, ZoOMZEMEICET 28B0MEER I TWiRnWT L 2B E 2,
AYE DT & 7= > Tk, JECFA DRI KT 55l %2 FIHE72 R 0 B g L
776

AT T aANVHET N T ADIED, ATTaANLVHBAINY T LA B2EL LT
277V VR R ORI O AR EBRAGE (DK ARl U721, F A Ak,
AR A FER B EEEEA IRV EE L BN,

JECFA Wl OARILE L= AT T a A )VHEEI LS T LD T > b 43 ABKERE
H#EMRERIC OV T, NOAEL 1 2.0~12.5%I25H % & &2 b 508, HEONHN
RYE)—TH Y EHERFTHIIIRARETH D Z &, Fi=, BITHA T4 2 TIL 12.5%
EWVIO)EABOREITHEYITRVWE SN TWDE Z &b ARBRER %2 ADI O E
WCHWRWZ EE Lz, £22C, &5 HMIEYTHLI N, HEHESMHNERES
TR, o, HHREMEE LV EZHWET v b1y AERSEERRICE
WTCHRD DT ARE I O M & ORFLLE & OIS & | A¥%'E O NOAEL IX
4.0% (2,000 mg/kg (KEH/H) 7ML 7=,

PLEED 2FT7aA LT U % A0 NOAEL O /MBI 4.0% (2,000 me/ke
KE/IH) EEBEZ2BND, BEBEIZOWTIE, AT T aA VAR N o AT
BT DHEFORRBRNOD Z &, BRMKTICHMEIN LN ERENRWESE
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AbNBHZ L, WIZ, BEL LA XD 2EMoOERGFEERRERE LH DL Z &
NH, WEO 100 ZEATHZ & & Lz,

EREEEZ., AT T oA U v AD ADLIE, 20 me/kg (KE/H & FEAM
L7z,

ADI 20 mg/kg 1R E/H

(ADI 5% ERHMLE E}) 1 7 ANE®RGEERR (A7 7 aA VLY
LT N)

(B FE) 7 v bk

(5 J7E) IREE& 5

(NOAEL & E AR AT 7. A B0 D 4 ) K O b B o0 B8
(JECFA &5 EIZHS)
(2215350 100

ek, WHRICBTAATTaA VAT N U AOBEUCHK T 5 D-ALED
BEIZOWTIX, U FOEBENLZEMEICHFEOMBEIT VW EEZBNRD,
c AT T RANVHEET R U AL, WMNIBITORFEOERBRIH . LK
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@ifg BRE | e ff; @]f?f R w5 B R .
v~ |HEES &0 BHES | 2T T uA LE|20. 25, 30 glkg|30 grkg REALGEETIL 8 IL 4 JLASFEL L=, 17
i73 &\ 20 F£721% 25 glkg (REZ G LI &#ETIL 8T
EHINEFE LT, S LT v FOENICKED
= WU SN2 o T e GWE R S iz Z &b
% 5, LD,, ORENRRAEETH > 72,
7w bk HiEfe s |#&0 MERER 5Bk T 7 F 1 [5,000 mg/kg {4|LDs0>5,000 mg/kg A H, 18
Gy
Fv k|28 HIE  |[JRAR B 20 | AT 7 v A FL[0, 0.5%0, 2,500(90 H%&OME L RE S GRHZBWCREITE| 17
e FU DL |\mghkg (KE/H 2) | BOERE/RHINNGED i,
q X 7.5% ¢ 5G| IREH 1 7.5%  ( 1,875|MiK, fises AR OV ORIV TR 6
%, 12.5% mg/kg KE/H) | |[E TR SN2 T2, 17
% 2 W, 12.5% ( 3,125 19
E5HI215% mg/kg (AE/H) |
1 AR 15% (3,750
mg/kg (KE/H 2)
v~ |43 HM  [IRH W5 | AT 7 A0, 05, 2.0, (2.0 %KL 12.5% %5 CRERMOME, 2.0%| 6
s (125% (0, 250, [BeSHHHRIFEREOEMNED bz, 7B, 17
1,000 .  6,250{1969 4RO I, 7 HNZATRIE 2.0 %| 19
mg/kg RE/H 2) [ KTY 12.5%H GHE CONFLLEEDOINOAL & S
UTUN=,
% <NOAEL : 2.0 % (1,000 mgkg {&#H/H)
18 (JECFA 2L %) >
Eia
A
@ 7> b 98 HfH 1RAE M T £ 0. 05, 5.0, |12.5%&GHECHERMOIHIE T H - OlE | 6
10 12.5% (0. 250, |JF « O ELEROBINDIENC, JEIHERRICIT| 17
2,500 ,  6,250| D 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 OFFLLE| 6
3.0, 4.0, 5.0, |EOHMAZRD SN, 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 — 7 V|2 £/ REH HE1, 0.7.5% (0, 1,875| B 1358 Heho T, 6
AN W 3 mg/kg R/ H 2) 17
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AT TV VEE~
VE DA

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

20%3 SHEDHMEDIRES 8 T TR L,
TTENIARIE & 72 0 1L R IEE N 2 BT, 20%
PEEREORE 4 TUE 2 7 ALINIZEEL L, 4 Tuaef
IZREREGDNER &% 2 BT, g ERIZ O
Tt 2ESROME TR ELEREN D L, 10 &
O 20% % GREORECIF L EENB Lz, R
FRRSAA0IZ, ATREEOMECIE 2B B DA IKILE
W, 9B 13 ILTHEE TH - =DITH L, 20%
B S REOMECIIRIE DA IRILE N RIE B 5T
W CThoTo, T OIREEAIKILAE OERIL., A
B o~ 723 NEAHEINIEER L, RIS
BOWNCEE L-LOLEERIN TN,
<NOAEL : 5% 58 (2,500 mg/kg A5/ H)
>

v — 7

2 JfH

frqn|

R 2

v — 7

13 #fH

frqn|

HERER 4

BUkT 7 F 1

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

(D-FLEEE &
5%)

2,500 mg/kg RERGHEOMERFE IR, HMCT
i, 1,000 mg/kg RERGFEOMERETIEM:, 100
mglkg REBEGREOLE 1 1T TR bz,
REICOVWTIE, 2,600 mgkg (AE B EREDME
. 1,000 mg/kg RERGREORET, B50H &
Feig U COPEHAE N LTz, ifgs oo
Wi, 1,000 mgkg (RELL_EOEGRECRfR
&L MOEEENED LW, HiTid, 400
KX 2,500 mglkg (REBEGEEOMERET, KIEIC
L 2EEOWLERE (B - H - /Meorrair
EEIED | IR - ROZERE, RO A L3R
B BT, RERRFATIL, 2,500 mg/kg R
BeEREZIN T, MERED BT - BRI - /)
B9 SIfiL - JRATEZSME - Mol OVEERE . EoE
VS A, HEOBEODL A - fFlR 7 U o—/7 4G
18 « R T & —7 BRI B b
77e & 512, 1,000 mgrkg KEBGEEOMETITNG
JIR - HEEREDS, HECITATETESEAY, 400 mg/kg {F
FERGHEOMERECIE BRI B O M 28, JECI
NS SIS, FIENGED LTz,
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NGRSO B AL, BRI FIIZ, 100 mg/kgfg
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;gjzg wi | s | o | PR 5 ® OB R o
Invitro |1IFZE3R25 | TA92 27T aA VIR & = B 300|S9mix DA H Db B, el 97
HLEAER 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 8| F v A = IREIREE 625 |S9mix DIEEE F T, [t 27
ER — AN pg/mL 28
A B — 29
et
(CHL)
Invitro |1BIR225R75| TA9S AFT VY |50 nglplate S9mix OF 2D BT, FEME, 31
HLEAER TA100
(+ - TA1535
S9mix) TA1537
TA1538
IR 529825 | TA9S AT 7V ER~|5, 15, 50, 150, |S9mix DOFEEIZ) b & FEM:, 21
R 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 | RREE|EE 7 (S 277V UEE [~500pg/mL  |S9mix DOFE(FIE FT 24 WFR KON 48 WOk 33
BBk X | serevisia WENETITONTE Y . Wiy ak,
Invitro |YBREE|F ¥ A = AT T R~ | AL BV 0| S9mix DAL OVLERF OREIC )b 59| 21
ABR — XN VA NN S9 mix () : 1.56, |JetalkFE 2355 Lied o7z, 22
AR —F 3.12. 6.25, 12.5, 34
ESlIIFS 25 MK v 50
(CHL) pg/mL, S9 mix
(+) : 31.3, 62.5.
250, 500 K X
1,000 pg/mlL,
HGALEED 24
REfIALEE : 0.313,
0.625., 1.25, 2.5,
5 K& O 10
pg/mL, 48 M
ALFE : 0.156 .
0.313. 0.625.
1.25, 2.5 RO 5
pg/mL
<A EBE MR HEERR O 277 U <500, 1,000 KONARIFERIZHT T H/MEOFHEFRITRD bivizioT-, | 21
L7 VE AN 2,000 mgkg & 22
ORI O & 35

Hi4% 24 W3R
i
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VY - 5 | Bk - - o . 2
Rk BtE | BRI Sk e BRI ¥ 5 & OB RS R o
Invitro |#IFZE3R25 | TA92 ETA 200 ~ 10,000|S9mix DHEEIZD DD BT, falk, 27
AR TA94 ng/plate 28
(+ - TA98
S9mix) TA100
TA1535
TA1537
S.typhi IR 0.18% [S9mix DA )b B, Ak, 37
murium
S. Cerevi
siae
TA94 Wi R DA (B & B[S mix OFMIb LT, B 28
TA98 100,000 pg/plate 38
TA100
TA2637
TA94 5,000 ~ 50,000|S9 mix DHMEZ A BT, [k, 39
TA98 pg/plate
TA100
TA97 HEEH N A | FRETEE 10,000|89 mix OFMEEZ))N0 5, Fat, 40
TA102 ug /plate
S.typhi & & B E|S9mix OFEI» D LT, Wb RN, 37
murium 0.625%
S. Cerevi
siae
& TA98 BT 7F 1 [100, 333, 1,000, [S9mix OFEEZ D 59, Ak, 41
i TA100 3,300 . 5,000
P TA1537
~ E.coli
3 WP2
X uvrA
" |Invitro |Recassay |B.subtili HlEh Y A Bom o E 20|V PnbiEtk, 49
s M4s mg/disk
(Rec”)
H17
(Rect)
Invitro |ATEZEIRZE|L5178Y EIkZ7F R (1 18 B:1,000, [S9mix OFMEZD BT, [, 43
FERER TK+/- 2,000, 2,500,
~TRY 3,000, 3,500,
>V 4,000 pg/mL | 2
[ B : 500 .
1,000, 2,000,
2,500 . 3,000
pg/ml
Invitro |YBERE|F ¥ A= FLEE B e FE 1,000/89mix FETAE T T 24 B KON 48 BER ORI 27
R —AND pg /mL FETITONTEY . WP bkat, 28
2B — 44
ZEHIER
(CHL)
F A= FLEAT R U A |500 . 1,000 | |S9mix FEFFAE FTO 24 FEF L TN 48 WFH]oEfE| 28
— ZNA 2,000 pg/mL  |ALERET, Wb 38
A K —E 44
FEHIERR
(CHL)
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5

EORZE2

= Vs, E=N =P % E
B gprE | BRI Sk e B E 5= OB RS R o
Invitro |YetREF|F v A= BN U A IR 830,000(S9mix FEFFIE FTO 24 B L O 48 REf ooy 42
#® =XER — RN pg/mL UEYET, WG [k, 44
= 2K =L
7 Fe itk
5 (CHL)
2 |wuz B MR R MRS B|BRIR T 2 F K |837.5. 1,675, |Ralk, 45
5 B 3,350 mgkg O
~ R[] R 7 0 1 4%
5
E VR | RIERENE 10 BRIRZ 7R By Tk SR E R OB 208 U CEESITBIE S| 36
g k S . #0272,
‘g g ZIGF
U (RIS PER M1 BIRT 7 F R [0.05 g @, VG| A IR K QNI REE NS SRE OFE BRI 238 46
o B AR DM, WIS 72 BEREIZERE LTy,
%I YR | BRI MERER- 3 0.5 g, 4 FEREIBEIR SR ORTEE & PR OVRIERIG 2585, TIT, 7| 47
% B (T - Bl - TS - FIEEOIF), BIEOREE
P DEENBBE SN, WL 48 BRI
LT,
E bk + ¥ 4 (27|HR 33%H.He %2 100|12 FERILAPICIET, 48
W GRE| e it) mL A DKL 1,630 mgkg KE &+ 58| 49
5) N5,
i qn] 7 4 (26|D-$Lig 57.7,.95.5 mglkg| I — 7/ b LIEETEIL- & & BIFERIZR 50
~ 51 REE SN T,
k. )
34.3 %)
g 7 v MIKREOHIEE 5 2 T2 IRV T, FiEY| 51
DR BN T2 L b AR A D
ORI SFEN D SN2V THA
LOWEL DD, LR b, ILshE RO
FITRIT IR OREIIRIE X 0 SRR S
NHERETHDH, L LTS,
v AR o 404  |DL- LBk % & To|DL-$LEE A% 2~4 OB CREINCEEIIA | 52
ﬁ Wy 0.4 % ; 0.4 g/H 8| 787o 7=,
¥ | 10~ HEH DL- 7L.# % & to|DL-3L% L-fLBRO R h i RS id s o &> 3 52, D-#L| 52
7 (12 HOH N4 0.35% ; 0.35 g/|FEOHEMEN 12 I LTz, LB Lo
,fu [ A6 DL & 0 IO R TP R 5 72, W,
B, FLVLC ISR TE A & < | Hika 5
Z2.5 EARENED L, TH#, M ks (Plasma
bicarbonate) D, AFEEAD R HHE OB
BHHI, B LA EIRLS EEET 5 & Sh
Tn5%,
A% 3 |10 B[RO DL-9.W: % & ¢e|DL- L/ 0.4 ~|RD pH OHIMET LTz, SO L ET | 52
HETo [N 0.5%;0.4~0.5 g/| 7L (42l 80%) ZHEER L7-3LVlix, 4Hzd
FLIR H EETeI NI 2R UL L0 IR ol
FEM 2 fEE< 72, K 83% N T v R—v R L7
ST, MEEEDOIKT, BABENR A B, BEME
SVT B D VI I\TEET D EIRIRITESS
MZEE LT,
= A B 3[HEEIL T (10g 10 g % 250 mL OK L BRI & 2 A, 53
4 5g UV, M, THiIZ5I &L, 5 g

22 L 2D L9 ERITHRN 2 0 T2,
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