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N-AF Ve FaXxv el o7 ) ay RRIVAEME CTh LSRRI =7 e b~
A 2 (CAS No0.61288-15-1) (T D\ T, fEHAIITE & IRF O RBR AR S O D8k, FDA
DERVE L VTR R ET N 2 550 L 7=,

PRI O - BR AR 1T, 3 EhERER (7 v P ROWR) . EEER (K. 2k
PR (v AKWT v b)), HAMEREERR (v A, 7y RO X)), BiEE
KON AR (T v P EO~T R) | B EEERR (VA 7 v MUK .
BinmEMERER, WMAEYFRREICET 2 BRSO TH D,

T78u kv UL, BEEERBOMBENSAMRIZE > THIE L 72 58 EHEEE
IRETpWEBZONDZ &, Flo. BRAMRBRIZE W TENPAMITED TV
W2 ENS, ADI AR ETDH I ENARETH D LW ST,

BHERBRICBWN T, HBIEWHETESORENED b B 2 b DR,
A X &R W AR BT A0 ALP 081, NOAEL /%, 10 mg(/
i)/ kg K/ H TH - 7=,

=S ADL X, 2@ NOAEL (2, Z&afffs LT, fEzE 10, @2 10 @ 100
ZEA L. 0.1 mg/kg (RH/H & RE I LT,

—J7. WAEWTR) ADL IZoWW T, BIRRRICEB W TEBE 2 2 ARG LR
T2 VICH HEH IS T 0.0018 me/kg KH/H & RE ST,

Z O FH) ADI (0.0018 mg/kg (KE/H) 1%, #MEFH ADI (0.1 mg/kg K/
H) L0 b/hE<, EHEFNRZEELHE L TWEIEE X 6ND,

UbkXy, =78 h~A 2 ORMERFZETGIZ OV TIL, ADI & LT 0.0018
mg/kg KHE/H 23R E LT,
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=7nu h~vA B GLREMER B LB DIREY)

7. FAROERBROERARKRIEE SR 2, 3)

T7nm hwA L, 1976 4FEIZ Nocardia lactamdurans DEEEMR ) HFE R S
TmNAF e Rax v o7 ) ay RRFIAEDETH D,

AKinld, FE&LTT T LEHEICHEDRFFEME AT MLVOHUAEME T,
Salmonella, Escherichia, Bordetella 5\ ZI3EMHZ RS2V, FEICBWTE
572 Brachyspira hyodysenteriae. Clostridium perfringens “\ZH%hTH Y | fid
BRI B TR SN Z L &l oTe,

T7u bhvwAfTE, =7 bw ATy A KOZEORMEERTHL =T 8 b~
YAz WNCZ 7w v AT BORENTH D,

T7u hwA O, =Tr vy A L LTOREZER () T
ZNE RS

AARTIE, B 62 FIZEE O 2MEOMER X W E OSGEICEI T 2158 (IEFn
28 VAN 35 5) ITHEOE . WENEA LTV D KR/ DA RN Ot %
i & T 28BN E L THRESNL TV D, MMIBWTIE, R I TR0,

Fo. BHEELLKOE FHEEKS E U TIEH S TH2R0,

B, RYT 47V A MEOBNI L ISR ES N TN D,

I Z2HICRIMEOBE
AFEMEL, BRI =7 1 h~A ¥ OB TEREORB R ES O, FDA O
Bz b SICEMICET A R MR 2B L0 ThHD, (B2, 3)

1. EYEIREER (RN, 2. R#E. ) RUKREBRR
(1) EYERERR (Tv k) (B2
F v MW UWCHERH T 7o h~A L OHERAOFKYS (0.8 mg/kg (AH)
B A e L 7=,
B 5-1% 48 W O K OUR Z RREFIICHIE LA R, TP AT GED 104.4 %
23, JRHICIE, BHED 4.7 %Rt S iz,

N

k=11

LSRR 17 AR AT SR 5 499 5 Ko THTZIZED b7 FR i FE R
6



7y FEAWT MC M= 7 1 hv A P a—L Ry ) 7 — & e BERR O
#5 (500 mg/kg (RE) L. WRUL, 430 & OIS SV TRz,

P56 W% . 4 %SRS HEI S, 84 % STILENICIEE LT, 72,
2 5- 6 R IZ 61T Dlds ~DOBATHRIL, AT 1.2 %, i 0.8 %, &K 0.3 %, #
A10.1 % S OWERITIX 0.0 % T o 7o, BAEDEILRIL, 91 % TH -7,

7y bPEMWTUCHERRT— 71 b~ A v A 205 (0.8 mg/kg ) L,
PG5 24 BRI O 2 LD THM EAT o 72,

B GREORK) 13 %D RIS PR S 21, £ O RE D IEFBIENRHY TH b BikiE o=
7 vy BIERO bR T,

(2) K@t (v b)) BHR2)

T haeHAWT UC E#HT 7 a b~ A Za—/L K&y U 7 — &I TH A
O E (500 mg/kg (KE) L., REIZ OV TR,

FFig Cid, M T70% R 7o h~A v A, OFERIE N, I EmTH-
776

FEPTIX. =70 b~V A DBK60%. =70 h~A U BR24%THY
JRIITIE, =78 h~A 20 AR 14 %, BIEARHE N 67~86 % Tdh - 7=,

(3) EYEiEiiR (K (=M 2)

A - WC k= 7 1 h~ A > oD 7 AR S (16 ppm) 3Bk % FEHi L
77

REODFEFOT T O h~A 2 ORREIIHRGHMG 3 BENHIFE —E GEPTIX
10 ppm, JRHFTIZ 0.4 ppm) &0, BEZFIETHE 2 BENDRWT H1H
Ml %~ L7z,

PRI 2 & OEIERIL, #ED 58~T6 %, RN BT 2% TH Y . At 60~78 %
Th-oT,

(4) K8 &K =2

a2 HWT UC I 7 e b~ v A, % 7 HIEIREE&R S (16 ppm) L. 1O
MO THRNARAIR AT (RIDA) (28 0 a7z,

Kicghshlemov h~A 2 Al BKOBERENT, F120%P=780 b~
A B~REEns—J, WilE&hizoon h~A v AT, BB Tl
1 60~70 %71 h~vA U A DOFFEFEL, 7RV XL 0 w0 REw &
BT ENHA LT, =7 ma bvA vy B IdEESSCRFICROD NN b,
Z ORMARITEEE D DRI SNV G O L HEE Sz,



(5) ZBHER (KB =2

KaxHWicz7nm h~A o0 14 BREEER G (16, 80 X TN 160 ppm) (K5
PR B % 550t L 7=,

542 HE, K30, 1, 3, 5, 7 HEHOMAW, Tk, Bh&. TEG. /5 & O
HEhoz 7o b~A 32y AL EEIZHOWT HPLC IZ X 0 4581 L=,

16 ppm HGHETIL, &5 42 HHEKOAIEO HH TIZ L A CRHB ST, A3E1
H HIZIZ 2R B RIS (0.03 ppm) LLF &7 o72,

F7o. EIRERE (80 UM 160 ppm £ 58 Tix, & UL TMME., K, Mg
29 1 ppm LA TR 3388 B2, KRR X 0 A3 L, AR5 3 A B3 eitet
THRHRALL T Th o7,

INHDRMENOTT hu~vA o2k (14 8#) (27> THEfk 5 LT,
T sy - AR ICIIBERE U LB 2 o],

(6) BBHER K M2

BWaEHW-o78a h~A 200 7 HFREES (16 ppm) (2 K 57 RER % Ll
L7,

RIE 6 IFfil, 1. 2. 3 H B O, i, BiELkOMEFO=T70 h~A 20 Ay
BEIZOWT HPLC 12X 0 9 L=,

IRHE 6 REff 2 LTI, Tl M O & FHOCMT 0.014~0.066 ppm DFREE 23789 H i
T2, DB AT L, K3 1 B BT 20Es TR (0.01 ppm) DLF & 72

>77,
2. 2HEUHER (IORARUIY R (B 2)

~ AR DRT y baefWzm oo h~A v r0atEtERoEREA2E£ 1ITRL
7~

#1 2k

Y (K5 | REE LDso f& —IEAR
Jitk | mg/kg RHE | mg/kg (KE
~ A | #0 | 5,000 1k 20,000 mg/kg KREKEZGHIZHBW
~20,000 | %9 15,600 T, &G HICHEM TRk 2, %
i 7o, HETEE 1 HERICTTERIER
>20,000 i,
e | 840 1k 840 mg/kg AELL FFR G T, &
M ~2,400 958 5.2 HZIZIREMK T, IRER 2 OY
(649~1,413) | SERIERERD T,

PG 1 HERICAEF~Y T AL, E




i §5% 7~ L, Z D 23~80 % | (A&l
927 DRHENT=DN 1L HIEFRERD 1
(688~1,249) | A TIXE&THEHRERMEZ R LTz,

1,090 mg/kg RELL L& 5T
I, &5 2 HRICHRER T, EHE)

JF M ORI 2 78 80 7=,

Zw b | A 3,330 e Ky OVEE EIROT,
~17,500 >17,500
fEIE | 592 i3 e 5 2 RERILANIC 1,690 mg/kg 1K
W | ~1,690 1,582 &G HEOMECIHEENE N L ORI
(1,181~2,120) | Wi, MfETIRIFNL 2RO, Hh5 2
il %121, 770 mg/kg (AELL F#%
1,481 GRECIEENME T & ORI, 1,000

(1,122~1,955) | mg/kg RE DL B 58 CHEHLR
EROPT R, 1,300 & T 1,690 mg/kg
IRER G- TR, AR M ONESN K
BT,

#5 2 kO3 HiZ1Z 1,000 mg/kg
RELL &G RETEINA DI,

#h5 8 H%I21X 1,000 } O 1,300
mg/kg R 51 O HESUS| CREE
B 3 A B T2,

3. BERMHMAER
(1) 13 EAMERMSHRER (TOR) ZH2)

<~ A (ICR %. WMt 10 PL/if) #HW-= 71 h~A >0 13 FREEA&
4. (0. 1,000, 3,000, 10,000 }2 T 30,000 ppm) (Z & 2 d2a Mk merEatER 2 30t L 7=,

—ER, A, HBiiE, REOR, WRYEERE, REA, 7. Ak
LRI N OYR BRI O TEE IOV TR LT,

1,000 ppm K X 3,000 ppm H5-HETIE, &GOEEBIIL LN T,

10,000 ppm LA E&GEETIE, BB W TIRME ERZOEPENMEREIZ . D
PRAAE DYERR M OV T DPLIE DS HEIZ A S a Tz, RFIR O #askt & OV E S O BN L
HONTo, Fio, M/MREROEEMNHEREZ, =2 L AT a— UEOIEMNHEIZ A 5
iz,

30,000 ppm #%5HETix, MEREE bR G-FMGEH%— (R =311 8 40PN/ 2 Nt E oY 34
@%Eﬁ@&@ﬁﬁ@%@ﬁ?ﬁﬁ%htoit\RMLHb&UHt®ﬁ9\%
DO BESNE M TCHERE . SR OFEMEA LR, ATl /N E RO aE R, R & o/
I ROy a el ) —5 ORI NS OEO S E EOBUMER A REZ, fiEs e

9



U o K OVEERE U o OB AINNE DN IRSE %t & O B s O D D3 A 5 7z,

728, 10,000 ppm L EBEREDME K NEBGREDMEZ 0 5 VT MR 2 % fE
RWVBBOIERIZOWTIEL, Pl E O 512 X 2 P E w5 O Z 82 5 21k
ThHY, FTomBEOEMOFFRMEAEBET 5 L, BHEFIERICEZ LWL & il
ST,

kX, ARBRIZEIT S NOAEL 1Z, 3,000 ppm (Z 340 mg(J1flh)/kg A/
H. M 431 mg(Uifl)/kg (KE/H) & X BT,

(2) 4 EFEERHSERER (THUXR) (ZH3)

~ o A (ICR &, WEMES 15 VL) ZHW-7m h~A >0 14 R
5. (0, 0.5, 1.0, 2.0 X1'5.0%) ([Z X DHEREARE LM Lz, (KE, B,
BERAREIR, AT L QYR BRI (B ) OFEBIZOWTHRE L,

2.0 XN 5.0 %I GEEOMERET, SRERIEBR K OPRME 5 HAEOFR A OHN
MO LT,

PLEL Y KRBRIZEHIT 5 NOAEL X, 1.0 % (# 1,720 mgUifii)/kg K5/ H |
2,000 mg(ifii)/kg (RE/H) & X b,

(3) 4 AHESIHSERR (Sv ) (BR2)

F v b~ (SD %, MEES 15 L/ W=7 a <A 200 14 BERE#HR 5

(0. 0.5, 1.0, 2.0 XT'5.0 %) ICLDHERERARE E L7-, KAE, BHE,
BRI, MR, PRI K QYR BRI A O H B IZOWTRAE LTz,

2.0 % GHEORER N 5.0 %t G- HEOMERE T, 5 1~4 BICEREHE IS, &
EF R DK T L USRERIAB R D3F D BT,

5.0 % 5-HETix. RBC. Hb KON Ht OO . Bl b BB 0BG N
PRABE Rz 0O PR A 2 5 T B i 25 S eI CRB O BTz,

PLEX Y, ARBRICEIT S NOAEL X, 1.0 % (It 706 mg(hfi)/kg (KE/H . iff
810 mg(J1ff)/kg KE/H) L&z Bz,

7 v b (CRCD &, MERES 15 IT/BE) ZHWex=7 v b~ A 20 14 FH R
O #E (0. 20, 200 & O* 2,000 mg(Uifi)/kg RH/H) 12X 2 diatEEERRE
Fh L7z, ARBRTIZ, 50 (1) oZhEEERER (p12) TV ELATLTFEN
BB a2 R & VR i L TRV, BRRER, (AE, IREMRAE, Mg
R, AR K QYRR EO K EHH IC OV TR LT,

200 K O* 2,000 mg(J1ili)/kg AR/ H £ 51 TH G-I REIK 3 2 JREED & 54, 2,000
mg(J1fl)/kg KRB/ H B GRECIEE RIS HFRD H v,

TR ClIX, X CTORGHECRBER IR A2 DR WEBIEEN 2 b,
ZOERIERIL., FIEMEDE OB X D BNMEEOEENI LY Bl Th o
SHWHOBEHOFFREEZBET H L. HEHEFIERIZZ LWEL S Sz,

10



2,000 mg(ifi)/kg AE/ H $ 5-Ff T K OV i Dot J OV HE D HEH0E TN
R B DMkt K O L B B O 3588 STz,

BRI Clix, GICERT 2B (T A LN 5T,

PLEX Y, KRBRIZEIT 5 NOAEL 1E, 20 mg(Uif)/kg (AE/H THH B2 5
iz,

(4) 14 AEESESERR (1 X) &H2)

A X (B—Z7 VR, MRS 3UC/EE) #HW=x=7n h~A o 14 3 R
O 45 (0, 20, 200 & O* 2,000 mg(Ufi)/kg (RFE/H) 7Bk 2 S0t L7z, BEARIEIR,
R, IREHRA, OERBRA, MEFImRE, A FORA, RS OMAEY
HIBEDFHEBIZOWTHRE LT,

2,000 mg(7 i)/ kg AR H/ H & 5-FE THEM: | $R0E & OEIEDS % 5% 1~2 I
P BT,

20 mg(Ifil)/kg FREE/ B UL L G-REORER O 200 mg(F11l)/kg K/ H &% 58O
T, 5 4 %I ALP 2L, BB TRAZIE, T 50~100 % DN % =
L7z, 200 M O* 2,000 mg(Uifi)/kg (R EE/ B $e 58 CIIAFIROMaxcH M O b EE 2 O B0
DMEREIC A BTz, Lr L, WTOERGHITE W T FIEO B 7R 2 b 38142
SN2 oT,

2,000 mg(J1flh)/kg K/ H % 58 Cid, BUN KOV L7 F =2 OEmMaMtc, &
& D PRAMAE PEIR, B2 B MEIE S OV 2 B FLEA 2 S MERE (= A D LTz,

PLE& D ARBRICI1T 2 NOAEL X, METI 20 mgUf)/kg (RE/H TH 2 &
EZ DN, HETIIRETE o7z,

FEFEBRICEB W T NOAEL NEETE R oTclzd, 4 X (B — 7 VHE, WEREX
3UL/RE) ZHWm 7o h~A 2?14 BBEERHRE D &5 (0. 2. 5. 10 LT 20
mg(MMh)/kg KT/ H) Bk & 3k L7-,

20 mg(J1fili)/kg PR EE/ B % G- O RE TR O L B & O EEINN B 37223 Jiilal D
5% CliX 2,000 mg(Uli)/kg R E/ B F 5 RRIZ RV T H BIRE RICHENED S22
o772 WEITEIKNT HEE TRV EE 2 LIz, FilRORER TH L7z ALP
O e A E O 20 mg(Ili)/kg IRE/ H & GHEIZBWTHRD v ho iz,

EREETo0ORBREE R X v . NOAEL 1ZME T 10 mg(Ufl)/kg A8/ H ., METix 20
mg(J1fli)/kg KE/H TH D LE 2 Lz,

4. BUHESERUENAMERER
(1) 105 BERIEHEHEL/AERE (Sv k) B2, 3)
Z v b (CRCD %, MERES 65 PL/EE) # M=o a h~A 2O 105 #H IR
5 (0, 0.1, 0.33 X1N1.0 %) RREFEM LT, 2055, MEHER 15 DL/EEAZ &

11



5 53 WZIZ L L CTHREIREZIT 7o, HARIER, KE, Hiis, IRFHRA, W
R, MG A LFAIRA, JRIRE., S OYW B AR A DA B 1T
WTHRAE L7,

1.0 %P GHEDOMETHR G 52 TZITIB UV TR IREE & LE~0 10 %, #5105 %I
BWOTHK 20 % DA B ARARER NS 2~ 5 vz,

0.33 %2 0N 1.0 %P 5RE DM THe 5 105 BZIZB W TRIER R OFRAERINN AL
iz,

ZOMOBREEB X, HSICERT HIEETRO N7,

PLE XY ARERIZHIT S NOAEL (T ETIIARBOREHETH S 1.0 % (450
mg(F1Ml)/kg A/ H) . METIZ 0.1 % (55 mg(Ffl)/kg KE/H) &z bz,

F 7o, BHICER T DR OBAEMIA LT, BRAMETRD e Tz,

(2) 94 BAEFEILNAMERER (THXR) (ZH3)

~ A (ICR %, WEHES 50 VW/iE) ZHWexm7 v h~A > d 94 MR
5. (0, 0.1, 0.33 XN 1.0%) #REkA L7z,

FRARESR, R, FEHEEGE, HIMH & QYR BB RAEO K EH IZ OV TRE
L7z,

1.0 %% 5 BE O IE TR 5-BRAEK) 50 2> BB AN 208 U T, JELERO DT )R
HEINMN A 53072,

1.0 % 5-FE DO MERE TIEYERE R OFAEHIMD A 5T,

B GARR T G ORAREINTALNT . BORAMEITRD benoT-,

5. HMEFREFMHRER
(1) EESHRR (Tv k) (32

Z v b (CRCD %, W 12 JL/#f) ZHW\Wcm 7 m h~A o Ol 05 (0.
20, 200 KT 2,000 mg(iffi)/kg (KH/ H) & X 2B EMREBR A Fh L=, 95
HoO®EE1X, Rl 14 BRTL D 404R - A B 28 0ol 21 B £ TFE L7,

MEW O— MR, (RE, AL, AR DLE OUEIRI N QNG o B R % R
PR, RBE, KE, AR ALK OEHREFIZONTHRAE LT,

2,000 mg(F1flh)/kg IR E/ H & 5T 0EHR 15 B S3BRi& T H £ CRIENSRAE L
77

2,000 mg(if)/kg (RE/ B F 58T, IR OF B REEN A DIV, ZHUsk
K L7 &E 2 b s REM FEERE OB R INNEE bivl,

IREM) DA FRRAE TIE 2,000 mg(fih)/kg (A HE/ B %58 1 I THEER A ST,
Wl A ClE, Fl—IRIc e (RERE. EMERE . BEALRE R N O E]
ORAR) WA DNTZ, £io, LT LTI, SHREE 2 FHTHEHME L OMIHED K38,
STRBRE 1 B FFHEE BRI LS A7. 2,000 mg(Fii)/kg A/ H #% 58 1 511 Sk
DRE M ORESIN B BT, T DZLITEBEH R LD EE X LT,

12



(2) 2#HREBESHHRER (Sv k) K2

Z v b (CRCD %, HEHER- 30 IL/FE) W=7 m h~A > DRI G (0,
0.1, 0.33 X' 1.0 %) (ZX % 2 HAREBEIEEMERABRZ I L7z, 1H#RIc>Z 2[5
i X H 7,

Fo XU FUdlE3MZ oW Tid, BARER, ARE, fEHERE, MoOZImRmEC

DOWNWTHA L., Fia. Fib. Fou KOV Fo, IWEMWIZ OV TIR, BRARIEIR, K, EiHE

DIEN>, ELFR, P, PERE 2 ]~ T,

2 HROBHEZBE L, WTHOEGEEICBWTHEIE, <he, diRMME, #rER
AR WEWOMEE R ORI G BITRO b oz, £, FImizn
Th, AhEgy, BlE, BT 5ICER T 2 WIRAY L QYR B TR ZITER D &
nighhoiz,

(3) IR (TVR) (ZH2)

~ A (CFiSR) DR 6 76 15 HIZ, =71 h~A ¥ Z il 05 (0,
20, 200 &% O* 2,000 mg(Jifii)/kg (RE/H) L., REMWOEFE, —BIER, FER
OVEFEAR BT NI IR DA R . P& VB S E IZ DWW TRRA L 72,

2,000 mg(ifl)/kg 1A/ H 58T, REhM) O REIINIHIE R L O
HOA BB DA GBI, AIROMER: (BBIR 2 6) 2RO 6T, xf%ﬁi%a@
BRECHNZR . BRSO 2 A HUR S 7= 28 BB |2 & 506 BEFRIT
LT, R B GHOBICAEEZEL AN ST,

FREERER T A OB O R E R L O Y. BRI E R S X FEE R
LHNERETT 272 0lZ, v A (CFIS &) OHIR6 76 15 HIZ, =71 h~A ¥
Va0, 20, 200, 1,000 & O* 2,000 mg(Uifli)/kg (KE/H) L., &)
W OAATH, — e, IR & OVERR DL DN AR R DR, Pl M OV RS 2L 12
DNTHRE LT,

REMWIZ OV T, 1,000 mgUifili)/kg KF/A GO 1 BNZELT, SHREED 1
BINZTRFEN A BT, R OREHINEHIERIC b FR&GRERIZRD BT,
ZOMOFEMIER LIRO Dol RIBICOWTHEGOEEIIA LN h o
7o

RGBT, HEICERT 2 EFEMMEFEEITRO bhien o7z, Rl
ORPAERITFH I N h o7,

bk, =70 h~A 2 r0E 2,000 mg(hih)/kg KE/H £ TOIFR~ 7 A
SNOFEIZBNT, BAFBIHEITRE O b o T,

(4) EFEHERE (Sy k) &R2)
Z > b (CRCD . M 20 VC/BE) DR 6 725 15 HIC, =71 b~ A ¥ %0l
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i N #E (0, 20, 200 XU 2,000 mgU kg RE/H) L. REIDEFE,
—fRIER, RE M OGNSR IR D 4h 2, B VB R B IC W TR L
77

2,000 mg(J14ilh)/kg R/ H % 5HE0 1 6 CTHEHE 16 H IZ5RHlRE 0B 512 X 2 st
WRAE LT, o, RO LR IBAREICHE RO N A LN, &SR G TRE
[ZHRER DA PRI IR D Do 7,

(5) FhEsdlR (BR) (&H2)

K (23— oy —2MfE, 11 BEnRREEME, 16 B/ Z2HWie=7nm h~A v
YO 112 B (PRI~ B8 RS (0 XY 16 ppm) A FhE L=, &
5.2 A%ICHEIR & RE S W T, otk 21 BRRICERBRZ & T L,

MEBUR DEEIRIEIR . (REE, IR, i, HAEROAFER, KE, —BIERE
IZOWTIRAE 2 50 L7z, BGICERKT 2 ERER, RNELROWEILA BT, 4
MR ORI b A B ZAITRD Doz,

Flo, TIROEFE L OMEREIZ M HEWERIZA NIRRT,

PLEDZ &Enn . REEFEMEKIZK T 2 ot Elick s 70 h~A1
> D 16 ppm OPRFETOIREEEEG 1L, AFERER CHARICEEL 527202 EB 2 5
iz,

6. BizaMtHER &K 2)
T7nu hvA v DOBEEERBROEREEFR 2 L3R LT, in vitro X In
vivo DWTORERICHO W T HaETHh o7,
LMo T, =78 b~vA VIATAEKRIZE o THIBE L R D BEHEEEZ RS 0D
DEBZ BT,

# 2 EBEEMEER  in vitro WBR

AR OES & il e

Ames F5R Salmonella typhimurium =T N (S
TA92, TA98, TA100, TA1535, (0.25~100 pg/~7' L —
TA1536, TA1537. TA1538 k) +£S9

AEH DNA &L

7 v MITER M

= havf il

FRR (25. 50, 100. 150
pg/mL)

BT ERERA | VT Fry A =—ANLAZ— | =T kv A e

B it i e (0.003~3.0 mM)

+S9
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# 3 EEEMEER  in vivo RBR

BV PO M i R
MERER | v 7 X (CFiS %) T8 b~ [EYE
(0. 60, 180, 540 mg/kg RE/[A],
2 [alfE O $e 5

7. fAERER (K SHK2)

T (LW A 7V RFE, 1 4 Alie, 688/ W=7 m h~A D 14
MR O &G (0. 16, 80 &N 160 ppm) #Bk % Sk L 7=,

160 ppm #5-HED 2 T, #REEST AT, BALESMEIC L 5 Hifl, 16 ppm &5
FED 11T, BREEDREHINIMGIZ 4 0 L, FEAENBR INATA, wWInbx
7u b A BRGICERT AR TIERWEB X b,

80 ppm FHHETIL, KHHEL AT, KEORBDMEMA AL, BEEOKT
L r2bnEEZ LN,

PRIGAS, MR M LR A L RO A Tk, & GICRINT 28I LA L)
ST,

FIRClx, R Z ST X TORED 1 813 DB RO FZRTE I D Bl h3 &
DAL, FToxEEE 1B TR EZFERE D A2 DT,

e B R TG ICERT 2 B2 DN FETRD Lo Tz,

=78 kAT r® 16, 80 KT 160 ppm DORE TOREEEG1X, TKRIZxHT 5
TARMICREIT A DR 5Tz,

T (Vry—~r - T2 RL—AFE, S, MM 3EE/ME) #H W=7 m b
~A v ? 28 HRENEEER G (0, 60, 80, 160 & T 320 ppm) kA FhE L 7=,

WTHNOKIZHEWER ., BEROSTERD bivieiroTz,

16 ppm D 205 DIRED =T 1 b~ A v ZIREEEES L THREMICREITA S
Nieho iz,

TR (3 —7 v —FE, 9~10 Wk, MERES 3 8/ Z#HWiem7nm h~A 2>
@ 21 HFIREEH G (0, 16 KOV 400 ppm) #5R % 5h6 L 7=,

400 ppm #HEGHETIX, 17 BREIZH= 0, FEIEME, FFL. mEREO FH & O
FREIFHALBE S 2 H 4072, 16 ppm #5HETIX, BIRK LOEEIIA LN Tz,

IRIR, A&, RE N K ON5RR ik, B GITRENT 2 2RIFEE O biven o7z,

TIRICH LT, 21 B, TEH S H&ED 16 ppm @ 25 {58 (400 ppm) D=7
0 v A T RER G L TH I REIIA B o T,

TR (33— v —HMERE, 11 Win, MERER 3 8H/RE) 2wz, =7 n8n h~vwA v
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> ® 90 HWIREEE S (0, 16, 48 K180 ppm) Ak % Ikt L7,

48 ppm FH5HED 1 1% T 80 ppm £ 5D 3 FllC 9 H REJHRAE & O T J& FHALSE
MBIV,

AST () ROMRE U ey () 2BV THRE L H ORI A E N 7
Siv. RBC, Ht, HLBR, MFEEER, AFHEIKER. ALP ROWRY v 37 IZBWTHE &
DABMRBENRAZ LR, 26k, WTINRLEEICERT O TIEn e &
2 bilz,

FHRICK LT 80 ppm DL T T 1 b~ A v % 90 HRIRAFEG LT H%4e
PEICIEIX A D ILe o T,

8. TODHMRA
(1) 2HRFEERR (V¥ K 2)

TYX (22— =T RARYA M) ZHWT, BRI 7o h~g v -
TR U~ T 2T L (20 %A % 100 mg A, 60 FORHETFE L%, EHF
T D50 KON 20 M AR LI IR/KEK THET 256 ORISR LTz,

eV OB A TIX, 15 0% TR O BRI M ONECIR M 3 F D ALTZ 23, 2 IRE
P2 IR SUITE I L, 24 BFIRIRRICITXIER & 72 o7, PR L7ca Tl 15 44
(ZHEFE ORI ML A~ L, 2 BRRIRICIE 1 B2 BRE IER L7220 | 24 BRI 2R
EFE7eoT,

PLEX Y 20 %A OIRKEIEIZ DT TH D & fEmm Iz,

(2) BERBRMERR (H5F) (BH2)

GHF (2a—U—T L FRUA M £HOT, 278 b g v TAFY
Fe~ 7% LD L (20 %HAD % 500 mg RRFHGBIHALIL O BBIBILIC R L,
MR &

ZO/BR, BRRIBIER LR S ORIPERITE RO DA T,

9. EHZHHER (K2

T ADFIEROBIETIE, =71 h~A > 500 %O 1,000 mg/kg KRED
HERZEN$¢ 5 CIEENE T, JLRIEREOTERBBIEZ S 7z, 100 LT 200 mg/kg (A
DEENE G TIHIZ L A EBRGOEZEITRD o T,

T7n h~vA 20 mgkg REAZFIRNE G LI X3, REERICETL
2o UHXOMEELOBELTIZ, =78 h~A 2> 10 mgkg (KEOFFIRNE ST
IR & ARZEENIA BN D - 7278, 250 mglkg RE D JEEN 5 TITARE O T2
RO BNz, U FOMREE R OWMAEIE. 10 mgkg REOEFARNE 5 KON 250
mg/kg IRE DO EIENEE 5 TR E REENIA LN D -T2,
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. WEMEMEEICET SR
( 1 ) BRER D BEE I T SR/ NEBMELERE (MIC) (2 4)
Wk 18 AR i R A TR A B U E O A R B A (OF
B 18 4F 9 A ~pk 19 4F 3 A 340E) 12\ T, & MR DBERZEICRF =7 a K
~A 2> D) 5X108 CFU/spot IZ31F 5 MIC B~ 6L TW5 (K 4),

#z4 =7u b~ A D MICso

B/ BRERE (ug/mL)
e MR Efrotomycin
MICso i

A VERE S B
FEscherichia coli 30 >128 128~>128
Enterococcus sp. 30 >128 8~>128
T S
Bacteroides sp. 30 32 2~>128
Fusobacterium sp. 20 32 32~64
Bifidobacterium sp. 30 16 8~32
Fubacterium sp. 20 =0.06 =0.06~0.25
Clostridium sp. 30 8 4~8
Peptococcus sp.| Peptostreptococcus sp. 30 =0.06 =0.06
Prevotella sp. 20 1 =0.06~4
Lactobacillus sp. 30 >128 >128
Propionibacterium sp. 30 2 1~4

HESNTZEHFED 9 B i HIEV MICso 23 # S S 4TV D DI Eubacterium sp.
KON Peptococcus sp./ Peptostreptococcus sp.? =0.06 pg/mL T&H V) . MICcalc2ix
0.000482 mg/mL Toh -7z,

. BmfEREZET
1. SMHF8 ADI L’JL\'C

T hvA T EBEEERBRICBOL T TS REORENELNTEY .
AR L > CRIE J:focéLmﬂ%%/Tém\k%z%hé &L FToL BB AR
BRICBWTRDANEITE O SN TW RN b, ADI 2% ET 5 Z ENAHETH
% &I ST,

FHERBRICBN T R BIEROVHETESORENTEO N EE 2 5D HEI

2 BARICTEED & 5 i b B O & 2 J& 0 -] MICso D 90 %5 HHIR S D T FRAE
17



A X & AW 14 B2V ERIC BV T 20 mg(hOfh)/kg K8/ H & 5REO I
IZB B ALP o<, NOAEL 1%, 10 mg(ifl)/kg A&/ H Toh - 7=,

A X O 14 B EMEREEREBR TIT mHER GREIZB O TEIE~DOZENRD b
NTEL, 7y bEHWE 14 B 2MEEMERER & O 105 3 EEMEE IS 0N AN
HBRICBWTHBIEA~DEENL SN TWDHN, 20T v hd 105 HEEEMEENE
O AMERERTIX, NOAEL 55 mg(J1fl)/kg (K&E/H 3G 51T\ b, L7 - T,
A XD 14 B AMFEMERBR O NOAEL 10 mg(F1l)/kg AE/H 1%, EHE 512 X
HEGEA~DHEIZONTH FoHEELTWEA LD EEZ NS, ADI OFEIC
Wiz o THE, BMOREEEEEHT 2 MBI e &Rl S,

PLbEDZ &b, TSN ADI X, A X 14 # ] f AN RO NOAEL 10
mg(J1ili)/kg R/ B2, Z4f5% 100 (FE7E 10, {E{A7%E10) Z@#H L, 0.1 mgkg
KE/H ERE I NI,

2. WMEYER ADIZDINT

VICH 5T A KT A NS Fiie ilE 24T 5 1T/ DRpf 72 i s, Fpk 18 47
B ZeMRRETHE @R ITEEYE O I ERE) THLNLTEY,
ZORERNSEEER 2 v o AR E S TN D RIEIC K W EWFR ADI 25
HT D2 ENTED,

71 k<A 2D MICel 1T 0.000482 mg/mL. FEIENAEY 220 g/ H . A /S 2
BESIDHMIC 1.0, & MEAEIZ 60 kg i@ L, VICH O U S W T
MFHADI 2B L7GE, Tieolkh L s,

0.000482"1 X 220*2
ADI= =0.00177

1.0%3 X 60

=0.0018 (mg/kg {KHE/H)

*1: RBREITEIED & % e b BIE O & % J& 045 MICs0 D 90 % B FRFL > T RAE

*2 BN O &

*3 L WWICH T O REHRBROMRNE, =70 bvA VU OROVET LI VRSN D Z L
5. BANMEENZE SN DB E LTOREE 1.0 £ 75

3. ADIDFEFEIZDLT
A0 ADI (0.0018 mg/kg RE/H) 1%, S ADI (0.1 mg/kg K/ H)
X b/hEL, BEFNRZEMEHR L TCWE EEZLND I ENnG, =71 k
~A > ADI L, 0.0018 mg/kg (RE/H LFEET 5 2 LAY & s,

3 EN OB A EE T OARHFFIZOWVTH.20064E3 H L0 VICH A RIA U RSN TW5,
18



4 ﬁnnﬁ_ ‘?/En:Hﬁ
PLEXY, =78v h~a v OBMEBEREFEEFMICOVWTIE, ADI & L CTIROE
PEATAHZENEULEEZ DN D,

78 kv 0.0018 mg/kg {KHEE/H

BRI OWTIE, YaPAMhAE R 2 I F 2 B E S EEO B L 217 5 BRI T 5
k‘@‘éo

Z&
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%5 FDAIZHT 2 MEilE ass

BipfE | Bk B 5 & fEHMEE (mgUIh)/kg RE/H)
(mg(J)1ih)/kg 1A/ H)
~ U A | 14 RS | K860, 1,720, 3,400, | HE : 1,720
AR 9,370 I < 2,000
it : 1,040, 2,000, CRERIRRE 2% . PRABAE Al b B2 AR D38
4,320, 10,640 A IN)
(REERE 1 5)
M AMERER | 150, 500, 1,500 500
(REERE 1 5. (AR, BB RO
hn)
EFIERBR | 20, 200, 2,000 BEHAZME © 2,000 (272 L)
(TR D e ) fr e - 200 (BRI E &), 72 Hild
iF£29)
AT ERER | 20, 200, 1,000, 2,000 | —
(TR 1 B 5 WA L)
Zw h | 14 BN | B 360, 710, 1,440, | #E : 710
AR 3,790 I - 810
it : 400, 810, 1,645, | CRERIARE 28, JRMIE AL b Bz 7 A D38
4,300 A= HE )
(REERE N #5)
PR | [ - 43, 146, 450 Ik ;43
W : 55, 178, 570 Wt 55
(REERE O #5) (AREEEE )
FEMD AMEER | HE 43, 146, 450 —
Mt : 55, 178, 570 (NEIZE DR AEHE N7 L)
(REERE O #5)
fedT e ER | 20, 200, 2,000 RHAZEME £ 2,000 (B2 1)
(TR 0 5 JE B - 200 (REJD)
A X 14 FERMH AN | 20, 200, 2,000 RETET,
PERER (TR 1 ) ALP DN
14 WEHZEME | 2, 5, 10, 20 (1, 2.5, [ 20 (10 mgUifi)/kg KE X218 / H)
PR 5.10mg(Uifii)/kg R EE | EEENIGER O B o T2,
GEINERER) X 2 [Bl/ /5RO

5)
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ADI 0.01 mg/kg AHE/H
SF : 1,000

ADI & ERMLE E} NOAEL : 10
A X 14 JE [ # MR ER GENEER
&)
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(Bl 1 BREEFEIR

W& R AR

ADI — HEBEFA =

ALP TIAHIYRAT 75 —F

AST TARGX BT I ) TV AT 27 —8
(=7 VEIvBAXI a7 A7 I —F
(GOT))

FDA KIE R 5 E AT

Hb ~NEZnvy (FEE)

HPLC BRIk v~ N T T 4 —

Ht ~< h7 Uy M

NOAEL HEEMEE

RBC IRIMERER

VICH B H =3 O KRR A G RO RN BT 2 E R W =ik

22




(B

‘i, WIS ORI (N 34 FEARERE 370 5) O —fHadiEd 5
i CERK 17 45 11 A 29 AAF, SRR 17 4FRA G BE &R 5 499 7)

JBALRR 7 7 —~#X&tt, =78 h~Aa v (MK-621) 22\ T ORBRAE S
DR RAEK)

FDA. Freedom of Information Summary NADA140-818, 1992

opk 18 A FE R S IR G A : B HHLAYE E DI TR BRI -DO\W\ T
DA
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