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L )

FHAERERSRAITHD [ 7 a=4—/L] (CASNo0.14885-29-1) 2>\ T, JECFA ®
RIS A A C R R R AR & S L7z,

PR BRAGESE L, EEiRE (T b, K CEEAOM X) | B (REOG
HS) . EREE, BEE (vU A, 7y NERTHX) | EEENE (T v AU X)),
BB OFENAE (T A, Ty NROU X)), AJERAENE (T RO UHX) &
DOFHBRBHETH D,

A 7= —)Z, in vitro DFIE % AT 187298728 il I OF Fluctuation test C
B CH o7, £72. exvivo (15 FRRHERER) OEIFIHRAEEFAER CHIEThH -T2, —H,
LB Z OV CRBRCIE, BRI REY) CREFEE AT CE ol & T AW
NHotzy UEDZ LG, A T o= —)LNAERICE > CRIBE L 7 5 8 nmtE a2
ATREMEIZ DWW TIIRE CE RN &l L7z,

~ U A% A2 89 i 100 BRIFEN AMERER K VT » R & A2 109 @8 B3
ANEDFE BRI E SN TN D, w7 A& AVTZ3ERClE, 1,000 ppm 855 ChlifEE
DOEERENN, 7 v FEAWZRER T, 2,000 ppm FEREOME CILMESE OIERD
ERBHBOENTZ ED, BBAMNREI N, £, EERE~OBLEEMEOFTREM
EBETX -T2,

UEDZ et T =X —UIoWTIL, BEEs =~ SET 52 &
DCTET, BRAMEPRBINTZZ Enn, ADI ZRET NI TRV EHET LT,



. FHEXMRBMAERROME

1. A%
FE HRERERA)

2. BRI D—HA
M A T e=—)
%4, - Ipronidazole

3. LF4
IUPAC
#4 : 2-isopropyl-1-methyl-5-nitro-1 A-imidazole
CAS (No. 14885-29-1)
#4 : 1-methyl-2-(1-methylethyl)-5-nitro-1 A-imidazole

4. HFH
C7H11N302

5. #FE
169.18

CHs;  CH,

OzN\@'{j CHs

7. FEREMRUMERRKR

A Ta=X) =T, b= huA I XY — VBT 554 ERRRA - FURRFICH
%o AFIROEERICEMOD A N XV =), o=Z =)L A b= — L3
PloEEZE L, W< Oo0oHE LW E 277, 5= MeiEBMERICMATHY ., &
DIFTCIZ L FEA OFEEE D FICIER/BET D e FaXx i 7 I UFERPERS
. PIEEAR YRR ER 2R s s Tns, (B 3)

JECFA OFHfiEIC LA, W Tid, EEBDOE X MEF REKOERF O T K
WERIER S D, (B 3~5) TR OVEEIZIL, 22108 0.00625% &% ) 0.025%
DIREFRE CHWOILA, £7o. T CIZEEERE (0.00625%) HOLmBIZIE, JRFED
7= OIZHOKEE (0.0125%) MARETH D & S TW5, BIRFIO TIHIC ISR
5 (JREEJEFE 1 100g/ Fo) 23, 1R 7 B OSUKIRS (BOUKEE : 200~800 mg/
Tar) BDEHThOLHEINTNWD, (BH5)

(& 2)



EU ROSKETIE, 2O TA P =gV — L2 aF T 58 RAERLI AR S TN
e, BTEITAGR STV, (6, T)

AATIE, B MAKOEMWAERGOAGRILR,

Alal, JBASEKRE D ASEEE (0022 F1EEF 23 5) #1158 1 THORE
ICEESE, BT OBRREELRTET D2 LICOoWNT, BEEFETmAEF SN T
W5,



[l Z2EITHRLIMROBME
ARFHIlE Tid, JECFA OFHMliEFLZIIZ, 70 =4 — VORI 5 E%m
REEHL, BR2~5)
RAEEEIEFZ DM 1 X2 1R LT,

1. EYBHREEAER
(1) EEReiig (Sv b
@ #OKs
MBE =2—VEEEFE LT v b GRERH, M5 L) (24 I XY —/LERD 2 fLDfR
Fh UC TEFR LA Y=Y —L (LT [ring-24ClE#kA V=% —/| L\
9.) % 4 ARBEFHE ARG (22.5 mg/kg (AE/H) 1L, FEY@Eeaing £ie I,
B 5 U TG HEMED 31%23 & (HILENED &) (28t S 4, IBH-HITiE 34%.,
PRENZIZ 27% D3 STz, 1 — A 2, B O 0> O 1T HEEMED 1.4% 53N &
AUTz. BOHEMEDREIERIL 2% Th o7z, (B3, 4) EHHEHEMED T1%03 K
Thole, BREIE, 7RVtE, BEMMEZFEOOINEIZ LD . EHOKEMHEAE
WK 34%1%, 2,3-2 Kra-2-(2-t KA V7o b)-3-AF)L-4-= ha-1HA 3
2 =54 LT Al £no,) ERIESNTC, I=a—LEHEEFELRLT
> b OG- EOK) 16%08 Z ORISR & L CH S, (B 5)

FEROFEBRI BT, [ring-2UCHE A 7 0 =& —/L 0D 4 B WiEweRk D& 5% DR,
. EHI NS — T A g OB O HUERTEMED, N2 27%. 31%., 34% K% TN 1.4%
ThHol=l tmb, A7 a=F Y —/LORARINZE L, D7 &1 60%LLEEHEE S
77

@ HEERERS

7w~ GRfE, MR OVCECARER) 2 RV VlNE LTl S 7z 2 388123V T [ring:
QUCIHESRA 7' e =& — VO EEIEENE G- (20.5 mg/kg (AE) % OR, #&K UK H
D, EIVENBEGHEHEMEDR) 30%., 58% & N 3% 2Mat &iviz, 7V AT —1 3ju
BIR ORI % & B2, REOERN SR P U S-S 5 HENEEIL. ZFivE
22 0.5% KN 1.0% Tho7c, RITEIZEFDKKON L AN ON—/—F m~
K797 4—=KOTLC TiE, /1 7224V —LEN1-AF/1-2-2' -& Kafxi oV
HE/L)5= kA IV —L HIP, T M@ B] L\ 9,) OELLLROLR
2o tle, 7 ua~ NT ADRFEICE S o EHEMNIX, RS E2T~THDOTH I,
UCO DFEEAITA I X4V —VEROREZ =~ T D Lifm Sz, (BH5)

1 BI85 OEEFCIE. 20 mg/kg KE/H it STV D,
2 gAY il CLRREL)
36Ny u=—BI 2T 72—t (KofEsE, ULTHRL)



(2) FEyEhResEr B
WK (4 i, (AE 7Tkg, HE158) (1Clring-2U4CHERk A 7 0 =4 — )L &2 H[ER 0% 5
(43.11 mg 7 7 &/L/EE, IRARIEEE 0.0126%402Y) L. SE4sEhneskBr) =i S -,

Fe54% 5 HRTC, RGHENEMD 97.9%05R, R O ICEIR S iz,

5 5 HZROSEMIZIT DA IHEI SR OMIRRBIRE YR 1 IR LT, (B 38,
5) SHETFEREYOR 31~T1% KA Th - 1=, HLENEYOMEHEMEL, #lEl
IHEHEMED 53.3% % i D13, NUBUARH ST, HILENEMIZIZA T =4
VR OREW) B IIFE LW EAVRS T, £, K9 29~68% ) FAfk ik &
LT E -7, AR AIRERIREYIL. £AEE (BEEE) X3A Te=4Y—)LH
W T DRI ~DOBR Y iAAEETr LB 2 Dz, ZORBRTIL, REWIIFRES
niginoiz, (BPR5)

# 1 [ring2UCHE#A 7' u =4V — x5 5 RZOKMABKIZIIT 5
ARy ORFR R IR

P _ ﬁffﬁﬁfj%j BE (ng ‘eq/ g) _

XUBVHRE D | KEMEES | RNEMEES a8
Jihek 0.10 136.95 55.62 192.7
ik ND 129.44 60.04 189.5
A 0.486 12.66 27.97 41.1
Bif 2.95 7.70 9.95 20.6
d] 2.09 13.81 20.36 36.3
iiRj43 0.07 47.55 4.39 52.01

ND : S g (RoBoniEmsy (Bl omtifRA : 0.132 ng eq/g)

FEORBROK L 0 BB Ui A R L. T b CGRBE. MERIIREA, 4 D) 2R
N¥& 5 (R RIRRIBE . f Vu=4#>Y—/1 L L T0.62ugeqlg) L7,

R R SRR ERS 2 P 5 U727 b OFRY) K OSHRR T OSSR E R 2 IR L
. (ZH5)

(3) EYFREHER (tER)

1 B B4R 14 BE T =Y — /L2 {REERS (RETERE 0.00625%) L CHI
AR 7= LS (14 38R, 2 P (Z[ring-2U4CHER# A 7' 0 =4 — 1% BERR 05 (20
mg /1 72 UL, JREBRFE 0.00626%FH) L. HMEhReaking Ehe S iz,

#5-5 H 1% ORE#E R OFLEFRHEE MR AL, T 285.40, Bl 257.72. Mf 64.85,
MR OVB2AS 71.21, ABRA 24.81 K UJE/RENG 92.18 ng eqlg Th o7z, (B3, 5)

FARAFE D 2 FEEEOBRE(LEMMNEIE ST, KRELDA 7 a =4 — /L KOG
M B Toh-olz, R B OEIL, RIVEE, BREINE, SIMRS HER VE &S
PHENDHEE S, GRS IVIAREYE & DB LV fEs S,

READA 70 =5 — VR OMRGEY B MEHIEEDR) 40%% 7, Z O
MIIEBUKIETH Y | BERIC X DIK SRR ONIK 3 fR% & 6 IR 1T &
niginol-, (B3, 5)



FEERBR O S DB LTI A 2 R Rz s~ MEL, F v b
CRHAE, HERIR OVEECRE) (iR nes (FFg& O A IR EIRE . T r=4 Y —
NELTENTI0.96 X022 ugeqlg) L7z, L SMHOZERT 24 B, &5 (24
RFf) RO 514 24 BEBIOSR, B R OEZ I L, 5 24 B O —Hh 2 fF
i, B ROV LENEY 2 BRI L CRBGHEE 2 IE LT,

LT S B SRR CU A AR 2 35 L 72T S OFRI ) R OSHE  O BURHE MR
RER2IRLTZ, (BHR 3, 5)

# 2 BUILtHEED[ring-2U4ClERk A 7' v =& — LEEREHER O 0¥ 5141281 5
F v N OPEMY) R OSERE R O 5 HEHEMERINEE (%)

7 v b O L O

A o wE | B

= N - A=
0 A &atb | REH | A2 b Jise I ozt

JiZ3 JiFfigt | 45.61 | 0.09 | 45.70 | 1.72 — 0.13 0.52 | 42.54 | 44.91

JTE 56 036 | 56.36 | 2.77 3.11 0.25 0.42 42.8 | 49.35
LHER

Al 23.3 0.38 | 23.68 | 5.96 8.23 0.51 0.73 | 52.35 | 67.78

a : PRI R IR EE IR 0.62 pg eqlg. L S/TE 0.96 ng eqlg. Ll S/HA 0.22 ug eq/g.
b FERIHEHEEOEFE. ¢ @ WIESREEOAFE, — @ Gl L

(4) RBHER (1 X) <BEEH >

A X (B—7 VA, M, VEERBA) (21 4 — VRO 2L DRFE% 14C TIE# L7
AT = —)LORMK 55805 (50 mg/kg (AE) L. REERBRNER S,

B G HEHENED 50%AN R HEE S Hu7-,

VEOREEE LB, = hukkrEie 3 EOTENFNER SN, DD
Lo 1FEL, A T a=FY — L OEERFY TH HREY B ORMEAR L FE I,
ftho> 2 FEEEOBMHEH &A1 ¥ 7 0 EVBHORNIZ L 0 B —RRBFEA N A — L N
JIVAR VBRI S AR S, (B 3)

(5) KBIEAER (in vitro)

[ring-2UClIFEFA 7' v =&V — /LR OWERIF X 7 v ) — LFHEW) 2 47 50 3R
FHETTA ¥ ax— L, e SN, 7R T — BRI ONERZIZ,
N UREERE e XN~ v N T T 4 —ThHBEL, TV~ hT T A
AFx ¥ ALV REE LT, REIOB(LEOLSCIC LY EE LT

ARSI T Tk, N B U tin LR B OA 0 S 4L, B 31.2%.
A1 3.8% Tho7z,

TIETT2rVRI VAT R (= hr@EnT o) 2a iR T T
%, I NVA T — BRI R MR E OWTIOSEEIZB N TS, XB 6l

4 A=Y =N EHOTZRRTIIRNWZ b 2EZEE L LTz,
8 2NLDA Y TR ENFE BALD= bR ANNEA A T =2 = OEMEE (51 Y T rEN-1-
AFN-2= b EAHA L5 )




AT =LY =)V R OREW A I ShiginoTz, (BR5)

2. REHER
(1) BEHRER &
@ EfEEE

IR (SRR OWERIAREA, 5 i, 8 FAMS) 121 Y u=F Y —/L% 6 ERIRE#S (R
EHIRFE 0.02%) L. (REEHART (0, 3. 4. 5. 6 X7 H) #OSHEM (&, &g o
W ONERR) oA 7'a =2 — )L R ORE B ORES GC (BHERS : 50 ng/g) 12
X VREEI N,

A T = = UIOT IO S BRI S e o 7o, 3 B O iE
L, KSR 0 B OFHA KOS T2 327 nglg R ORHIRAAM (47 nglg)
TH Y KEZIIDTNOMEDOWTHORERERIZIB W T O Seholz, (B
5)

R (GRS OWERIARER, 5 iEEn, 8 §A/MER) 101 T u=4 Y — % 6 BHEIEEEHRE (R
EHIREE 0.01%) L. RIEHART (0. 2. 3. 4. 5 &KU'6 H) BOAFHEM (T, &k
WO EIRRA) oA 7a =2 — )V O B OFRFEEN GC (KRR : 2 nglg)
WX BEE SN,

A T =5 — VOB IR, AR 0 BROFHRN L /M TEZEi
FREFRFUAT (0.5 KT 1.6nglg) TV | IRERITWTHOMFRO T I ORIERF IS
BT bR SieoTz,

R B OFLEHEBFREIL. KK 0 HEZROBHA K O BB TEILEIL 167.5
K ONTT nglg ThoT2h3, REZITOFHOEBEDO VT OBRIERSICBO T B &S
Nighotz, (B Bb)

FR (AR OMERIREA, 7 s, 3 BAMER) 121 Y rn=4Y — /% 14 HEEREER S

(REFREE 0.01%) L. IREEHAR (0~5 H) #BOKMR: (s, Bk KBRAG. AR,
FETRERA L OWNERIERA) oA 7 a =2 — )V O B OIREN GC (FRHRA
2 nglg) IZXVRIEINT,

REHF 0 B TIE, A 7' u=F Y — VOV FRE L, ER L OB+ CT%
NEI 2.8 KT 3.4 nglg, KERF M OF FRERS CHRHIBRALLT (i E4 1.4 KM 1.9
ng/g) THY ., @MW B OVHHARPEE L, KR, B, TR R OWE R+
TZIEN 29.8, 43.2, 155 LN 7.1nglg TH -7, HREEZIZWTHOMREOWVT LD
BIERFRICENTHA e =4 — LR OEY B & bIciH S e h o7z, (BH5)

@ #ukiEs

R (K ORISR, PR 77.6 kg, 3 BEMER) (21 7 a=F Y —)L% 7 A
KIS [44 mg/kg RE (REEHGFREAE (REEREE 0.01%) O 7~15 5D H &I
W) L. REHARE (0~7 H) %RoO&MM (. B, CBRAG. RS, RIBME RO
WNERIERA) DA T a =2 — RO B OREN GC (BRHIRR : 2 nglg) 1TX

10



DRIE ST,

TERAR 3TN LIz, A 70 =4 =)L RONE B DIREIL, Th UL S Hi%
KO3 BT, WTNOMBICHB W T ORI T & e o7e, (B 5)

#£ 3 KBTI A A 7 e=4Y—/)L 7 HEFUKES (44 mg/kg (KE) %D

A 7'a =2 =)L ROREHY B OfffETIRE (ng/g)

REEHART (B)
Eevel A Ta=FJ)—) i B
0 1 2 3 4 5 0 1 2 3 4

Ji ek ND | ND | ND | ND | ND | ND | ND | ND | ND | ND | ND
Ehigi 54 | ND | ND | ND | ND | ND 2.1 ND | ND | ND | ND
KRAS | 448.1| 989 | 93 | ND | 75 | ND |49133| 720 | 44 | ND | ND
fEfR5 | 4334 | 690 | 56 | ND | ND | ND [3,296.0| 1960 | 11.4 | ND | ND
Ref&IMERs | 545.9 | 20.3 | 10.3 | 2.4 24 | ND | 9344 | 646 | 191 | ND | ND
PNERRERS | 8435 | 55.1 | 320 | 36 | ND | 2.0 |20640| 744 | 56 | ND | ND

ND : S ihvd (RHBRSR © 2 nglg)

(2) “REHER (tER)

@ EERRS

LiEE (9l MERIRIA, 10 PIER) (oA e =4V —) % 12 BREREERE (R
EEIRE 0.00625%) L. PRIEHIR] (0. 1. 2, 8, 4, 5 kU6 H) #OKMMF D1 71
==V RO Fax A3 ((REW B) OREN GC-ECD (FRHERA : 2 nglg)
WXV HEIESNT,

AT a=F Y=L 12 EENREE 5% OMEEF 2O i3 S -7, fBik+Fo
Rt BIBEAZFK 4 (TR Lz, G BIIRE 4 B LIEOMRE 3B Shied -

7=, (ZHE5)

# 4 CEHBICBITAA 7a=Y—1 12 BEERE (0.00625%) %0
R B O/EREHIEE (nglg)

. PREEHART ()
AR 0 1 2 3 4
Ji ek ND ND ND ND ND
ik ND ND ND ND ND
%) 64.2 21.5 ND ND ND

R &I 90 8.5 3.6 2.0 ND

ND : RS 4vd (RHIBES @ 2 nglg)

tEBE (24 @lE, 1 5 WS oA =Y —/L & 7 BRREHRS (REEE
0.025%) L. RIEHIR] (0~9 H) BOBKMBEF DA 7 =4 Y — L KM B D
EE7N GC (RIS : 2 nglg) 12 X0 HIE S,
FERERB IR LIz, A 7= — ) /UIREE 1 B, 1 B I3KR3E 2 H & O/

TR ShienoTz, (BHR5)

11




£ 5 tHEBIIBITAA Fu=F > — LEREEEE (0.025%. 7 AfE) %D
A 7= — KOG B O/ IRE (nglg)

RS (H)
HEAK A=K —)L Rt B
0 1 0 1 2
Jhe ND ND ND ND ND
el ND ND ND ND ND
A ND ND 106.8 17.7 ND
FZ &G 115.0 ND 66.2 19.9 ND
ND : &g BRHBRY © 2 nglg)
LS (18 s, R 54 39 (5 PER) ] 124 T e =4V —/L % 4 ARNEEERS

(REEIREE 0.00626%) L7-1%, 5| &fESiEERED 10 (5O T 2 HEREHR S (B
EHIRE 0.0625%) L C, REHIH (0~6 H) BOKMBEHF DA 71 =4 — /L K ORH
¥ B DIEEN GC (BHIRFR : 2nglg) 1LV RIESNT,

ERAFRGITR LT, A 70 =Y — ) LORE IR 1 B 282 kST, G
) B OFERIIARIEIAR] 3 B 2B RS ClIER» b nipinoT-, (B 5)

#£ 6 LtEBICBITAA Tu=FY— VREEHRE (0.00625%% 4 KT 0.0625% %
W2 BE) #%OA 7a=>— )k OMEHY B OBEFIEE (ng/g)
REEHART (B)
HERR AT a=K)—) K& B
0 1 0 1 2 3
i ND ND ND ND ND ND
ik ND ND ND ND ND ND
iG] 10.2 ND 1,185.5 113.0 ND ND
R J&EIERS 8.2 ND 957.3 152.4 2.2 ND

ND : frHi&4vd (BRHBRAR © 2 nglg)

@ ks

tHEE (24 @, 1 5 PR oA =Y —L & 7 BRPKIES @oKEE
0.0125%) L. {RZFEHIRH] (0~9 ) BOBKMEMF DA 7 r =4 — L KO B D
ERGC (BHRA : 2nglg) 12XV RIE SN,

EERARTIORUZ, 4 70 =Y — ) LOFREE IR 1 B 282 -ka T, R
) B OFSRIIAEEIAR 4 B A2 RS TIIERD b Tz, (BIR5)

12



#z 7 CEHBIIBTAA o= — 7 BREIfUKEE (0.0125%) %0
A 7a =g — VR OREY B OFETIEE (ng/g)
PRI (B)
bickine A=K —) & B
0 1 0 1 2 3 4

Jiik ND ND ND ND ND ND ND

Ehig ND ND ND ND ND ND ND

A 0.9 ND 24.5 8.0 0.6 0.4 ND
R &R 52.0 0.8 35.5 22.1 5.5 4.2 0.4

ND : frHisvd (RHBRA © 2 nglg)

@ RERSRUSKESOHARE

L [18 #Ein, HEMERE 50 3 (5 PR ] I/ e =4 — 1% 7 HEREER 5

(REFIREE 0.00625%) L. 7 BREOHREGEMMORED 7 ARIIEOKES @OKRE
0.0125%) ZOFH LT, IRIEHIH (0~7 H) BOKMBH DA 71 =4 — L O
¥ B DIEEN GC (BHIRFR : 2nglg) 1LV RIESNT,

ERAFRSITR L, 4 70 =Y — ) LORZ IR 1 B 282 kST, G
¥ B OFERIIAEIAR 2 B 4B RS TIIERD b oT-, (B 5)

F 8 LHEBIIBITA A Y u=4Y— 7 BEEEE (0.0625%) K UEKK (0.0125%)
PERE GRS DA 7 a =2 — L RO B OMRETIEE (ng/g)
REEHART (B)
R A Ta=F)—) &5t B
0 1 0 1 2

i ND ND ND ND ND
R ik ND ND ND ND ND
iG] 0.6 ND 141.5 0.9 ND

B F&IRER 96.9 0.3 172.4 3.3 0.6

ND : frHi&4vd (BRHBRAR © 2 nglg)

3. EEHAR
A Ta = — VOBEBEERBRERERIICE LD, (R 3)
INNT 3 FEEHORER (IMEaRER, BBt L Ot Ml a8 A FEhE <,
W LRERIIBEECh 72y, BBRARREY Th o7z, (B 3)

£ 9 AT a=F Y —NOBEEFEERBRER
AR SES M= (S
in 1EIRIEREET | Salmonella typhimurium  |0.1~0.5 mmol/L (—S9) o
vitro |8 TA100 Pt
S. typhimurium 1~4 mg/mL (—S9) i
TA1530, TA1532, TA1964
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Fluctuation test | Klebsiella pneumoniae 0.02~1.0 mmol/L B
Elscherichia coli 0.02~1.0 mmol/L B
Citrobacter freundii 0.1~1.0 mmol/L [
ex |fEERRHFER S. typhimurium 100 XI% 150 mg/kg 1KE, %
vivo | (EIFZERAERE | TA1530 H& 5 BotE
=58 BE: v

JECFA 1%, A 70 =&Y — /THIEZ AV RER CERFEME AR L)Y, LW
OFREE CTITREBRSLE DR+ TH Y . Bt aemuliciHii cE o7z E s LT
%, (BHR3. 4)

A T a =V —3, Invitro DRE Z T IR 2R E3A R K OF Fluctuation test
T Th o7, F7o. ex vivo (BERHERER) OEIFEARELEFBR CHMETH T,
JECFA T#HE N T AELEMW 2 V=38 (V. EEEEtEER L Ve M
FOBRFER) 2o\ TE, BBREHFPNEY) Th o7z & T 2MEDA T, FEl R
Th s,

LEDZ End, BRZEFERIL, A 7 0=FY —UPERICE > CRIBEE 72 58
LM A R RIS O WIS E TE RV S L=,

4. BHEBMHER
A T = DB R A E 10 1SR L, (B 3)

#£ 10 A 7u=F Y —)LOEEIIIT D LDso (mg/kg (KE)

hfE PERIS B 52 LDso (mgkg 1K)
=3 970
~ A i3 HEEAN 600
KT >400
Sk MERE (pRiA) e qu] 920
MERE CBrAElT) &0 205
S ikii3 | 960

5. BRMEMHAER
(1) 13 EFEIHEHERER (Tv k) O<SEEH>
7 v b GR¥EARER, MEES: 5 IL/EE) Z2 WA 7o =% —Lo 13 HEFREE#E S (0.
20, 80 X% 320 mg/kg IAE/H) (T X 2 maMEMRER Eii S,
REHEIMER MBEEEILX, 2 TOHTHE ThH -7,
MRFAWRRE R OIRIRAE Tl HIZL BT H LD o T,
FIRR ClEBE 52 L D IRBRERIE LI A DR o Tz, TBREREE T, 2 TOR5HO
HEDRTHE K OV g5t BB )M L. 320 mg/kg (AH/ H % 58 TR AT BB Y

6 JREERHARAHORRA D ERE S AUT, SBROFEMINEE SV TORNZ ENBBEER L Lz,
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U7z, REER AR I S e o7z, (B 3)
JECFA |35k D NOEL Z5%7E L TV R0y,

(2) 13 AMERMEERER (Tv k) Q<SEEH >

Z v b GRFEARIA, MEES 8 IL/EE) 2 FVW A 7 =% —)Lo 13 RS- (0.
20, 80 X% 320 mg/kg (AE/H) (2 & 2 H AR FE S -,

{REIE 320 mg/kg RHE/ H 5B O CHEISHED Lo,

EEFEIT. 20 mg/kg (AE/ A 5HEOMEZ R £ TORETRI%E Th o7, Z D 20 mg/kg
RE/ A SREOMIIMOREOM L » LIBEEENR S -7,

AR, MIKFARE. BRI FIRER ORRE T, BEIZL 2B EA LI
ARV

320 mg/kg AR/ H & GREOME CIIAFMIEIER DA DIz, (BRR S, 4)

JECFA (%, 320 mg/kg 1A/ H# 5B DOMEORHIRAERIZ IS & | A#RERD NOEL %
80 mg/kg (AE/H LFREL TWV5, (R 4)

(3) 13 AMERESERER (1 X) <SEEH >

A X (B — 7 VHE, S 2 DU/EE) 2 RV iaA 7' e =4 —1 o 13 BRI 0 &5 (0,
20, 80 X% 160 mg/kg (AE/H. H7&/L, A6 B#E) Tk % HAMESEERER) E
S,

160 mg/kg A/ B FERETIEL, 2 BI33E1C L. FIC 1 BlIXBESEIREED 7= O 2285 EALE:
SNz, 4 FIEIZOWC HRERBILAR 7 BB CRE 2T Lz, ZORSEEOLF TR
HRED ., BAKTER, TREE, JRiE. RER. EECH R O ALILEDS - b ivlo, HIRE T,
PNIED 5 - i OVHFRER D2 H ATz,

80 mg/kg AE/AHEGEETIL., BEDOTREK OVTE, (&2 7R ARERBIT N ATIRE S
DIEMDTr BV, TRESER AR Tl FHIRE DR R ORI Z b & OREE
(2B AMEERMIROEMN A BTz, (B3, 4)

JECFA 1%, &3R5 NOEL % 20 mg/kg (K&E/H R EL T\ 5, (B 4)

6. BHEMERUEIAMER
(1) 104 EEEMSHEHER (1 X)
A4 X (B —J/VFE, WS 8 IL/EE) Z WA =4 —/L0 104 BFREER S
[VEAEJEES - 0. 20. 200 X% 2,000 ppm (0. 0.51. 5.4 X% 62 mg/kg {5/ B IZFH2Y) ]
(2 L DB MEEEERRER N G S VT, BEGBHAAK) 1 AR SR RS- 2 T2 PR 2
Wiz, BFEMFTRAE 11ITR LT,
BGRAA% 99 TR L7z 16 (1) ZFRXx &FINHEEBRIRK T £ AR L
—RRIRRETIE, FERECTRER., FORIER OFHEDFASEE M LT,
RETIX, RERETERRC 2,000 ppm & GREOHERE CTXIREEL W BERIK TR AL

T HREROFERHRE S TWVRNZ ENSHBEEEE LT,
8 BNV DN T ENBEEERE LTz,
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770

PRI, WBRHIEAE L T, 5 TR A TO 2R MEA D 2 B VT,
LU, BELREI R0 -T2,

AR Tl BEIZLDEEIIA LN T,

MRAECFRIRE CIE, 2,000 ppm 5HOMEMET ALP 2AEBRM 4@ L THERIZ
ERHU, £, BT, BEBGE 24 02A Z2RE K VEEIZET L, MTIE, &
EBtE 6 2ABRK D9 MABDOHR K OFERIETRA LI,

B TIZ. 2,000 ppm BGEE CHEIGERROBO D EZRD H 7= (10/11 #1),

BERERE CIE, 2,000 ppm G THR (M) KOV () OFSEENFEICHE
mii,

JREBER RO ClE, 2,000 ppm B 58 TR OFBRLR B OMENIIN A BTz,
200 ppm UL TG TIIHRGIC L 2 BITFEO bneh oz, (B3, 4)

JECFA 1%, A58 NOEL % 200 ppm (5.4 mg/kg RE/HIZHY) EEEL TV
%, (B4

BNEEFESIT, RRBRIZHV T, 2,000 ppm (62 mg/kg RE/BIZMEY) H58£C
(REAR N K ORI OFERDR B OB A H iz Z &6, NOAEL % 200 ppm

(5.4 mg/kg IAE/HICHY) LRELL,

# 11 A X&EHV- 104 BREEEEREBR O R
5 & WA
2,000 ppm AREET
-ALP k5
«KIET (B : 3~21 728, M : 6~9 A DRH)
- AERfkA Rk OR D
- FlieE T B SN
- FFHRpaPNEERLIR (SRS N
200 ppm FHHETRRL

(2) 109 BARIEHEHEISAEHEHER (Sv )

7 v & (SD &, MRS 50 PU/EE) % WA 7 n=4>'—)Ld 109 EERERS R
EHVERE © 0, 20, 200 X% 2,000ppm (0. 1., 10 X% 110 mg/kg A/ HITAHY) ] (2K
DS AR RN EE ST,

AR, HETIIETOBETRZETH o722, METIE 20 ppm &) 2,000 ppm $#5-7%
TR L VKo T2,

—MRIRRETIE, TEITERT LRI~ DN o T,

{RETIL, 2,000 ppm HGHEOHERE TR GG 51 BICHERBUON A LI,
B TR X BRIAREE N ST T2, EDHDIEREDOHFFREITI A TN 2o T,
LU, 5B 2 FEUBE T, £ TORGHOEERENRREEL Y IRETH-
77

BEHEIL. 2 CORGHLELICHBRHLAZETH -T2,

MRFHIRAE T MR LFHIRE T, HAFEOBEIEEE TREIZ L DB AD
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iz, ZIHOELITENTHY . ZORRELV HVHETER SN 13 HEEHEME
B [11.5. (1) KON2) ] THEZALBRIA LI -T2 e D, BAERH LN 26D
AR, EMFRICEER L O TII RV EE 2 b,

Fk & OYR BRI ZE Gl 85I K D IEEBMRE A bR o Tz, fEEE
FAZZIZOWTCIE, 2,000 ppm B 5 HEOME CHIREBEORERD LRNRAONTZ, Fiz,
FRECIE, FEBEORENELS (75 BTG OBEERAEROEY) . HNAENW) 1 184721
OHMIEREOFA I L, BB~ L TV (B 12), (B3, 4)

JECFA 11, AHEROFERNMD. 2,000 ppm SO CIIFAIREE R SN D &
B L7z, UL, ZORMOT v b CHHEBRAEZRN—IRINCE . MIREICBIT 2
EWVIEERAEROT- O/ NOEL OREILTTE ol bHEL TV D, (BHR4)

ARBRIZIBW T, B2 202 OBERARNE . FMEHE ~OFENE 2
DIV, FEHRERNARATH S Z Lnh, BRREEEZERIL, Pk NOAEL 3%
ETHZLIFTEARNEHERLZ, $£72. 2,000 ppm (110 mg/kg K&/ HIZFHY) &5
BEOHE THIEZDORAERD LRARH LN Z D, BRAMEIRE S T,

#£ 12 Ty MEAWA Ta=FY—)Ld 109 BB/ N AEFERER I
VT DIMEOFLIREIRE DR AL (BERY)
%58 (ppm)
0 20 200 2,000
FLAIEE R A2 42 (84%) 32 (64%) 37 (74%) 48 (96%)
B 5BE 75 BRE% O
N AT O AR
FEN AEN) 1 PB4 7= 0
DA NRAER D3 AR
n=50
*OEEO SEBENOLEONIERT —4% GERGEEOHE T 5 BAEFIREERARD - 22/43
(51%) . 31/44 (70%) K 1X29/47 (62%)

HH

>~

7 (14%) 12 (24%) 10 (20%) 18 (36%)

2.76 2.772 3.08 3.68

(3) 89 X 100 BEFFEIA MR (¥X)

<A (CD-1 %, WS 80 VLR ZA\WA 7 u=Y — L OiRfE#KE [REERE
B0 (28, 20, 200 i 1,000 ppm (0, 3. 30 XiX 150 mg/kg {AREE/H IZFEY) ] 12
K BFDAANMERERD T G ST, R GHIMIIET 89 ., HET 100 @M TH -7,

RER BRI, REB LGB CR% ThoTn, AFERIIHRER LR TE
BT o7, 100 BEEVEEER G2 OAEFRIT 20% TH -7,

FIRR T, BHICE AT A LN DTz,

FEEHEIRZ OV TIE, 1,000 ppm % G-REDOMELE THiD RAEHEIEMERZ (BERR O
BRAE) OB EENNA LT (p<0.05), ADIEF R OMESEHERZE OR A %3 13
(R LTz, REROFE RN, FOEAR & OBED L Tdh - 7225, 1,000 ppm %
BRECITEROES (M) ROYE () 283 AEEEOREOMMA AL, A
BRIEIX, ZORFEDO~ T AT 55— iEE CTh 5725, 1,000 ppm & 58 TOIHAE
RITEET —4 (Al skl B) 2i8ED 8 REROKRIIRT — & : Ik 2/50~10/59, i 2/59
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~11/59) B2 Tz, IBRIZOWTIE, BT — 2 B> 723, MBIV EE
IZHEIN L Tz (p<0.05),

HNREDORIEIZES T 2 BMOIRBEDS 13 HEE&R OB TRICER Sz, &5
\Z L AIRICKT DB I A LN > T, (B3, 4)

JECFA |3, A58 NOEL % 200 ppm (30 mg/kg {AE/HIZFY) LEREL TV 5D,

(& 4)

BREEEZESIT, RNEBRICHW T, OIS OIEREBEMR 2 AR D Rl 72 1
$|§75>TEET3?36 EMS, NOAEL #ET 5 Z L@y cldan el L=, £7-,
1,000 ppm (150 mg/kg (RHE/ HIZHEY) #&5H CRIEREOAEREEIMNNA BT Z &)
. BBAMEIRE S,

F 13 vURERWA T r =g /L0 89 X 100 EHFEN AMRERIZIIT D
FiOMBIRR S ONEEH R DA

ezl Jii3 i3
5% (ppm) 0 0 20 | 200 | 1,000 O 0 20 | 200 | 1,000
BERENEL 78 79 77 78 78 79 78 80 79 79
IR 8 8 3 11 36* 8 8 7 13 | 25*
JiRAE 8 8 7 13 | 25% 6 5 3 4 20%*
BEOREZFT 5
iy 0 2 1 2 7 0 0 1 1 6
JeE e 3 2 3 1 7 0 0 3 2
BEOEEZFT D
. 0 0 0 0 1 0 0 0 1 1
PRAE R OV S e | 11 9 10 13 27 6 8 3 6 21
* p<0.05

7. ETEREEMEHER
(1) 3HAEREHER (Sv k)

7 v~ (CFY &, 10 DB OME 20 DU/#E) 101 7'm =Y — VA REHRE [REHR
BE 0, 20, 200 XI% 2,000 ppm (0. 1. 10 Xi% 100 mg/kg RE/HIZFEY)] L. 31
REGERBRNESE SN T-, BREL B2 80 AMNEATRE Lizth, sTHEL7=,

2,000 ppm #5FEOHENW) (MELE) &(ﬁt}t}ﬁﬂﬁf‘mﬁiﬁbuﬁnﬁﬂmm bivic, ZZRATED,
oyt FREWRER AR ORRERIZIE, BHICE2FEBIIALNRD o Tz, FEROBT
P s ORI, T ERORE) 75%\&5%1“( 1Bl oI b0, ZHRERIC
m&fwzot HEAIL LN o Tz, (B3, 4)

JECFA 1%, AFRBRIZH1T D NOEL % 200 ppm (10 mg/kg K8/ HIZAEY) EFREL

W5, (B9

BN EZEEESIT, ARBRICHBW T, 2,000ppm (100 mg/kg E/FICFEY) 58
DEEN) [ OMTHRIME CARE I3 A2 bz Z v, NOAEL % 200 ppm (10
mg/kg KB/ HIZHEY) LERE LT,
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(2) RESHHER (Sv M)
HRZ ~ b (Fillingsdorf 7V 8/ 39 VILEE) 12, A 7' =4V — L &35 0 &5
(0. 10 XX 100 mg/kg AE/H) L. ARSI EM S, &ELIER6~15 H
(AT o7z, RBEEE N EHEAZ ZNEN 2 BRI, 5 1 BEOREW 24k 20 HIZZE
FIHSE, FERORROMELT 7, &2 HONEWIIHESY, AL ®EL
TR W7, REWnd, £k 22 BIZEZRIESET,

ZhR=R, FREIEER, RIERRER OWINRRL, 2 TORTRE TH 1=, BiRAT
K ONIRE AT A DI ie oo Tz, REMIOEGFER ORE IR G L HFEITA LN
inote, (BRR3, 4)

JECFA %, 100 mg/kg A8/ HEGRECHRGICL DML DOHEL L LN -T2 &
i, ARERO NOEL % 100 mg/kg AAE/H EFREL TV D, (SR 4)

B EEZERT, FBRIZEWT, REHAED 100 mgkg AE/AFREGHTREC
KD EN L LN Z b, BEW), BIEROREWIZ T 5 NOAEL 2§
b 100 mg/kg IAE/ B LRRE LT-, EHEMEIIA SN -7,

(3) RESMHER (V9%

R % (Yellowsilver, 20 UT/Ef) (2, A 7'rn=& Y —/ L2l 05 0, 1.
10 XX 100 mg/kg ARE/H) L., FAEFHERBR)E /-, &E52ER6~18 HIZAT
VN, R 29 B2 COREMW 2 LTz,

100 mg/kg A/ B & 5-FEOREMWIC, (REHEHNH & OSEED 7 DAL, WIS A
Bl L 7,

FRIBIZIE, BEITRRT 2 BB LR OWNIBH LA DN -T2, (R 3, 4)

JECFA (%, 10 mg/kg K/ B & 58 CTREICL DML OREBEL LN > T2 &
5. A#HERDO NOEL % 10 mg/kg (AH/H LFHEL T\ 5, (B 4)

B EEEESIT, ARBRICIBV T, 100 mg/kg (A5 H %580 BB | AR B HE I
il SEER R QMRS OIENNAN I IV Z & . BB R OB R IC %% NOAEL %
10 mg/kg (RE/H EBRE LT, MEATENEITA BRI -T2,
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1. EFHEFIZH T 55
1. JECFA [+ 551

JECFA 1. 1989 oA T a =%V — L &ZFHH LT 5,

A Ta=F Y=L, MEE RO CERFM AR LAY, LB ORER TIX
RBREEPITR+ 2 THY |, BoEhr @il Gt ol £720 7y MRV
109 ERIEBMERM D A ERBROERNG | A T e =LY — Ve HAER5HOMET
FFLBEE N S NS LS, LocL, ZORBRICHAWVWSNEZREDOT v F T
(B R AR —IANTE < | SHREH B THEER AR E D - 1272 OB’ NOEL
DWEILTE 2D > T2,

Zoizh, JECFA 1L, T v b Z A= 109 FERIIEMFEMEZE M AMEHFE3ER )Y NOEL
ERET DI REI CThH T2 b, A T n=FY—1o—AEEEFEE (ADI)

ERETDHIEIITERVWEAR LTS, (B3, 4)

il HRREFE S LT, BRI T, /17 r=F /»—/vﬁc 5= hrAIFY—
IV AT ARG BRI, B 2- T LR LE TR Y . B b= TR
ZHHEMREME, T OUIWC L VA I XY — BT AL L, Eﬁwm FDELY IAFBH
HOLBEEDL Z ENEZ NN, —H TREEEMDE SN DFIREERH Y |
JECFA 1T, ZOFEEHEZZEMFHMAOBRCERE L2 TIUTR 60 E LTS, (B
5)
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V. BaEREEsEET

A Ta = —)VX, invitro DA % AW TR 2R EiRER ) OF Fluctuation test
THMHETH -7, £, ex vivo (BERHRER) OEIREBNEEZFE: CHETH -T2,
—., TALEW Z AW EBR T, RS NED) CEEBEEAFHMI CE oo &
THHER DT, UEDZ vt A T a=F Y — U PERIZE > CTHIBE L 72 58 s
A R T AREMEIC DWW TS E TE 20 Sl L7,

~ 7 A% V2 89 XX 100 A% AMERER K VT » h & AV 109 EEEEENE
PBED AAEGFE BN E S5, ~ 7 A% AV ERCl. 1,000 ppm &% -5-8f Cifi
FEBEOFE BN, T v bEAWZHER T, 2,000 ppm #5FEOE CHIRER D%
EROEFRNRHBONTZZ Lt BRAMEIRE SN, T, EERE~DOBEEENE
DFIREMEEZ B E CE eh o7,

UEDZ L0t 4 T 0=V —/UIoWTid, Bnamta m ettt 5845 2
ENTET, BORAMENRBEINT-Z LD, ADI 3R E T & TRV W L7z,
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& 14 JECFA ICH 1T 2 BEABRDESITEFOLER

EhfE AR BEE (mgkg (KE/H) MEEFHE (mg/kg KE/R)
~ 17 A |89~100 HEMEIFE|0. 20, 200, 1,000 ppm (0. |30 (200 ppm. NOEL)
3 ANE 3. 30, 150), JREHEES-

7w b

13 AR AR
3

0. 20. 80. 320. {REE#&5

RN

320 #ff - ATiEEEIEIN

13 @M=
5

0. 20, 80, 320, /REE{S-

80 (NOEL)

FFHRRERER (RE) AR

(63

&), #H6HR

109 18 M 3|0, 20, 200, 2,000 ppm (0,
PR AMEDES |1, 10, 110), JREFRS 110 M : FLPEEOFR AR FF-
3 25 0. 20, 200, 2,000 ppm (0, |10 (200 ppm, NOEL)
1, 10, 100), JREFZES. BlaEh L O HREO T R,
e 0. 10, 100, 3&HIFEO#S5 100 (NOEL)
BHIC DB L
TR L
YR | RN 0. 1. 10, 100, F##l#EH#5-110 (NOEL)
FEW) . (RESEILEIE, $EF
R - DRI N
TEFTENE R L
A X 13 ERHAMETE |0, 20, 80, 160, HH#&%E (#7120 (NOEL)

FTHEcER BN, ATliEs (FFpa o
MR E LR L, AR EPEIC
2% FRIFERARE D)

104 B8 M=
3

0. 20. 200, 2,000 ppm (0.
0.51. 5.4, 62). IREE#5-

5.4 (200 ppm. NOEL)
(RESEINERC. il (it

ADI FRERHL

PNEBRLIR G258 OFENN)

BRI

- RERT

22




<HIfR 1 : K/ 2 FEIREFR >

BEPREE b4

R A 2,3-Vk Fa-2-(2-t Kafi A VY 7a ' N)3-AF/1-4-= ha-1H
A IHE— -5 F—L

R B 1-AFN-2-Q-t KuFs (Y TFab)b=tuaAf IFZ)—)
(HIP)

<H#K 2 . REEFHEH>

PR gy
ADI —REIGFAE&E
ALP TINHYRAT 75 —E
EMEA M = FE L AT
FDA KER G EELT
GC HATa~ NTT7 4—
GC-ECD BB E T A a~ N T 7 41—
JECFA FAO/WHO & Rl sn i s Pz
LDso FEEOLE
LSC IRy o FL—a s Z—
NOAEL pilis= e
NOEL RANEEH &
TLC EEsu~v N7 40—
<ZE>

1. R (R 22 RS 233 ) B —RE=THOBEIC L D NDOREEREAZHE
IBENDIRNEE L TEAFBRENEDDBLED D (FAk 17 FEAETEE
HIREE 497 75)

2. The Merck Index, 15th, 2013.

3. JECFA: Toxicological evaluation of certain veterinary drug residues in food. WHO
Food Additives Series, No. 25, 1990.

4. JECFA: Evaluation of certain veterinary drug residues in food (Thirty-fourth
report of the Joint FAO/WHO Expert Committee on Food Additives). WHO
Technical Report Series, No. 788, 1989.

5. JECFA: Residues of some veterinary drugs in foods and animals. FNP 41/2, 1989.

6. EMEA: COMMITTEE FOR VETERINARY MEDICINAL PRODUCT, Position
Paper on Availability of Veterinary Medicines agreed on March 1999.
EMEA/CVMP/151/99-FINAL, 1999.

7. FDA: Approved Product, Section 6.0-Voluntary Withdrawal, 2015.
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