Y 7 FH T NVOENENIT D MR DU T

E227N)
v T7FATUL, B7 7 e AR URITFEAITH Y . FOMEAETIT. MEEESROEEICL 2 LOTH D,
BIE, IR 40 7 [ELLEICBWCTHEGR SN, BEMIC X0 51 & 2 S D MRS B ~ DA MERGE O 6 L
TUy, 7HEFEHEIN TS,

[FESMENZ RV DRk ]
JECFA, EMEA |3t MENHIEE~ORBN RS & | A FHI ADI 241241 50ug/kgbw/day, 20pg/kgbw/day
EFRE LTS, JECFA & EMEA TITFFE AR S,
—J5. FDA %, AR TR S QW b 00, i ERMRBRORE 4 E- L, ADI 30pg/kgbw/day
ELTWA,

[EMEA OFFf] @

Lk, WAk, AL, AFEEENE, s QNP ~ O AEERBR OB R DB LA T T
%, ADI OF%EIL, AT 2B HAS ERIC L 2 DT, b FOIBNHIEIZIW T, b o
EWVEFEI R4 MICsy (2.0pg/ml) . pH 7 —Z 28722 L ICOWTHIERREL 2, IBNAY 150ml, FEDIHN T
FE SID M % 0,05, EAZED 10, AEIZ 60 (kg) % CVMP OEFFHEAUZIEHH L ADI 20ug/kegbw/day 235%7E S
NTW%, 7238, EMEA CTIEIEMHE oW CdA X oAtk dMmRE77>0 ADI 300ug/kgbw/day % HiH L7-

(NOEL30 mg/kgbw, ZZ44%%% 100),

[FDA D] @

s A AR RO R D BT o T U D, ADIORYEIL. T o b A KE
90 HHEAMERERABRD NOEL 30 mg/kgbw/day 24 L., 22245k 1000 Z Ik L 7= ADI 30 pg/kgbw/day & LT
W5,

[JECFA D7Ffi] ©

M, B, A, B mEE M OGP ~ DB OREROFE R HELR AT > T D, ADI ORREIL,
B b MEO E O EK(Clostridium and Escherichia species)iZxi 327 VAt 7 F ATV AT A VAT
+4 RO MICsQug/ml) | FEPNHIEASFIF ATREZ /T8 & LC 0.1 5 L C, ADIS50ugkgbw/day 73E%7E ST
%o JECFA TIEFMEFREIC OV TIIA X Ofi a7 D ADI 60pgkgbw/day 4 HH L7= (NOEL30
mg/kgbw, ZZEfRH 500 (MBMEFRMERRERZ K< Z EIZxF LTS5) 23, BN ORER & s L ¢, IRV TRRIE L
oo BARL ZNEFRICNSGE &> TND,

[FDA, EMEA } O} JECFA Do i)
#. 1 ADI O EARLO Lk

ADI S EARHL FDA EMEA JECFA - HA
R 90 H i 90 H ikt 90 H [T Sk metain
BSES Ty h AX Ty b AX A X
NO(A)EL 30 mg/kgbw 30 mg/kgbw 30 mg/kgbw
SF 1000 100 500
) ADI 30 pug/kgbw/day 300 pg/kgbw/day 60 pg/kgbw/day
T E R — b ~ORGNHIE ~DRE b h DEPHIE~DZ
wn - E.coli, Lactobacillus & T* Clostridium and Escherichia
Clostridium species
MICs, - 2.0 pg/ml 2 pg/ml
z — CVMP = JECFA
A7) ADL — 20 pg/kgbw/day 50 ug/kgbw/day
ADI 30 pg/kgbw/day 20 pg/kgbw/day 50 pg/kgbw/day




#%. 2 FDA. EMEA J O JECFA DD b

R FDA EMEA JECFA
ok Iy RO Ty WA Q
>7760 mg/kgbw/day >7760 mg/kgbw/day (#%11) 2000 mg/kgbw/day (EFfikPN)
2156 mg/kgbw/day (FHIRPY) 3400 mg/kgbw/day (FHPAIPN)
1250 mg/kgbw/day (FHAIPN) Fyb Q@
2200 mg/kgbw/day (EHIRPN)
1250 mg/kgbw/day (FHPAIPN)
>7800 mg/kgbw/day (F%11)
RO CIBELHIAR L
WS Fyb &0 Fyb O Fyb : BEEN
30 H 90 H 0,30,100,300,1000,3000 mg/kgbw/day 14 H 0,100,200.400 mg/kgbw/day
0,1500,3000,6000 mg/kgbwy/day NOEL : 30 mg/kgbw/day NOEL: 200 mg/kgbw/day
NOEL &ETET Tyh A
90 A 30 H 0,1500,3000,6000 mg/kgbw/day
0,30,100,300,1000,3000mg/kgbw/day NOEL FRETET
NOEL 30 ma/kgbw/day 90 H
0,30,100,300,1000,3000mg/kgbw/day
NOEL 100 ma/kgbw/day
VERE 2 s A% &0 1%
51 A 50 H 0,300,1000,3000 mg/kgbw/day 51 H 0,300,1000,3000 mg/kgbw/day
0,300,1000,3000 mg/kgbw/day 90 H 0,10,30,100,300 mg/kgbw/day NOEL #{ETEY
NOEL #%ETE T NOEL: 30 mg/kgbw/day 91 H 0,10,30,100,300 mg/kgbw/day
90 H NOEL: 30 mg/kgbw/day
0,10,30,100,300 mg/kgbw/day v - FIRA
NOEL 30 mg/kgbw/day 12 H 0,100,200,400 mg/kgbw/day
NOEL RETES
FEDANE
At | b RO Fyb: B0 7ob s RO
0, 100,300,1000 mg/kgbw/day 0,100,300,1000 mg/kgbw/day 0, 100,300,1000 mg/kgbw/day
Fyb 1 F1 #&0O AEsHER MR DT 7yh 1 F1 &N
0, 100,300,1000 mg/kgbw/day 0, 100,300,1000 mg/kgbw/day
NOEL : 1000 mg/kgbw/day NOEL : 1000 mg/kgbw
AEEERD Hivd AR Hive
WEFFME | 79b - R0 Fyh O WA kO
0,800,1600,3200 mg/kgbw 0,800,1600,3200 mg/kgbw/day 0,1000,2000,4000,8000 mg/kgbw/day
NOEL : 3200 mg/kgbw/day SRR CCRHAEM: @6, fRiiEtE (RS | RE#ME NOEL : 2000 mgkgbw/day
180 DRON3, ERTRIEIEERD b, (% M0 32 B 72 & NOEL : 1000
RUZE * 3u| mg/kgbw/day)
0,1000,2000,4000 mg/kgbw/day JRVEEEE  NOEL : 4000 mg/kgbw/day
. BRVdEMEE i [aEt, AN, FEEERERD BT
Fyb RO
0,800,1600,3200 mg/kgbw/day
RHIGTRIE, BRSO HiLd
PUFME By MZIBUWV TR TOTH74 7%y -3 B Clti | SEBNEHE S 7oty MIISUS IR HiL
BRSNS, ZENEES Bty NOFRIE | 7edoiz,
TR bR, TESREACAh Y O A 5Tl 3R
D HNIRDSTZ,
RAST {2V T HRFEIIRED B -7, N=U ) AT D IgE Tk AT
LU,
ADI FybA%0> 90 AR RRER Ecoli, Lactobacillus &% T* Clostridium (Zxt9% | Clostridium and Escherichia species (2592

NOEL : 30 mg/kgbw
SF : 1000
ADI : 30pg/kgbw/day

MICs 2.0pg/ml, AN CRIE SN 5001 %
0.05 #&E L, CVMP DFFHE-IZL Y, ADI 20
ng/kgbw/day

FEIC DV TIE NOEL 30 mgkgbw, 22435
100, ADI 300pg/kgbw/day

desfuroylceftiofur cystein disulfide > MICs,
2ug/ml, JEPAIEE 2SI FTREZ2 2078 10% I
Y JECFA O R H X5, ADI 50
ng/kgbwi/day,

MOV TIE NOEL 30 mgkgbw, %24
{235 500, ADI 60ug/kgbw/day




#. 3-1 BRFVECET 28 MEERC OV T FDA, EMEA KON JECFA OFHfiod bl in vitro
YA FDA EME JECFA
PIESS e RER | xiB Stk FER | A5 &t FER
Ames -5k Fet [E3Ed Fet:
UDS 7k 7y M Rexp: 7y MITHEAE furoic acid Rtk
{5 T-Z28K | Chinese hamster B4 | Chinese hamster B4 | Chinese  hamster Fetk
iy V=79 cell V=79 cell V=79 fibroblasts
Yo (R FH CHO cell, +S9 Fatt | CHO cell ceftiofur . +S9 | f&ME:
Rk -9 Btk | (ceftiofur), ceftiofur . -S9 | G
F. 32 EJFMICBE A FERERIZ- OV T FDA, EMEA M OF JECFA OFHIEDOH#E  in vivo
YA FDA EMEA JECFA
FoE | 2Rt | itk e | i E3in R
UuDsS & 7 N fete | Fy M ceftiofur ket
B
B TZE Chinese  hamster e
SRR FREA V=79 fibroblasts
B
Yo fRm Rz ) abE | orEBERE ceftiofur [=4iH
INZEER | 7y MEBRIE atE | wrEBEHE bt | SD 7y MEBEHIE kb
SYNE BRI ket

[(ZE%kH

1) EMEA : COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS,
2) EMEA : COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS,
3) EMEA : COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS,
4) FDA : Freedom of Information Summary, NADA 140-338,
5) FDA : Freedom of Information Summary, NADA 141-235,
6) JECFA : WHO Food Additives Series 36
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