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Froa b vRRERETHD ALK AY ] (CAS No. 101312-92-9)
oW T, FEFMEZ (EMEA LR — b, BHHAEELARHBERORME
%) 2RAVWTEMERFZEFMEZ %ML,

FEMCHE U REBRRAEL., B5RBR (T M, 41 XRUK) ., BERER (K).
BHEERR (7R, Sy b)), BAEEHRR (YR, Ty b ARV
By, 2 iHHREEHR (T v M. BEEERER (U X, vy NERUTYF),
BEREERR., MEDENEBICET 2 BRETH D,

RBER»DL, BHEREICNT2RE, BaBEEIRD N1, BEE
I@%ﬁh&ﬁ%i%méﬂrmﬁwm NFR LY VBB ORBAHE LD
EEEEEERRED LT, EFEEERBELE L TWVWAFTAY VAT T AR
Ty PCRESAEZTRERNVWI E, £, £ERICE - THEREEL R FERE

FEHETIRNI ENE, BRAERBE RV THEMOEZSREEZMZ 5 2
LWL >»TADI BRETHZENRTRTH D EHET I,

EEHRRTHEONAEESEEOR/NMERX. 7y MEAWE 13 BAMESHEE
%ﬁ%kkﬁé 8 mg/kg KE/H ThH oz,

BEDFHERBICETIRRTELNRE MICs TH 5 0.053 pg/mL B
CVMP @ﬁtﬂ*t %Ob\fi%lﬂjéa"btf‘ﬁi-%%ﬁﬁ ADI (0.00795 mg/kg {RE/
B) 1X, BEBH/EILABBEERBRERVW I L 2EE 2, RIZE2%FE 1,000
%iﬁ-ﬁﬁ Lt%/\mﬁr&q—ﬂfj ADI (0.008 mg/kg KE/R) (AU THY, EHZE
el t+oIcBRL TS EELLND,

PR ARAARLY vORBERZEFTMICOWVWTIE, ADI &£ LT 0.008
mg/kg AE/HEZRE L,
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. AN FRBVRAERGOBRE
1. F&
FLE A

2. RS O—#K4
4 ANV RAY
24, : Valnemulin

3. {LE4£
CAS(No. 101312-92-9)

%4 : [[2-[[(2R)-2-Amino-3-methyl-1-oxobutyllamino]-1,
1-dimethylethyllthiolacetic acid (3aS,4R,58,65,8R,9R,9aR,
10R)-6-ethenyldecahydro-5-hydroxy-4,-6,9,10-tetramethyl-1
-oxo-3a,9-propano-BaH-cyclopentacyclc;octen*8-y1 ester

4. 9FKX
C31H53N2058

5. @F&
564.8

6. BEX -

<BE> F7A5Y 2 (Tiamulin)

Hscﬁ MG ?Ha

HiC ! N

7. FHAEBMNERUVCERARKRER (28 1,2)

SNNVFAYVET L oe b)Y CRRAEBECH Y  ERBFRREEOZ )
JEABREETHD, "AFLY VT, AL ynsl) yAOEEDE
CHYVEROMEBREEDHERICFAINTHWEF 7T AV VELEEEEZ LT
W5,

AR AY rEFRET I EMAERRIL. ERALRCEU BE THROME K
REORRCERENLTWE, ERTEARZZTTHARANT., FARHCEm
LTHEREN, ¢ERTHAM2BMERENMAELTCVS, FPT 47V R B
HIEBEACE BEEBBIARE STV S,

1 PRR 1T EEAFBHEETRE A BIC Lo TCHELED N BEEERE
6



I. Z2HICEFRSAROEE

AP EIL, EMEA AR— | (1998 42), SiAERM [N AU NV,
T2 /TFT 1%, =2 /7 10% 7 VI vy R OEKBRAEFEEMESLES L L IcHEHR
AT 5ELMAZEELEZLOTH S, (HH 1,3)

1. BRIR -4 -1 - Pt SR B
(MMFEERB (S A4X) (K 1,3)

SD 7 v MTSHEZER SR LY 22RO (20 mgkg KRE) 5 EUFRA
(B 6 meg/kg AE) BE LE-RRVER SN, MBRHEILESLHLICRIN S,
BROBEZOEHZHFERITIZFE 100%TH o7, HEFICHIELHH L. B
N5 3 IFE% CIklh, FBEOCHEHALEF CERE T, MmIE, K. R
ROESIZ 22BEOREDAZRD O, ERP RO N REHOEITIX,

WY DEEERRD LR, (BR 1)

SD 7 v Mz sH-ERANARAY U 2TREED R CIRERS (20 mg/kg (£F)
BUFENRN (6 mgkg AE) 5 LERBRPEHBEINT, WTh bLBR S5 M5
BEDIEIE 90%LL E28 168 BRI LANICEFEFR LSRR S, RFEL LI 2-3.6%
BREN N, WTFhoREFERIZBWTHERORFH o774 VIERET
ThV. RIEHEED 6-8%Thotz, (BE3) |

SD 7w I (Bt 4 IL/E) 12 SHAZE AV R A Y &2 58EHIE 0 (20 mgkeg FE)
BERUERANG6 gk RE)KRS L, MPOENBEBLEEINE. BRARE
EUBERNEESE E DI Tl 21 EM L EL . 8RB RITEFACRHES L
Bole, BARER UVFHIRNES D Thax & 3 M KZ U5 4. Cnax tE 3.47 pg/ml
Er38.02 pg/ml ThHhotz, (2K 3)

B 7RI SHAE# IV R AU 280 (10, 30 me/ke FH) BERUH
RN (8 mg/kg AE) RELARBRAEBE SN, HRYTITESPHICRI S
N, BEPICLALS oLz, BOBREEOEDENRAARITET 100%TH -
7. 30 mgkg (FE/B% 7 EMBEARE LHEBRIIBWT, HREE 2 K%
DOFMEEFEERTRBEEH TCEEE Tho =, BROERVRIKABREIZBWT,
RELAEROREDOREORIEPICHER I, 3H0 OFfE LT HTH o
Too MBTRUOHERSTORBBIARABTE R oTE, Ty b, A X, KD 3
BEETORB I e 7 7 A VI EHRR2EZIRD b2 hoz, EEMRENXE
RO REEDOE ST A X TH 1T%. JET 16% % T(REERFICL D).
Fv hNT46% ThHhoi-, (BH 1)

2 Vo LERSICER. DTHERELZ2WES bR,
7



@) EEHRE) (BHR 1,34
BRI ABO0BERRICBWN T, SR AT Via#E i wIN, o9, Pk
ENTn, (B 1)

BRI A VER ALY o 2EERO (10, 25, 50 mglkg BE) 5L Z 5,
Tmax 1T HEH 1.85, 2.9, 4.15 FFfE, Cmax i 1.29, 2.67, 6.23 ug/mL, AUC
iX 5.58, 18.23, 67.3 ug - h/mL Th o7z, bmghkgBEH%Z 1 A 2EHKRETIX
ERERBR T, DETEEX 75 BETCRTI b—IELL, FIRNESHR
BBERINRIoTeled, BIAEMFOFRARBRRE oz, (BR 1)

MR 3 Iz SHAERREBM AL R LAY % 7.5 HRED (b mgkegAES 18 2
E) #5 L, mig, HHpEROEETNRAKPOREREZRTE L,

1IEBRE#OMBIFEHEFBERVORSEEIZERBEIX. T Fh 0.36
ng Y E/mL KO 2.7 BEfE. REHEO MR FH LR (o) X 2.7EMT
bholr, #E 180 BEZOEKFRESL TIX, MBEFLEHLEH («f8) X 1.3
M CTholz, BREHZED 0-8 FFE%Z. MBEHRANERE —RMdEROTLY
BHRTERIZ. I1BEOREZORCHEIZELRLEDOD 1.9 THY, &k
BE 12EBEEZUEO MFEFRANBREXECOMET U, BKkSEO MmiEH
L (M) X 9ISERTH ok, '

REICEIT 5 12 B (288 ) O R M EO ENEIL 3.2% Th oo, RFD
BEAREORENREKZEER 1 BLARKREEESN, 1 BEREEZH T RFOE
BEIEL 1 B EH®RED 72-192 BEBIZ 7T F—IKEL, ZTOEK 2.4-3.5%
DEHHEHTH -7,

FELHMERIIELEE LY., TR TREBEED 87.5%2 12 H (288 &
M)TRIREN TS, 1 BRESERNTHEFEFOEHENEZ, 1 BERS
D 72-192 FFABIC T 7 F—IZEL., TOEIX 713-95%DHEHE TH o 7z,

BRI REIRL . EHTREEED 92%2 12 BRI Sz, ¥
TeEEELS P ROBEEHAETORBARBEEENIRESFED 0.06% ThH o7,
(B 3)

FR 12 BR(HEREE 6 BRI SH-Ef# 2 A0 % 7.5 AN (5 mgkg (AHE
Z1H2E) #5L, BEKKES 18F. 18, 3H, 8 B#EOEMARET (FE.
RTHERT. BhE. B, M., By B, XFE., 20, o) o TRk
iR & FEERMERKELTRE L,

FETREBRTOFERERAROBE XKL, 2FRAOHBE KRS 1
NHEZE TOBRZTPABRERBAMELVEWEELRLE,

ZHEFRICBT 2EERMEEKNECREEIFBRAZRLEL . FiRe B
DAND FEAREBE TREESNZEAOTHEBEEREIX. WTFhbmiEr
DIEWETH o Tz, |

BHZL 1 EE%o, B, RTEM, &, BE (#FEHze0) KT

8



BRTOEBREERHEOBETHEICES . BN, FRECERT OAHRE
BEOTHEL, REBED 1BE, 1A, 30, 8 IR TENENRBERD
0.76%, 0.20%. 0.05%. 0.02% Cdh o7-, FEEREMERAREOEBESFITIIMEE
NED BN NoT, (BB 3)

WK 15 FRIC SH-EESR LR A Y % 7.5 BEED (5 me/kg 5E% 1 A 2 @)
BEL. AEBTRELZNE L, REEE 1 BROFRT 3,650 pg eq/ke &
BT RESTR L, AR CRESNERIEEREOR 92%% 5,

B CIAAEE S 1 B % T 240 pg ca/kg CREBRDK) 6%, FH Tit 70 g
eq/kg THREHIERDOR 2% & Edz, RERVEBCIHHSherok, &
B E RS 8 B TIXIFiE T 400 ng eq/kg, BT 20 pgeq/kg, AT
B EN Rl (BRI

BRIz 7.6 AN (bmegkgfAE4 1A 2E) #E5LE L Z D, KEHHBEH
EOERICHEMEh, SR ERERER 120 MET 8T TH -T2, +
DOREORPEHRIIN 3% THo7, (BE 1)

RICEBE AR AY %2 75 BEERD (10, 50mg/kg AE% 1 A 2[E) &5
L, ZREE 2RV 24 BHEBICBT MBI ERELHE L, |

50 mgikg B ERBETIX, HKELE 2, 4 BHBOEEERIE. FETENLER
35.7. 0.23 pg/g. BlE T 5.83, 0.1pg/g. A T 1.51, 0.17 pg/g. lEH T 28.5,
0.5 uglg Th-o7,

10 mglkg WEHOZFRB LS 2BRRBBOEERRIX. BT 4.4 pglg. BT
1 pglg. FERT lugl/g, BB T 3.4 pgleg ThHo i, BB L5#% 24 FFRECI3E
Ho 0.8 ng/g RV THEHER (0.0l ug/lg) AT & ko7

REMFERETOEZETRE SN, BEDOEEIL 0.1-36pg/g Th o 7, IFIE,
BhE, BH T, 4BEOREBRELNTWS, 2055 1 EEITIBIFLA
DETCOREREITRLNATEY (0.12-8.0 ug/g X 12-16 pg/mL), EENRH
MEHEEENTWS, (R 3)

BRIZ 7.5 AMED (25 mg/kg hEE 1 B 2 E) BETHIRRBEMS N,
BH 1 EHOREDLIRDLON, TON 6 EHIIFE TCLRD b, H
BOEEIREH T 0%, FRT0%ThHoTe, ThbfREBII ALY VD
BHREAZDPLT. MEX T T LYo AT Y VERBLShEbOThol, =
RE LV FIXBOONR»oT, 2 2OEHY (REBO D HO 4.4%) OHITH
EEENED LI, REDOHEEERALRAY LV OK 10% Thoi, (B
e 1)

J% (Swiss Landrace . 4 8#, MHEETREA, 38) 12 10 BEESED (B
BE (271ppm) Z 1 H 2[E) BERRIPEHBIN-, EIIRS I ELLERL

9



T, BEBRKRHETSARAY VOFERIZOWTERI SN,

BEEINTE AR LAY VIRHTAHAEPORDILBEOHMELIBEDFHNEERE
¢ 1.9%, HPLCE T L7% Th o7,

PEoz b, EENEALVFILY D 2%NEFIREE S L CHER
shaetE2xbN, £/, BAEMFNEER L HPLCEDELZ KT S LI
EAE—BLTWEZ b, BMEMFHERERTOIRAALRAY VRELL
miEZEZbNE, (B8 4)

B)EZBRFRBR(E (K 1,3)

BF 6 EEIC SHAERR AL R ALY &2 75 BRERD (bmpgke fAE® 1 8 2E) #
L., ZR#FE2EV 24 BREZECBTI2EBTREEZNE L, EEE 2,
24 FFEBOBRBAEEROCZTORNDOEREMEN SEDLFERFRTELEN
19,300, 4,300ug/kg RO 8. 2%, BEET 1,000, 400ug/kg R 6, 6% ThH -
T, W ONDHAV I AVDRBHBEIEIEERARM T =N, KEL
EOEGITRBEHEEED 6% e HEEIN, REXUCIEBE T 146 (89ugkg)
PBREBRHEN Lo, (B2HE1)

BRIz 28 AMEEE (AR AV COEHEREELTH 3.8 HH0iX, 11.6

mg/kg KE/B) #5 L., ZREBESOFEEAEN L BRI TORETEEZAE
Lz, AP EEIFECRELE L., 11.6 mgkg #EFHIZEBIT 5 FE. BiE.
FHRTEBEIRKERS 8 B TENLTH 455, 94, 33pgkg, 1 H# T 113,
63, 26ugkg, 8 BEDETHDHEB T 28uglkg LT & 2o, HERUIBY T
ETOEBRBA VP TCANLRLAY ViTRH Aok, (B2E1)

LW ;‘fﬁf% SPF K (16 Fﬁ/ﬁ) WAL RAY 3)2& 7 Elﬁaﬁ?ﬁﬂ: (0. 200 (&H
£). 400 (2 f55&) ppm ; MEE L LT 0, 10.3. 22.7mg/kg KE/A) H£H L.,
RKEHRE 1, 2, 3 HRECKBITH EBTPREZAZELE, WThoREEIZBW
THRERE 1 BRUBROEBTREIZHRERA0.050g (Fl) /KRB TH -
7e. (B 3)

EBWE (15 HE) EB LR LAY &2 7T HREIES (0. 200 (BFAE). 400
(2{5E) ppm) BE L, ERRE4FRBERUOEKELS 1, 2, 8, 5 BRITB
T AMEBTREEAAEIE L, 200 ppm B EERERICET B TR, -BiR, HNEN
TIIRKRERS 4 FREETERP OB IS, 1 BHEUEIERREBER
(0.05pg(HM/RM ThH o7, FHHE, B, LFELBVTEEKRERS 4 %
o b BB A 0.05ug(A1 /g kT CThoT, (&8 3) :

2. 2aEENERER :
RAOFEEIZXS LD b~ 7 XOHET 1,710 mg/ke {RE, T 1,482 mg/kg &
E, SD 7 v FOMERET 1,000-2,000 mglkg FE TH o7, (BR 1)

10



EBAVEAY VOROBEELRIT S LDso 1% ICR Rv Y AORKT
1,675mg/kg. HT 1,943mg/kg. Wistar &5 v b QM T 1,000mg/kg, SD &
v hOMEHET 2,000mg/kg LA ETH o, (B 3)

3. BEaESHEE

(1) 4 AREAESERR (TOR) (BR1)

CD-1 <= v & (HRES 5 PL/FE) & V7= iR£H (0. 20, 100, 300, 1,000/700 mg/kg
HE/A) RECBIT24BHOEAMFEERRIIBV TR b B R R
LIFO@EY Thotk, 1,000 mgkg EHICEELEUEER (BB, FEED)
ﬁi?ﬁ&b LI, BEES 700 meke 0D Liedd, SHEEEIEE LT

W, ZDEIITAR 21 A TR T EE, 300 me/kg EFB T, AEHEMEDOED .
FFri@E=0EN, FEOBHEBBENEL1RD bz, 20 XU 100 mg/kg #*
SEBRTHLFRICEDOERICL D LELZLNIEBRENTLBBDLNE, 42
B, ARBRITAERERHKL LTEESh, IRENRE, MEELEHRE.
RBRE, ESBBROFEABRFNRERIER SR o7,

(2) 13 ARESHEERR (Sy F) (2R 1,3)

SD 5 v b~ (20-25 IL/F) & AWIEEE (0. 1, 20, 200 mg/kg BE/H) &
BizkBiT5 13 BfoEAMEZEERRIZBWTHRDODONEEZEEEIRIILUTOR
D Chole, RRKETH. 0 RV 200 mgkg #EFOMHES 5IL%E 4 BEOME
BRBRCE L, .

200 mg/kg BEHMECEEENE, BHEORELD . FHOLE~AET 0
BEEORD ., HiZ GGT, AST. ALT, BUN, KEEOCHMENRD LN, ik
R W THRFEE R 20 & 200 me/kg B GBI, FRIRE R LB ALY 200
mgkg HEHTRO LN FBOMRABOEREMESEEHETETH 200
mg/kg #EFHTRD LT,

FRORBROERE, LVEHETES NOAEL ZRETA®. vy PRV
7-iRET (0. 8. 16. 32, 64 mg/kg FE/A) BEICBT 3 13 EEOEAMEMS
RENAEm I, BHEMRIIERERR L FAFHE T, 16mgkg S ERGHIC LT
OREBREFAROTFBRERRDO NSRS, FRB~OEZIEFBO LR N,
ARERIZBIT S NOAEL 1T S me/kg ABE/BETH B LEZ bz,

(3) I3 EARESBSENERAR (/X)) (B3R 1,3)

B R (MHES 4 BBE) 2RAWEEITFUyATEATOREAD (0, 10,
30. 100 mg/kg KE/H) BE5CBIT 5 13 BAFOESESEERBRIZBWVWTRD
BN EEFTRIIUTOBY Thof-, 100 megkg MEEOH 1 EXEE 3 H
WEEOERFRE- Lk, BEREIERE, 100 mgkg 5T, #5638
2 12 BIEEEENERCEHEEOR D, APEOREAABD b, FIHRK
O HREGRENRE CRECARRAD LN o T, ARERICE T 5 NOAEL
% 30 mg/kg RE/RTHB EEZDNE,

11



(4) 28 HEESMH=4EE (K) (&R 1)

B A(T—VRUA ME) 2HAVWEERE (75 mgkeg AE/H ; FHAEDN 5 %)
BEICBT 5 28 Eiﬁaﬁ@ﬁf_é HEERBRAER I, —RRE, ENED., &
BEENECHGEDE DL ho T,

4. BESE/RENAMRR (BF 1)
[BAEE R R OR A AMRBRITER S h TR,

5. EHREEHNRR

(1) 2HHAKHEEHERE (v ) (R 1, 3) A :

SD v FEAWERD (0, 8, 40, 200/160 mgkg AE/B) #&EIZX D 2
HAREESERR (2EMR) BEHEINL TS, 200 mgkg BEHTEER
EMHEEENTEDLNEZD, BEES 160 mg/kg 2L LR, EHEE (Fo
HARHE2LOETHOEE) RO FHEROFEENECOH D IREELEERD
B bhi, Hli&TiX 200 mgkg H#EHT Fo RO F #RIIZFEHRE (DNER
AEEC/ISULIEEIE) oENARD LT, REBETE. HiE. AERZK. ER
FE, EREFLEBREOEEIDVD Lo, ARBRICEIT 5 NOAEL i
A0 mg/kg RE/IBTHB EEL DN,

(2) RBEFEMHRER (v9X) (R 1, 3)

CD-1 <17 (Hf30L/F) ZAVWZEEO (0. 10, 30, 100 me/keg AE/R)
BENIBDPRBREEERBRIEBW TR ONEEEHFTRARLTOEY Tho e,
HRHEOREITEIEE6 Hb 15 B = TOEIT - 72, 100 mgrkg IR E5HEOBE)
W2icsrE, MY, EFAHE,. FALY LEEXBED O, 30mgkg Bk
&%ﬁfﬂiit@ﬂuiﬂmﬁéﬂi@ﬁ&m 1D bz, 30 mgkg L EBEBEOK
RICB{LEERED b3, ZARERICKIT 5 NOAEL XE#H R CIRIE T 10
mg/kg EB/HTHD EEZ bz, ETHERIRDLNLEI T,

(3) REEHAR (Sy k) (BE1, 3)

SD v FERWERD (0, 25, 75, 225 meglkg FEH/H) HH5Ic L s R4EE
HRBIEBOWTHEDLDLONEEEFTARAIRLUTORY ThoTr, HBRUHOKREX
HIE 6 HvH 16 BE TOMIT o7, 225 mgkg R EBH TRHEZEHRORIREME
(GRRE R OER(BIE) BRBD LI, ARRICBIT 2 NOAEL ixBEHmk
CBRRT T mgkgBE/HTHH EEL LN BEFRBEIIRD LR,

(4) RESHER (99X (281, 3)
FEFIE T AANLRLY D 31.25, 150 me/keg KE/H% 5 BEHKETS

FPHRLOBBYBFRAMICSBR LD, ZhbDIRRERA L,
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RERERRBPEH L TVDS, AHETEERFERENRBDONL,. ThEth
#5334 BTRREZPLELE, ThoDEEL, VX IREAIZzEO®RSL
EBEICHEE, BOOhIHEERELAN LEZROERLBLAON D Z &
5, VIFRERBRHEOREEMERRICBE I 2VWEEZ LN,

6. BEENESRER
M ECEEZICETISERAR (28 1, 3)
1 in vitro T3R5

Ames AR Salmonella typhimurium —D S
| TA1535, TA1537, TA1538,

TA98, TA100 '

BETFRAERARAR CHO —1 =

~EH DNA AR 7 v PRI —1 B4

| R ETRAERE - |[LS178Y v v R YT 4—< | —D BE i 2)

A

AR R CHO —1 BBt @)
CHO —D BE

D.AEDORER2 L,
fEEEOBLLND HETHWEE(—S9),
DREEOBRDODLENIHECHWEIE(FS9), —S9 TikidE,

#2 InvivoRER

REBR x5 BE ' R

EH DNAARE  |CrI'CD Z > b | 800, 2,000 mg/kg A | &
by

INERER CD1 < & — 4 =3

HDRAEORERL,

EsoXkdic, mARAY L ZDWT in vitro, in vivo DEREBNEFE S .,
invitro TIIBWEREEKETEZRELRO O DB, nvive TIERBD IR
WZehb, ERICE o THREBHEL ZIBEERIEIRZVW D LEZ bRE,

7. REVERZEICEHT 4B

(1) ionvitro® MIC ICBAT 2R (1R 1)

b MERSEEER 10 BE 90 B Bt 3 MIC AELh TR D, EREZ
PEER 2 R T 26 (T S22 3 MICso 13 0.053ug/mL TH - 7z,
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8. €0k

(1) aEElEER (R 1D
FREBERBRIIERE I THARVE, RERSHRBRIZBVWTAEZ~DOHRE
DEBIIID LN Nhofk, FTHEERELHLTVWAFTLY Vi, v TR E
BOMBPTRIZBWT, RERENFI L2V E ShTWa,

(2) EEEANERKE (ELEY L) (2] 1, 3)

ENLEy PRV EEREEREB (Maximisation ) BNEMB 4. 9/10 &
TRIEEIIRS AT, V10 EBiXiZox Y Lishote, XWMFAEIZ L 2 L5EHEL
EOF7A) VORBREFREIL TR UBE LI TWS,

(3) EENIHRR (99X (2K 3)
THRIPEFNVZEBEALRZLY v 10% B OEE (0.5g 2 EEEEICK
LTHRAET 4 HH) KI5 XERMERBRIER Sh, RISEBOLR
fcﬁ 73:‘0 7‘:0

(4) BRAFEHBR (V9F) (2R 3)

THF 3P WIZEBALRALAY  10%RA OBEEAR (40mg) TEHIZ L
% R ERIBHE R B 3 = S i,

AREBEEEUCHAL»RERERBERBD b, RIGRKR4IZERL. AR
®“INIT7THICEERHEA LK,

I BLhidETESE
1. EHEFENADIICDOINT
SNIREY ITBEFE/RPAERBRIIERE ST RWE, BEFEORBA
ME L OBEFEMEIROLENT., (MFEBERFELULTWAEF T LAY B
DARVT vy hTIEERAMETERNE, £, £EKICE - TEBRRBEL
REBGEEETRIZVIEPLEENRAMBRRERNTCLEMDOELSESEZ M
ZBZEWRE-oTADI ZRETAHZERTETH D LHTEINTZ,
BUHRBRIZBWVWT, BLEEQOEWL ZATREOEENRBOLNILEE X
HDFEEIXT vy b 18 BHESUESERRICB T 3FBHRE T, NOAEL 8
mg/kg (KE/H TH oz, EMEA TiX. ZO0OMRICELSFE 100 #FEHA L., ADI
(X 0.08 mg/ kg FE/B ERELTWD,

2. WMEMERKADIIZCOWNT

WMEDFHNEEIZ >WTHRNFLCHEAEERD DX in vitro ® MICs DA T
HY . FREZERZEBRWTZEAFEEY MICso i 0.063ug/mL Th o7, EMEA
DLR—FTIE, THIEEFER 150 mL, MIEAREINIHHEIZ 5%, B MK
Elx60kg#EHAL, CVMP oEHRIZL v,
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0.000053 x 3*2

*1
ADI (mg/kg 58/H) = 1 X 180 _ 400795
0.05* x 60 |

*1: MHERFCRIERIE 2N b 1 :

*2 : EMEA Tl in vitro b In vivo ~OEFTREOEWK L 5@ EE I 2R A L&,

*BIMEABREINDSE 5% BOREZESAR CHEREZF TI3EEDHKN 2%#EF
it shizZ tiz Xk 5.

EEHLTWS

ZO CVMP EHRIWCESWTEH SN M EMER ADL I, 5% OFM TR
AEINdTHAD, BITD VICH A FIA4 VIESHERERERD EEZ
bIAN, FIICREZITORCRAIFARAMARE LN TWaWY, EoT, H|
B BT A AEY 2 ADI O LT, TEEEORE LICY - TE
HEhERICESE EMEA b RIEFROEZBRHATA I ENBY L Z26N 5D,

3. ADIDFZFEICDINT :
WAEMFERN ADL IZEMHENRBRIBENAMERBEI VI L 2EE 2. RicES
%ﬁme%ﬁ%bt%ﬁ@%%#%Amwamsm@gﬁim)kﬁbﬁ%
 BEEREEEE T HICHEHELTWE EEZBRE, TOZ b, AL
:ﬁA VD OBREERELERETHICELTO ADI & LTIk, 0.008 mgkg &5/
RERETAERELTHI EEZLND,

4. EmBEBESMICONT
LEXD, NAFAY OB BEREZEFEMICOWVTHE, ADI & LTKROE
FEREATAZEBEY E%& b,
SR Y 2 0.008 melke (KE/H

RBEIISOVWTIE. YT MERALRE I EEEBEORE L5475 BICR
AR EETA,
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#£3 FRBRICBUS EMEARUVHYAELELHFSOMETHESHRES OB
B iE RER BE5E MEER (mglke tKE/R)
(mg/kg fFE/H) EMEA EOREESBRHEEOHE
 oEE
A 4 WA | 0, 20, 100, 300, | —
=ERER 1,000(—700)
HiEcESDoRE L34
B EL
RAEEM 0, 10, 30, 100 10 BE% . 10
AL IR 30
B KEENEORED., | B8 fEEHE, SEEE
BEBOFEP LY | #E
BIR  BILRE B . F{bEIiE
(EHEBtRBED LRLT) (EHFHEIBRD RT)
Zvk 13 SERIES |0, 1, 20, 200 1 (TERBOTERROD | 2-o00RB+24b¥ CEM
1 S R 72 NOEL ¢ LTEAZH
3)
1R o> P5 iR [ B 22 B 3% B HE - 16
HOR IR AR L BB AR B -8
13 #EE®ES | 0,8, 16,32,64 | 8
EEERR FrRREOBREAIER
BEEFREEZORRICRA
BRCFERE (HRIR~DF
EixHbhd)
2 R ER |0, s, 40, FE% . 40 BE% : 40
HERR 200(—160)
200mg BHERTEELEMY | 200mg HEFTEALEME
NBEH LD, 160mg | BB DH RO, 160me
KERE, KEE,
BB AERMEORS, | B85 FRICEE RN ER
B, TERE ERRE L, RELSHEOBAR
B, ECATES (2L)
RAeEM 0, 25, 75, 225 | 75 75
B

BE4 - FHRENE

B8 : KE, HEOBL
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BIR ERhE. BREE | B -BREEREE. B
(BHFBEARD LT | BE. ERNE

4 X 13 BMES | o, 10, 30, 100 | 30 30

i e
EEOCES AEHENEOR | fEHENEOHESD, BEED
4, APEOEH B, APEOERME., #HO~
Ty, Ritskik, ~~
b2 Uy b ASEEINER
23 28 WHEER | 75 —
TEEERR
HEFH ADI 0.08 mg/kg A E/B
' NOEL : 8mg/kg fA&E/H

SF : 100

FHEFR ADI SR EBRER ok 13 EHESEEER
B

WAEWEN ADL | 0.00795 meg/kg (RE/H

WAEHEN ADL R ERIREE FRAEZERETBWSME
) MICso 0.053ug/mL
(CVMP =)

ADI 0.00795 mg/kg 4 E/R
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<HHE 1 HREEEEHE>

B& F5 ¥
ADI — R ENTEE

ALT TI3=T I NG URT T —E

AP TNHYZFAT7 & —E

AST TARGEVBTI /) NV AT7 2T —E

AUC I F B e B — R dh e T A

BUN 1§ fR SR = R

CHO Fx A =—A N bR F—FIERHHREER

Cumax % e . (%) PR B

CVMP . |BRMERSFEFHUHEEMREZRS

GGT HoreZNVEINsIF v AXTFHF—F

HPLC GEEE s N TF T4 —

LDso FREGEE

MIC B/ EHIERE

NOAEL EEMERE

NOEL TIFAE

Tye | HEEEEFHDH

Tmax %%Iﬁl(ﬂﬁ)*iﬁ)ﬁiﬂ%ﬂ#%ﬁ

VICH BYAERROARBEEGH ORIICET SEERRE
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1 EMEA, COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS,
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2 EBWKEABMYEELMRER '8WAERRET —FN—X]

3 ANRALAYYNV, 2a /7 I% S VvIv I A, a7 10%7 VI vy R
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4 E. Zeisl, M.Wanner, U.Huwyler, H.mascher, E.J.Maier, Excretion of

Valnemulin in faeces after oral application to pigs, 1998

19



