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FEHEORTEIARD BERBERD e &= 2 o, NEFEREEEESIZEWTEMERE
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(3) k54 -
(1S, 2R, 3S, 4S, 6R, TR, 8R, 14R) —4—etheny1-3-hydroxy-2, 4, 7, 14-tetramethyltricyclo
[6. 3. 0. 3]tetradecan-9-oxo—6-y1[2-[ (2R) —amino—3-methylbutyrylamino]-1, 1-
dimethylethylthio]acetate monohydrochloride (IUPAC)

[[2-[[ (2R) ~2—amino—3-methyl-1-oxobutyl Jamino]-1, 1-dimethylethyl]thio]-,
(3aS, 4R, 58, 6S, 8R, 9R, 9aR, 10R) —6-ethenyldecahydro—5-hydroxy—4, 6, 9, 10~tetramethyl-
1-oxo—3a, 9-propano—3aH-cyclopentacycloocten—8-yl ester, monohydrochloride (CAS)
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vaapVi, w7 Z )=V EOKIGETRT, 7=}
YINZRRBETRT <, My iy y | JxFlo—7
NRORAFN—-TF)o—T MITITE A EIRT 0,

(5) WAHFERUHE
TEBITBINARLY o OAERFIEEZ L TIORT,

HERAE HEAIE PR
4 mg/ke KB/ A% 7 H-28 ARER: L CARERRIN BU 1H
10-12 mg/ke K8/ H % 21 HfEhde: L Ceksm EU 18
A1 kg H72Y 50~200 mg AANL. 7 BRERER L GRARSE- AA 2R

2. THIIRG B, 5

RZ SV LY & LT10, 25K U%0 mg/kg REA HERO®KRE LTz, RafRESlE
B (T, ) 1 3FNFhN1.85, 2.9% 0. 15 i, BEmabigE C,, ) 131.29, 2. 67RO
6.23 ug/mLCH o717, b mg/kelAE% 1 A 2535 KEREFERTIL. MAFFREILT. 5
BETIZ7T b—IZZE LT

FR(SER) I PHEE S LR ) & LT mg/kefAEE% 1 B 208, 7.5 HEhER L CROES
L7z 1EIEHREHOC_130.36 ugeq/mL, T 132, TR, HOBEHREDOMIEFIYEH (o
) 132, TR CTh o7, 7.5H B ORKIEEZCIL, MIFH R (o F8) 131 3R T
boTr, BKERE412 RSO MATFRESTRER IR T L, e i+
YR (BAE) 193RI Ch o7,

R (1588) 127V R ALY b L Tomg/kgfAE% 1 H 28], 7. 5 S L TRO®SE LTz,
B 5% 1 BOSHEBRTEE L. R (3,650 pgeq/ks : $992%) . BliE 240 ugeq/kg :
#16%) . A (70 u g eq/kg : #92%) DIEIZEFED b, FERUIEI T3 S izh-o
770

BRI VR L) L LT 5 RURS mg/kefSE% 1 H 2[8], 7.5 EhER: L CRO&
B U7z, 50 mg/kg Befi& 54% 2 ROARRIOEERERIL. g cEN£h35. 7, 0.23 ng/e.
B 5. 83, 0. 1 ug/g. FHWTL 51, 0.17 ng/g. ABHHT28.5, 0.5ug/g Th o7, 10mg/kg
WERHORKRE% 2HRIOEERERIL. HETL 4ue/s. BB UHA Tl ueg/g. BBHT
3.4 pug/g THoTD, IR 5% 24058 CIIREH 0. 8 1 g/g HBRVNTHREHRRSR (0. 01 1g/g)
LT Thote, REMEIETOME TRE I, BEOHIZ0. 1-36 ug/s Tho7=, T
& EiE. BRI ATEEORSMIHEIS N TS, £0 ) b LA O2TC
DIREALICHER SN TEY (0.12-8.0ug/g KN2-16 ng/ml) . FERFIW EHEESNT
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BRI SV A & LC25 mg/kg (AE% 1 H 2], 7.5 BfibER L GEOKREG Lz, BT
TlFEEOREMHTD DL, FOW 6 FEIIHR CHIRD bz, REmOEIGIIAEHT
60%. FHECH0% ThoT-, ZHHRBEWNL IR L) COBRKIIEDL LS, ATV
T AF Y VBN SN L O ThoTln, TRF Y RIIERD bivieh o7, 2 00RE

(RSO 5 HODA. 4%) DINTHTEEMEAFRO B, REMIOHEIEEIL LR LY DR
0% Coh o7,

BB (350 127V e LT271 ppn BEHIRE) %1 H 2, 10 AMEREL TR
B5 LT, ETRE 3 AOERL, BEREEE T IULRA Y VORI OV TR S
oo BB ST ULFR LY AT D FEF ORES LAROHRI R A I E BA TL. 9%,
HPLCYE L. 7% Tdho 7=, LAEDZ Ehh | SAEMrFRIE EIE S HPLC EOEA T D L1F
AU TN D E D, EHT IR TS AR 2R T O VLR A U R,
REEZ BN,
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(1) SHroE
O He(bEY - SLR LY

@ HHTEOWE -
SAFT A ERDRHPLC EEiRERs v~ b7 7 7) R0 KRR OEENE
PRRFES I TCUND,

(2) HfKT R

FHIYLRLY & LT 200 ppm (10, 2 mg/kg {58/ H) %0400 ppm (22.6 mg/kg I
BE/A) %7 ARBEG L CERBHRINL., Ri&RE% AR, 1. 2. 3RU5 HOFA,

SHA. B BIRR OV B VR L) VRE (M AT v AAEICTARRE) A1

[tz N

TR YLR LY e LT 100 ppm (3.8 mg/kg KB/ H) K&UN300 ppm (11. 6 mg/kg REE
/R) % 28 BiEhEs: L CEREONLUZ, BRE% 1 K02 BOBA, J5lh, Al Bk
WINBIZRBIT A L b)) B HPLCIEC L VEE) 2R 21T



(F1)7Vbxrb Y & LTI0. 2 me/ke A8/ B KUN22. 6 mg/keg A8/ B % 7 BEhER L CERERRM L7-Rs &R

RERO/NSVR Y RE (ppm)
SHERE A RER5 JiRs=]
(e 548) 10.2 mg/kg (RE/ | 22.6 mg/kg K&/ | 10.2 mg/kg FE/ | 22.6 mg/kg fAE/ | 10.2 mg/kgfAE/ | 22.6 mg/kg (KE/
H A A 3] H A
4 B <0. 05 <0. 05 <0.05 <0.05 0.16=0. 05 0.42+0. 39
1H <0.05 <0. 05 <0.05 <0.05 <0.05 <0. 05
2H <0. 05 <0. 05 <0. 05 <0.05 <0.05 <0.05
3H <0. 05 <0. 05 <0.05 <0.05 <0.05 <0. 05
5H - - - - <0. 05 <0.05
~tEh i /N
(:FXL ‘—']—J?(ﬁ) 10. 2 mg/kg K&/ 22.6 mg/kg (KH/ 10. 2 mg/kg &/ 22.6 mg/kg AE/
E] H H A
<0.05(2), <0. 05, 0. 05, <0. 05, 0. 06,
2 . 31+0.
AR5 0. 06 0.19 0.08 0. 3120, 40
1H <0. 05 <0. 05 <0. 05 <0.05
2B <0. 05 <0. 05 <0.05 <0.05
3H <0. 05 <0. 05 <0.05 <0.05
5H - - - -

¥iErt, SAEUTTEECEREREOR L, NIRRT,
~ I E EHEE
FRHFREL : 0.05 ppm
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(F2)7 VbR LY & LT 3.8 me/kg A/ B RO 6 mg/kg {58/ A% 28 Afihdfee U CAIRHAIN L7 FE

DEFHERETR O/ LR LY R (ppm)
AR A oI 5
(e 51%) 3.8 mg/kg (/A 11.6 mg/kg EE/ A 3.8 mg/ke AE/ B 11.6 mg/ke K8/ R
<0. 025, 0. 031 (2),
iE ) ) )
2 BERY <0. 025 0,032, 0. 033 <0. 025 0. 025
<0. 025(2)
S <0. 025 ’ <0. 025 <0. 02
il 0.035(2), 0. 046 g
18 <0. 025 0. 025(4), 0. 035 <0. 025 <0. 025
2 H - <0. 025 - <0. 025
3 H - - - -
5H - <0. 025 - <0. 025
FEeH e e
#®51%) 3. 8 mg/ke A/ H 11. 6 mg/kg A/ H 3.8 mg/kg {AE/H 11.6 mg/kg {K&E/H
0. 025(2),
iE . 23240, 581 0. . 09440,
2 B 0.232-+0. 093 1. 581+0. 628 0.031(2), 0. 052 0.094+0. 024
<0. 025, 0. 042
: +0. . 455+0. ’ ’ . 094+0.
8 s 0. 1260. 058 0. 455+0. 164 0. 054, 0. 055, 0. 057 0.094+0. 041
<0. 025, 0. 032(2), <0. 025, 0. 033, <0. 025, 0. 034,
+
LH 0. 085, 0. 099 0. 113:£0. 065 0.041, 0. 063 0. 044, 0. 055, 0. 159
2 H <0. 025 0. 025(3), 0. 028 <0. 025 0.11120. 051
3H <0. 025 <0. 025 - <0. 025
50 - 0. 025 - 0.083(1)

BfEd, ST AR R OR L, PR

-IIotra T
TEBIRF : 0.025 ppm

4. FE—HEDE (ADI1) 3k

BN EEAE (Ul EEEEFA8) BA5F 2IEORTEICHED X FEkl18FE12H 181
TEASEERAETFE121801 278V, BREEELESTEBREH TERAKRDT/ L
FV ALRHEMEFREETHIIZ OV T, BREEZEEIZRBWT, UTOLE Y BinfdE
HEARIEI RSN TND,

2OV LY OB SR ETIIZ OVLTCE ADL E U CROIBEAZ ST A Z & @m &%
Z BB,

YL AY Y 0.008 mg/kefKEE/ H
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KE., FU, M, TR P=a——F 0 REFELZE ZA, BU IZBWTKRIZES
PSRRI TND,
725, FAO/WHO ERIBMEINIMIERIFSE: (JECFA) [IZBWTUIEHh STy y (FRk
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6. FEUEEZRE
(1) FRBOBEFIRR : LR v

(2) HEEER
A1 DLERBY THD,

(3) ADIH

BRMBIZBWTEEE () OLRECTAAENEE L LRE LSS, EREERA
FEFRITEDEHEINSD, 1 BYAVERTI AR OE FEaR/IERE (IMI)) @ ADI
W29 HHE, LT &Y THA,

TMDI/ADI (%)
EEFY 0.4
HyNE (1 ~65%) 0.9
S 0.5
EinE (6 5ERLAL) * 0.4

* BEEI OV THEERKEROBIRET — 2 172\ o, EREIDBRESSEL LT,
7. SHIDREIMICOWTIL, BHE2 DL B0 Tha,

(4) FANZOWTIE, R 17411 A 29 BN EAFBEETE 499 Blc kv, Ak
DRLGIRME TICRATEE T2 BORE BEEE) NEDLNTVDM, Sk, EHE
REEDORBE L21T D T LT, BEAEIHRREND,

8B, AANIOWTE, FREEEHEORICERO RV ES R URPIZ VARSI L
T, R, INIWEORIEEE (B4 FEARERE0S) F1RLOH A &
s fROBTRRIOE 1R TRAIT, AR UM EFRE R 2 st E &

ERH LTI, ] BERINS,
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ILVRIY

. FoVEE ) e e ot
a5 HAEE (D) %L EU | (AEEREOREE BB
i R UHE:
ppm ppm ppm FERH ZHE{E
BEORSA 0.05 0.05 | 0.05 28 : AR 2B <0. 05
BORERS 0.05 0.05 20 BER 2H <0. 05
8 B 0.455+0. 164
) 0.5 0.05 | 0.5 1H:EU
BROliTHE H 1A 0.11320. 065
8 i 0. 094%0. 041
PR 0.1 0.05 0.1 18 :EU 1 <0. 025, 0. 034,
0. 044, 0. 055, 0. 159
FRO BRI 0. 05 0.05 20 : AR 22 <0. 05
(/1NI%)

*1: AR LT AR SNAES DD b A, BElA. AR OSBRI ORI & D
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FINWVELY COREEERE B pg/N/B)

=i EES EERS Py NR T4 e
B (ppm) TMDI (1~6 %) T™DI (65 Ll k)
T™MDI TMDI
ﬁ?ﬂ)ﬁ?ﬂi‘] 0.05 *2 *2 *2 *2
RO O OE 1.8 1.1 2.0 1.8

RO 0.5 0.1 0.0 0. 0™ 0.1
RO, 0.1 0.0 0% 0. 0™ 0.0
ROBRAE 0. 05 0.0 0.0 0.0 0.0
&t 1.9 1.2 2.0 1.9

ADI tt (%) 0.4 0.9 0.5 0.4

*1 - RAES L1 AACBENSEOD Y . A, JEE. AR OBRLSIOE 2, NBEBIRE LT,
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*3 : JEMET —Z Mo, HEEERET o) & Lis,
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*5 : WSOV CIEKEROBIRET — 4 72 od, ERTROBRERZESEL L,
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ppm
FROFHA 0.05
BRORERS 0.05
FRORHE, 0.5
RO 0.1
FROD B GY 0. 05
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