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(3) bF4 KU CAS /5
(6S,8S,9S, 10R, 115, 13S, 14S, 17R) —11, 17-Dihydroxy—17-(2-hydroxyacetyl) -6, 10,
13-trimethyl-6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17-dodecahydro—-3H-cyclopental a]

phenanthren—3-one (IUPAC)

Pregna—1, 4-diene-3, 20-dione, 11, 17, 21-trihydroxy—6-methyl-, (6a, 118)-
(CAS : No. 83-43-2)
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NS 0. 25 mol /L MRl T R U U AR (pH4.8) « A K/ — b (3 1 7) R CHliH
L. AVKRUVEBREMY =R B - n U RURESED 7 5% v
THR L% A7 a~ K757« 205 DRVERESHTE (LCMS/MS) TERT 5,

TEEIER 0.002 mg/kg

(2) FREEHABRAE R
5 (40R/BE . IKEE413~539 kg) ICATF LT L F=V o Ul 27 /L% 14 H [E

bR C2lal K ARSEF BEEIN&E S (120 mg/88/H) L. &&&EE512, 24, 72, 120 % N168HF
M ICEREIL L=, HBRE. FFIRE O IRICEB T D AT LT L K=y n U RE S
LC-MS/MSTHlE L7z (F&1) , (EMA, 2010)
F1. BIZAFNLT L R=V o UFRT A7 V% 14 H [ T2 K RRSEF BEHI N 5-1% D
MR DO AF LT L R=y o U EE (ng/kg)
PSRN %%%5‘?&?&?%‘3
ik 12 24 72 120 168
e 0.014, 0.0084, 0.0067, 0.0021,
i A €0. 002.(2) 0. 002(2) <0. 002 (4) <0. 002 (4) <0. 002 (4)
- 0.0046, 0.0033, | 0.014, 0.0026
RE Rk <0. 002.(2) €0, 002(2) <0. 002 (4) <0. 002 (4) <0. 002 (4)
- 0. 0036, 0.0032
lixg! 0.031+0.033(4) | 0.018=*0.018(4) 0.0034=0. 0011 (4) €0. 002.(2) 0.0032=+0. 0015 (4)
.. | 0.033, 0.0092, 0.011, 0.0021,
2y <0, 002.(2) <0, 002(2) <0. 002 (4) <0. 002 (4) <0. 002 (4)

N A TR (B A [ = R 8 L = N N s | A [ 0 = g N B
EEEA - 0.002 mg/kg
K HBRFL : A 0. 000185 mg/kg. NN 0.000413 mg/kg, ATl 0.000173 mg/kg. B 0. 000260 mg/kg
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TMDI,/ADT (%) ™
E R4 (1Ll k) 0. 03
i (1~6 5%) 0. 02
1 i 0.03
EnE (65 Ll ) 0. 03
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bpm bpm ppm ppm bpm
oA 0.01 !
OO REHEH I BT 28 O A 0.01 0.01i EU [<0.002(n=4)(}%)
................................................................................................................................... o] RSB 168ISRIE)EU)]
4DNEN; 0.01 ;
OO P LI R T 2B DiER 0.01 0.01i EU [<0.002(n=4)(}%)
................................................................................................................................... o] GRABET168ISRIE)EU)]
2R i 0.01 i
OO FEHEE LA R 9 DB O TR 0.01 0.01} EU [0.0032£0.0015(n=4)(/)
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LR DR i 0.01 :
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AFNT VU R=v o OHEERE (BAL : ng/ AN/day)

(5II#E2)

wpege | EEREWE [ /hE 5 N
£ IS Qi) | a~ei) | pE | (65l b
TMDT TMDT TMDI
= DO e FLEEIC 0. 01
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2 By 0o i 0.01 0. 004 0. 001 0. 004 0. 004
= Ot DR B FLEAIC 0.01
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B 2 B O £ S 0.01
i 0. 004 0.001 0. 004 0. 004
ADI b (%) 0.03 0. 02 0. 03 0.03

TMDI : BRimfc Kk 1 HERL&E (Theoretical Maximum Daily Intake)
TMDIGR BV « FEVEME 2 X &2 5L O B H
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