1)

2)

3)

4)

5)

6)

7)

17 (1)
;1 (2
ICH

AOT OTG
AOT
conformation
HMG
oleanolic acid
USP<233> ICP

10g

WHO

oTG

LH



ICH

WHO Good Pharmacopoeid
Practice (GPhP)

17
(D

. (2)

ICH WHO



B-2
BMT
5.0% 2-
AOT
n- -B -D-
OoTG 50% 2.5%
PBS 37
M g/cm2 1
Active Placebo
40
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B-3
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TYK 100 1U
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F
300 IU
PD-10 GE
LC/IMSMS

Paradigm M$4 (Michrome BioResources)
Orbitrap  Elite
(ThermoScientific)
L-Column
L2-C18 (CERI, 0.1 x 150 mm, 3 um)

B-4
1995~2012 11
1993 2011 5
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Maxwell 16 DNA Purification Kit
(Promega, USA) genomic DNA
PCR
DNA
PCR
Fasmac
(Japan)
LC-MS



1g txSD(t  4.03)

30 mL 20 10xSD
15 mL 10g 1.5 pg/g
0.5 ng/g 0.5 ng/g 4 pg/g
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6 (SD)



500-650cm™

20

16

900cm™

66.7

20-40cm’™

30

C-2
Y
H
g/cm2
24
71.9p g/em2  AOT OTG
3.5 3
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0 6
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LH LH

LH
LH/FSH 1
LH/FSH

LH

LH FSH

1
LH 30%
hCG
HMG
hCG
2. HMG
LC/MS/MS
HMG
HMG FSH
FSH
LH hCG
hCG
hCG
LH hCG
LH
hCG

Serum albumin
Protein AMBP Plasma serine protease inhibitor

Complement component C7 CD27 antigen



Tumor necrosis factor receptor superfamily

member 1B Ribonuclease pancreatic

Alpha-1-acid glycoprotein 2

C-4

LC-MS

jujuboside A (1)

NMR MS
frangufoline (2)

TLC

TLC

TLC

n-hexane:EtOAc:HCOOH = 10:5:1

TLC
Rf 0.43

oleanolic acid (4)

4
GC-MS
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EP
USPp



70-80%
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USP<233> ICP

0.05 pg/g 0.01 pg/g
ug/g 0.22 pg/g J
0.02J 0.12]

20mL
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0.02 pg/g
0.13 pg/g J 0.04]
0.26]
104 % 117 %
ICP
(
)
0.28 pg/g 0.02 pg/g
0.14 ng/g 0.20 pg/g J
0.04 0.28J]
ICP
76 % 78 %
94 %
99 %

C-7

(1-{[((1R)-1-{3-[(1E)-2-(7-Chloroquinolin-2-yl
)ethenyl]phenyl}-3-[2-(1-methylethenyl)phenyl
Jpropyl)sulfanyl]methyl} cyclopropyl)acetic

acid
(A-{[((AR)-1-{3-[(1E)-2-(7- -2-
) ] §-3-[2-(1-
) ] ) ]
H )
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LC-MS
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