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DRSP +12.2 (0.5-4) +88.1 +5.60
EE 0.0538 15 0.229 B
+(.0191 (1-4) +(.142

S E = BRI 22, tmax O A JLE () . n=18
a) DRSPIZAUC(0-00), EEIZAUC(O-tlas)) & 7R3 o
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16.1.2 REHS
PR PRI ARH] 2 B2 H B R G- L7 & & o 3 E)
NS A—F1Z, WTFTDEBY THozo lLiETDRSP
WEE RS HBICERIRBICEEL., HH52IHH0FE
HHIE3.0TH - 72 MIEPHEEREOH 521 H HOER
K(32.5TH o722,

Cmax tmax AUC-21m) t1/z
(ng/mL) (h) (ng-h/mL) (h)
DRSP 40.5 1.5 277 3
1HH +11.0 (1-2) +56.1
DRSP 80.8 1.5 825 29.5
21HH +17.7 (1-2) +189 +5.28
EE 0.0362 1.5 0.119 _
1HH +(0.0162 (1-2) +0.0783
EE 0.0576 1.25 0.275 _
21HH +(.0286 (1-2) +(.168

SN £ BEHER S, tmax D A HTYLAE (#EPH) . n=24

16.4 XH
B B R B MR ICMC-DRSP &2 #R 1% G- o & b i rh
2. 927 b YBROBBRIZ X Y A4 U722DRSPO R K O
4,5-Y ¢ N u-DRSP-3-HifEAS. TLEL ARG H W &
LT anY SR ANF—%), DRSPIX. in vitroT
WY HECYPIALIC L W i & h7zo EEIR
FIZCYP3AATRH S, HBIAGRT 7 V7 u v
Wazzr5Y,

16.5 Hkttt
B B B M\ MC-DRSP & R 1% 5 8%, OSHIR R 13
Y5 10H D3 IZs2 2 R IcHim s . R X
DEMFICRREL PR S Rz, BIRPICHEES L
REALRIMEDNTH - 720 (PHEANTF— %) HEEELHEC
SH-EEZ R8¢ 5-%. s 3% 5- 10 H LNIZI3IE
SEAZHER T HEE S . IRIEAE PB4 : 6TH -
7 HEANT—% )0

17. BRERRIE

171 B3RO RLMICEEY 555k

17.1.1 EIR% I/ MBLEEGAER
H R e R (CE3930. 8. 20~48i%) Zxf5 & L.
75 L AR HE BRI R E L7220 H R
IEDFEE N OSIHIE O B &2 bt & L 72 H R ¥
JER TV R0 ZFORER, IRHEEMIRE (B K4 1)
Pe5-5%) OG- A 5 DAL RIZ T 5 & K5 BE (5861,
PeGai :4.0£0.96. 2 b® :-1.0£1.53) LB LA
P 5 BE (616, 507 :4.0+0.91, Zfbi :-1.9+
1.63) BV THBEICKENI EAVRE N,

HH | R Wz 2a7
AW | &L %L 0
WED | gy (AL CRE - RO CETOXMS | 1
FEEE )
TR | BIC R > TIRELL 72K R B 1E &1L 2
HOEE - R ~OLREE KT
B | THUDEEAAR, AEH (2% - K5 3
AT E RN
guEdk | L |nL 0
ORI [ wrpe | (B 2 IEHAE) O JTRMIET | 1
CBUAE A 1AL L7
s | BT (B 2V IZBUE) o AR | 2
B A 2 H AL L7
WE | B (B2 VB o HRmEh | 3
VCEUIE A SH L R L7

b) /=~ 7 7 — <A & Hk: Prog Med. 2005; 25: 739-758
R D (Ol PR A A Al 5% 8 2 45 €)1 61810 57811 (93.4%)
RO LNz, EREEH OB GEIFR) &, B

D17H1(27.9%) . IR 15510 (24.6%) . % A A B4 13451
(21.3%). PE2RHIM1361(21.3%) . J#IR9% (14.8%) . A~
WET 5 el (13.1%) « FIERFR7H (11.5%) 55 TH - 720
17.1.2 BERE I/ MERIREHER
R e SR (CF3929 .35, 20~445%) x5 L L.
ARH) D 2438 R (65 1) B2 512 BVF 5 JT e B 07 1 1 v e
55 A0 E K OS2 B (13 1) & 5 1c B etz
A2 HWE LRS- B2 i L 727,
ZOREFR, HEPEL o BB (12.6%. 95%1E if
X : 8.57~17.53%) IZFFAHIPANTSH 0. REIFGC
B REEEPHR I N T2 HBRHEERE ISR
AN bR A 2 L AVRE NIz,
BVEH (AR A 25 % B e ) 1334950 1314451 (90.0%)
WD SN EREIEH OFBE (B 13,
BH I 153110 (43.8%) . ML 105410 (30.1%) . ASIE T8 H
196651 (27.5%) . &t B B4 70860 (20.1%) . H #%9m
6811 (19.5%) . PE2F I L6741 (19.2%) . N8 &5 9 3941
(11.2%) % TdH - 72,

18. EhIEIE

18.1 1ER#F
ARH) O PEIBINHI VR B OV F- 55 BB BN S & -
T, TORY T 5 VY VEEOMBELEZNH TS
AT XD R U E) 2 PO L. R N o ¥ 7
EOEREZRBTHEEZEZOND,

19. FRIRDICEET SIE{LFERFER

19.1 kAXEL/ >

—REE9EFF : FaA¥ L/ ¥ (Drospirenone)

1E% 4% : 3-Ox0-6f,75:1583,16-dimethano-17a-pregn-
4-ene-21,17-carbolactone

BF - CuHx0s3

SFE :366.49

MR ARAME Ao K TH S,
AKlE 7 b= MY VXEN N-FVAFVERVAET I
WCHEITFRT L, A7 ) —VIZRRBITR T, 8 ) —
IV (99.5) IZRRBFTIT L KITIFEAEH TR,

1LZEEER -

19.2 IFZNIXMITF =L X=4FY R

—fGHE T F VATV R—=FF 7 R
(Ethinylestradiol Betadex)

1t : 19-Nor-17a-pregna-1,3,5(10)-triene-20-yne-
3,17-diol—di-f-cyclodextrin

SFR - CooH202 + 2C12H70035

DFE : 2,566.37

MR AR AGOBETH 5.
ARFIFARITETIT v,
ATt TdH 5,

EZBER :

22. A
84%[285¢ (7' 7 & R ieage & ds) (PTP) x 3]

— 6 —



23. FEXWL

DA &R SR CR N 5) (201047 A 23 H K2,
CTD2.7.2.2.2.1)

2)FE IR BB (A 5-) (201047 1 23 H KGR,
CTD2.7.2.2.2.3)

3) AR BB (FGH - PR (20104E7 ) 23 H 2K
8, CTD2.7.2.2.2.4)

DANERL B () (2010427 1 23 H KGR,
CTD2.7.2.3.1.3)

5)Speck U, et al.: Contraception. 1976; 14: 151-163

6) LN RL: AR e R 2 g & L2 EINEE T/ T
AR Bk (20104E7 H23 H A& #2. CTD2.7.6.29)

TAEPER: AREEE RS 2R E L ENE
1T/ AR R S0P 5- 38k (201047 H 23 H 7R 72
CTD2.7.6.30)

24, XEEERKERUBEWVWEDESE
SCHkG R e
WA INVEGHRAEH - ATt ANV, VT3 A=V a Y
T530-0001 KB i AL X HgH = 1" H47F 95
NA VIR RSSO B WA D%
E750120-106-398

26. BERTTRES

26.1 BHERRFET
ARIENIE 31 /St i

KRB AL R =T H 4% 975



