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L 7 ¥ (DRSP) 13 $% 5-1. S [ £ (2 0 v I 375 v i g
(Cmax) 12 L. TOB MW IRER LIz, MLiFH
IFZNVITRAbMTVF—)V(EE) T 5150 %
IZCmax(ZE L7, HRITilk L, &5-6~481F
BIIZERBRUT & 25720,



Cmax tmax AUCY ti HHH R W% 237
(ng/mL) (h) (ng*h/mL) (h) BRI | L | &L 0
374 15 501 27.0 N
DRSP 122 | (05-4) +88.1 560 PRI w0l (b 2 3L OB 1
+0.0191 (1-4) +0.142 rhASEE | AT (B B VIZBIAE) o H R 2
SR £ BEHEARSE . tmax D &L E () . n=18 B A 2H A L2
a) DRSPIZAUC(0-0), EEIZAUC(0-tiast) 2 773 o EE A (D DB O H R 3
16.1.2 RiE#®’S SRS A 3H DU L7z

RERELCME T AH 2 521 H B UG- L 72 & & 3 E)
BRI A=, LTDOEEY THolzo MLIFHDRSP
REEIIRG8HBRIEFRBICEEL, &KG21HHO#
BRII3.0TH o 720 MIEFHEEREOH 521 H H O#EA

Fd2.5ThH 7%,

Cmax tmax AUC21m) ti2
(ng/mL) (h) (ng-h/mL) (h)
DRSP 40.5 15 277 B
10 H *11.0 (1-2) *56.1
DRSP 80.8 15 825 29.5
21HH +17.7 (1-2) +189 +528
EE 0.0362 15 0.119 B
1HH +(.0162 (1-2) +(0.0783
EE 0.0576 1.25 0.275 B
21HH +(.0286 (1-2) +(.168

SEAH = BEHE(R . tmax o) A YLl (REPH) . n=24

16.4 X
Pt HE P e B VI CC-DRSP &2 S ¥ G-t o & b i
2. I 7 b UBROBBRICE Y A U 72DRSPO R K O
4,5-Y ¢ Fu-DRSP-3-HifE A%, FEELAIGEMAHY &
LT s n2? JHE A7 — %), DRSPIZ. in vitroT
WA HBERECYPIALIZ K ) T S 7z EEIX
FIZCYP3A4ATRAB SN, WEBEEEGELT IV 0 v
G225,

16.5 HEitit
e HE P e B PR UC-DRSP & e % 5o 4% IUhis Pk i
P H510H DONICI3 T2l BRI s i, R X
DEMFRIIRRL KPR SN2 BIRPICHER S L7z
REARZEDNTH > 72V PR T —5) o L
SH-EE 2 08 5-%. a3 5- 10 H LI I3 1E
SEAZHE RIS S I, JRIE P PEEIL R4 - 6TH -
7Y INEAT—5),

17. EREREGAR

17.1 BIHRCLLMH(CEET 5558

17.1.1 EAEE I/ MR ER
H R e B (393087, 20~487%) &5 & L.
75 AR ERILER AR 2 U220 IR i
IEDORE R OB EOM A HE 2R L L7z H R
JEA I TV %7z, FORE, RAGHMRE (R K451
Pe5-1%) O H-Ri A D OEAL L 7T R 58 (5851,
PG 0 4.0£0.96. 21L& -1.0£1.53) LR LA
#IPe 58 (6160, ¥eHni:4.0+£0.91, & bR :-1.9+
1.63) ICBVWTHRBEIIKREVWZ LAVRE N,

wH | R W% 2a7
HgW | =L %L 0
WHED | gy [fgCrg - RO CETOXRES | 1
FHE )
R [ BC ko TR L ozt 2
HOEE - KF)~OLRE KT
B | 1HDEERAAR, ALF(EEE - K59 3
NTELWV

b) / =7 7 —< B &4 Prog Med. 2005; 25: 739-758
Bl VE A (i R M A8 Ml 3% % & &) 126140 571(93.4%)
WCRD BNz, ERREHORBMKCGERE) F,. &
L1761(27.9%) . BEIFE1551(24.6%) . % [ A S5 1341
(21.3%) PEEIMLL350(21.3%) . JI#&R961 (14.8%) . A
T E HImSHE (13.1%) . FHBER7H] (11.5%) 55T - 72,

17.1.2 ERNE I/ IEREAZ 5 HE
e R B BB (CF-3929 3%, 20~445%) Z x4 & L.
A 0 2458 1 (65 1) ¥ 512 38 1F 2 7 v 300 o v ek
52 ARk K OS2 (A3 B 52 B 2 ket %
i 2 HWE LB GH BRZ2 L 727,
ZORERE, AP ORI (12.6%. 95%13 #H
X[ @ 8.57~17.53%) ZFFAMPANTD v . B H-1C
BB REVNDSHRIN. T2 AREEERE IS
L AMVE B GRS A C L AR E N7z,
B (BRI S8 % & 1) 1334961131441 (90.0%)
WD LN ELRBIEN OB GEHE) &,
BEIE 15361 (43.8%) . HEL10581(30.1%) . AIEF 5+ H
M9649 (27 .5%) . HeFMAFFH7041(20.1%). H
68651 (19.5%) . Mg me741(19.2%) . F JE &R 3941
(11.2%) % TH - 72

18. FEhZEIE
18.1 {EA#F
ARF) O PEIPEHIE B OV T BB IS & -
T 7R TS5 VI VHSEORBFEEZNHT S S
LA XY T N B & PO L ] RR IR ERE O Y9 7
EORREBERT D EEZOND,

19. BRI ICEET 2R

19.1 KkOxXEL/ >

—%E9%% © Fu A ¥ L 2 ¥ (Drospirenone)

1b% 4% : 3-0Ox0-6f,7p:155,16-dimethano-17a-pregn-
4-ene-21,17-carbolactone

DF3 - CauH0s

SFE - 366.49

MR AT AROR KR TH %,
AE7E P PV LBENN-VAFVEVALAT I
WCHITFR T A7 7 —IZRRBETRTL., =¥ ) —
V(99 5)IZRREITITL L. KT EA LB T RV,

1EZEBER :

19.2 IFZIVIXIIVF—IL N—ETFI X

—EER : TF VT AT VF =N R=FF7 R
(Ethinylestradiol Betadex)

{E%#4 : 19-Nor-17a-pregna-1,3,5(10)-triene-20-yne-
3,17-diol—di-fB-cyclodextrin

BFR - CaoH202 + 2C12H70035

SFE - 2,566.37

— 6 —



B AR EORKRTH 5,
A AKITHFFIZ Vo
A IR TH %o
EEBERX :

22. ‘@
845¢[285¢ (7T  Rease & L) (PTP) x 3]
1685¢[28%¢ (775 & Rieage & ts) (PTP) x 6]
8405 [28%¢ (7T L R gedse &) (PTP) x 30]

23. EEXWK

DANER: SR Eh R (HIm 3z 5-) (201047 H 23 H K2
CTD2.7.2.2.2.1)

2)FLNERL S By R (SR S-) (2010487 H 23 H KRR,
CTD2.7.2.2.2.3)

) FLERE: S EhRE (fLE - B (2010457 H 23 H &
#. CTD2.7.2.2.2.4)

) FENERL S By R (FUH) (201047 ] 23 H ARG
CTD2.7.2.3.1.3)

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

6) tEINEUEL H R ME B 2 g & LA-ENE T/
AR b ERER (20104E7 H23 H A&KGE. CTD2.7.6.29)

TALWNER: HRREHERE 2R & L-ENE
11/ T AH R )P 5- 580k (201047 H 23 H 2K 2.
CTD2.7.6.30)

24. XEKFEKERUBEWEDESE
SCHKRE RS
NA ZVERBRAEHE AT ANV VT A= a v
T530-0001 KPR L X A = T H 43595
NA TOVEFRHAERE GO B WG HbEk
#E50120-106-398

26. BUEHRTTEEE

26.1 BL&ERFETT
ARSI 377 /5w i

KB e X AEH = H 43595





