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8.4 AR GRICAEFEHILA S 5bh, BEEOEMICES
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EiE L. BEOREZTDICBET LI L, BESROLN
S E ISR OB G IARF OB G Ik, ElFEO®EE] 2
WEZTFHT &,
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11. BIfER

ROBUERANH 5 bNBZENHBZDT, BEEZ+FITITL,
BEPRO NGBR3 EE2ZPIET 5 7% E@E 2 LE 21T
ST,

11.1 EXZEIER

M1 EEGAREFSHM GHEAH). EEOEM (BHEAR
B)
RARGRICAEFERO S 5bh, EEOEMICESZ &
V&b, HIMENPZFHRABPRVBEP—EICKEOARIE
FEHIMARD 5 NIBEITIE. BEIZE C TIMERRE © £
L. B2 +3ciTo 2 & BEPRD sNIHEICIE. 8l
OHREGXIKF OBREHIE, BIFEOHDZLEZITS Z &
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MA27FT45FY— (BHEAH)
THT7 4 7%y — (WIREE. MEZE. SHE. €5 E~R
E) WHODONBIENHZDT, ZOXIWERPHEDI
ERIiEREG eIk L., BYZAEERTS &

11.2 ZOfthDEIER

F) AEFEHMOFRICED., COXIBERPHEDNS
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14. BALDER

14.1 FRIRMFOER

14.1.1 PTPAEOEAIZPTPY — bR SHOH L TIRAT % &
SHEETLIE, PTPY— FORBRBRICK D BOLHAKIRE
RRRARIA L, HICIREEA 2B C L CHERRRZEOEE 2 &0f
TEEHFET DI ENH 5,

14.1.2 FENSEIRE CHEEMET T 5720, IRAERNICPTPY —
FRSEID T KSHEET S &,

1413 AFNIFOLICOETHERZRESE 2 EHET 570,
Kz UCIRFARIRETH B0 F7o. KTRATZ2ZIEHTE 2,

14.1.4 KAHNZE- LT ORETIE, Ko LTRASEZVWI &,

16. F4EhRE

16.1 MOGEE

16.1.1 BOlgS
R ALZMEICY T 72 10.5mg. 1mg. 2mg# R EFEa
BEE Lz E0HEMPENASXA—FILUTOEBYTHY, I
BHAREIL, B#5%09~13KE CHREmMBPREICEL .
Cmax X UAUC)-wlZHABEICIKE L THE AL, FEH1Z6.65~7.66
ERTdH - 722,

HEHR SR OFENEREIST X —5

Cmax tmax t1/2a t12p AUCop-
BIR | eml) | (hr) o) | (ng-hr/mL)
0.5mg | 17.5+2.2 | 0.9£0.2 | 0.749£0.201 | 7.06%£1.00 154.9+£34.2
Img 34.7+3.1 | 1.3£0.6 | 0.772+0.364 | 6.65+1.49 320.4+56.7

2mg | 76.1+14.6 | 1.2+£0.4 | 0.580+0.209 | 7.66+1.22 | 695.1+114.2

(Mean=*S.D.,n=6)
16.1.2 RS
R ARZEICY T 7 A 10.5mg. 1mg. 2mg# 1 H2[a]1 2k
|IC11E (6HM) MEROKEGE Li-& 5, MmEEPEREITHR
SREICHEVIRZICER L. WThoARICB W T H 5 EEK6ME
TIEITEFHRBICEL3Y, YT/ 4 A Mmg# 1 H2ERERD
Be5 LI & EOEMFEINT A—F I RO EBD TH B,
REHEGE (lmgx2[l/H) ORY#HEIST X -5

cmax tmax tl/ZB AUCa)
BSER (ng/mL) (hr) (hr) (ng + hr/mL)
IE|E 28.0+3.2 2.1+£0.9 8.56+1.91 313.5+29.2
11[EH 42.9+2.7 2.7£0.5 12.44+£3.17 341.2£31.5
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16EB X324 BBREOHR G U7z & & DO CnaxX U AUCo-« DHEEHE
ZZh2hn42.3ng/mL. 393.9ng - hr/mLT& 725,
16.1.3 £YFHEF1E

REFRALZEICT + F7 X FOD#Elmg (K7 U TIRAXIZK TR
) ROT 1 F7 2 M iElmg (Fi@sE) =ZERICHEERORE
L7356 O MR IRE O R OENFE/ VT X — 5 T RELD
EBOTHY., EMENIIAETH S ENHER SN0,



(1) KigUThRA
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T A= BEINT A=Y
AUCo.48 Crnax tmax t12
(ng * hr/mL) (ng/mL) (hr) (hr)
74 77 A FOD#iE
+ + + +
Img (k% LCHRA) 282.80+66.37 | 25.81+£4.87 | 1.25+£0.94 | 7.98+1.85
T4 TR ME

275.16£65.27 | 28.95£7.69 | 1.25£0.89 | 7.92+1.92

Img OKTHRA)

(Mean=*S.D.,n=12)
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T4 T A NE
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T N i O e S Bt
0.5mg MEET 17.5+2.2 | 0.9+0.2 | 7.06+1.00 154.9+34.2
EIS N AN 12.4+04 | 2.3+1.0 | 8.82+1.48 166.5+39.5

Img AT 347+3.1 | 1.3£0.6 | 6.65+t1.49 320.4+56.7
EIS NN 280+3.2 [ 2.1+09 | 856+1.91 313.5%+29.2

mg [EHEEN 76.1+£14.6 | 1.2+0.4 | 7.66+1.22 695.1+114.2
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BE (100umol/L) iKBWTH, YT/ 7R MICYPLA2,
CYP2C9. CYP2C19. CYP2D6. CYP2El. CYP3A4iEt:z13&
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A~ [AREEUILO BEEROBHESRERE] o [tEE] Do
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BIfEFI S 1. 100% (34/3461) TH-o7z. EHBUERAIE.
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S o7z,
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HRTus AT 0 VEE 2 T EE[EIMTITH D HEN
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IA NI VF—VBEMHEERARD 65 7z1730,

18.4 FEARE~NDIEH

18.4.1 FENRMHRDETEMEIER
b N FENEREMEE W vitro R MBIERE O IE A
R 5Nz,

18.4.2 FENRDOABEEEL
TENBRERE 2R E L BREHERBRT, Y2 /7 AMH
2mgZ2[CA T 6 EBROKS L&, Y2 ) XA oS ay
250 AERIC &K B FENBOBBREBL R0 5233,

18.5 EBRHNFEARIECK T B3R
T 83 RO 53 2O EROTENBEORBR T, B
FEHNER OFEREREN D 5V IZEROBINFA» 5N, FEHNE
TR T B IBFENR A RIR S Nz,
) AAORBS UAEROARE [1H2mg# 2EIc 3 #O%S] ©
H%.

19. BRI (CET BEEZHFR

—MRyEHE P 7 A+ (Dienogest)

{t % 4 : 17-Hydroxy-3-oxo-19-nor-17 a -pregna-4,9-diene-
21-nitrile

55 F R CaoHasNO2

5 F &:311.42

% R ae~MEOCOBREOHRTH 2. 25—l
PREBFITL, T =)L (99.5) KBTI L,
KITIKIZ EA EET 200

feemgis

0
Al M :210~218C

20. BRWVL EDFER
7L I ¥n A%, BREBT CGELRET S22 &, BB,
AENIEBEICIVEERTZ4ELC S,

22. @R
PTP : 100§% (108%x10). 1408 (148£x10)

23. EEHL

1) Ebert, A. D. et al. :J. Pediatr. Adolesc. Gynecol. 2017 ;
30 (5) :560-567

2) FHHBERFENER P25 A N (MJR-35) O T HilEk
—HEES5HE— (5157 X MElmg : 20074 10H 19H&
8. CTD 2.7.6.3)

3) HHBERFENER D5 A (MJR-35) O T HilEk
- RE#ESHKE— (F+1 7 X MElmg : 20074 10H19H %
#. CTD 2.7.6.3)

4) HHBERFEENER D2 S 2 (MJR-35) O 1 HRER
— KEEHEEMRE— (5« 74 X MElmg : 2007410H19H
#%:8. CTD 2.7.6.3)
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R - TENBEERE Z R E L BEFAEY B RBENT —

(7« F7 A MElmg : 2007410H19H%F. CTD 2.7.2.2)

6) FFHBEEIRFEAENEOR © MJR-3519 0 442 1 [Fl S 3B

7) FHSERFEHNER - D 7R b OISR REEY B8R —
ERRA BB T B EMFFRAROME — (T F 7 & ME
Img : 20074 10H19H%FE. CTD 2.7.6.1)

8) FFHBEEIRFHNER - O 7 A b OEYFREREE — ¢ b I
TABERES (1) — (F«F7 A MElmg : 2007F10H 19H %
#&. CTD 2.6.4.4)

FEHSEERGEENER D) 7R S oY EREEER — & b ImAE

TABERES (2) — (T« F7 A MElmg © 2007F10H 19H %
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