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8.1 AHIDIZSICHEL T, FOURE (BHESE) LofEplic
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ROBUERANH 5 bNBZENHBHDT, BEZ 7TV,
REDPRD SNIFE IR ERG 2 HIET 5 % S5 LB 1T
ST &,

11.1 EXZEIER

11.1.1 EELGAERN GREAN), EEOHEM (HEAH)
AR GRICAERIAYH 5bh, HEOBIMICESZ ENFH
%, HIMENPZ L FRHBEPRVEAL—EICRKEOHIMAEE
OoNTHEITE, BEIE U TIMBHEER L. BiExr+
FIATS T & BRENMRDSNLHEITE, HHIOREG IR
oGk, WNEOBYIZNEZITO &, [24, 84 %
]

MA27FT453Fy— (BHEARH)

TFHT7 4% — (WHREEE. MEFE B/RE. 5 FER
&) BHODONBEIENHBEZDT, ZOXIWERPH SN
rEEEIc 3 HREeRIE L, BYALEZTS &,

11.2 Z0fthDEIER

REFREALZMEICY T 72 10.5mg. 1mg. 2mg# R EREa
BEE) Lz Z0OEMHE/S XA —FIUTOEBVTHD, I
SEREEE. 5509~ 1. 3RM CREMEHIBEICEL 2,
Cinax X PAUCo- lZFHEICIKTE L THEA L, FEHHIE6.65~7.66
BT d - 722,

B SROENBLIST X -5

C t t t AUCo-0
ks (ng;nr:L) (::)( (1{;‘; (ﬁf (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 | 76.1x14.6 | 1.2+0.4 | 0.580%£0.209 | 7.66+1.22 | 695.1+114.2

(Mean=S.D.,n=6)

16.1.2 RiE®RS

R ARZEICY T 7 A 10.5mg. 1mg, 2mg# 1 H2[a]1 2k
HIC11E (6HM) REKOHRESE Lzl s, mEEREEIL#
ERBICEWRAICER L. WThoRARICBL T S mE6M
TIEITEHRBICEL3Y, Y2/ 4 A Mmg# 1 H2ERERD
BE LI EEDOHEMBEINST A —FIZLTOEBD TH B3,
REFSH (1mgx2[El/H) OEMEHENS X —%

Crnax tmax ti28 AUC?
BSER (ng/mL) (hr) (hr) (ng * hr/mL)
1EH 28.0£3.2 2.1£0.9 8.56+1.91 313.5+29.2
11[EEH 42.9+2.7 2.7£0.5 12.44+3.17 341.2+31.5
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& ZNhZn42.3ng/mL. 393.9ng - hr/mLT# > 725,
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0.5mg MET 17.5+2.2 | 0.9£0.2 | 7.06+1.00 154.9+34.2
JEfERT | 124+£04 | 23+£1.0|8.82+1.48 166.5+39.5
Img HET 347+£3.1 | 1.3%£0.6 | 6.65+1.49 320.4+56.7
JEMAT | 28.0£3.2 | 2.1+0.9 | 8.56+1.91 313.5%£29.2
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FL7z19, [10.2 2]

F) AFORBEN-AERCHRER [1H2mgz 22 EO#7E] ©

HBo

17. BEFRRLIE

17.1 B3R URLECET B5ER
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(99/11761) . TR ROMFESEZEE] o [hE] Ml bhodER
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/11760 TRREROBREROBFBNEE (FRARK TR ©
o] Dl EotE®RI1365.9% (89/13561) TdH -7z,
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(2.4, 17.1.4 B8]
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7o
BITERFBIBAE X, 97.7% (127/13061) TH -7z, EXEIEM
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18.2 2704 RiKIVEVEBHICHT Z/ER

18.2.1 BBAF7 IR MEM
ErRTOA RARLVEVZEBERZTFEZEALLMBEEAWn
vitro BT, Tur AT a VAT HBIRNE T T=Z b
2R L7219-22),

18.2.2 ’O4'AFOVER
Sy RO FEHWn vivo REBICBWT, FEIINLTTS
a7 250 MR ER L2232, —Ff, 7 ¥ Rasy R0, &7
LI NF a4 FEA2D BRI XTIV INF a4 FIEAS IR
SR oT,

18.3 DRERKEEEHNHIER

18.3.1 iR AL
ALY T 7 A F1H2mg% 22431 21 HEEO# S
L&, BEOARRBICASNBIMERLZ M5 V4 — LR
Far 27 BEO LFOME. MEFLHEUFSHEE O—#
MO EROBRIRD 517229,

18.3.2 FENEESSE
TENBEREICYT ) S A M H]L~4mg22EIC3 1T 16~2438
RREORESE Lz &, MEFTRA NS V- IVBERIHEDHE
BICHEWEEZRLEZ, £/, Y27 A MIHI~4mg® T, Il
HRTus 270 VBE LS TINEHOEEEDTITH . HEN
M HTRIB S 72300,

18.3.3 FEIRFESSE
TEBRHEREICYT ) S AN HIng. 2mgi3 75 ¥R %2[E
2T 16 ERROKRED Lz &, MERFT A NS V4 —ILEE
EHEOHEEICHEWVEEZRLZ, £/ YT/ XA M H2mgT
MERIZA NS VA —)VEBEIZTSERICHUEETH Y., IMmiEH
IA NI VA VBEMHERARD 6 7z1730),

18.4 FEAIRE~ND{EH

18.4.1 FENEHHRDIETEIMEIVER
b+ FEANEREME 2 VW zin vitro REEC. MR O IME A
R 5 NI=32),

18.4.2 FENEDAIEEIEL
TENBRERE 2R E L EREERBE T, Y2/ 7 A MH
2mgx 2N T 16EBRORE L&, Y ) XA o Tus
250 AMERIC &K B T ERROBIRERLD 20 5N 7233,

18.5 KENFEAREICKHT DR

T 139 R385 2V ERNTENBEDRKER T, BiE
TENEA OEREREND 5 W IZEEBOEINIFH AA SN, TENE
FEICRTT BB RIRE S Nz,

F) RFORRSNZAERCHARIE [1H2mgZ 2023 RO#K%S] ©
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19. BRES CRT BIB(EFHFR

—f&i%&F : ¥ 4 A b (Dienogest)

{t % 4 : 17-Hydroxy-3-0xo-19-nor-17 a -pregna-4,9-diene-
21-nitrile

5 F 3 Ca0H2sNO2

7 F ®E:311.42

T R e~ MEOEOEREEOHRTH 2. 2F ) -
PRBFIL, TF =)L (99.5) 1B I,
KITIHIFEA EBT 20,

feza=t

0
Al M 1210~218C

20. ERVL EDER
7L O —EEREERIE . BRERD CEERET AT L. BB,
AR K DR T 24 U5,

22. @R
PTP : 1008 (10$£x10). 1408¢ (14Ex 10)

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

2) HHBEEERFANER : D242~ (MJR-35) O I HiER
—HEEESRE— (5« F 7 X MElmg : 2007410H 19H%&
8. CTD 2.7.6.3)

3) FHHEEREFANER : D 542~ (MJR-35) O I #HiER
- REHRERE - (T4 F7 A MElmg : 2007F10H19H %
8. CTD 2.7.6.3)

4) FHFHBERFEENER P2 7 X (MJR-35) O 1 HER
—REHGEMRBE - (5«77 A MElmg : 2007410H19H
iR+ CTD 2.7.6.3)

5) FHBERFEHNER D2 S X (MJR-35) DEKRENE)
RBRBR-TENBEREZ0RE Uk S5 8 REAFET —

(74 F7 A MElmg : 20074 10H19HA&FE. CTD 2.7.2.2)

6) FrHBEEIRFEAPI R ¢ MJR-35190D A1) f TR SR

7) FHESIEERFANER - P 7R b O R RSEY B AR —
RSB BT B EMENRAROM — (T« 7 A ME
Img : 20074 10H19H%#. CTD 2.7.6.1)

8) FHBERIFGEHNER 1 Y 7 X b O ERERKER — & b
AAREE (1) — (F« 77 A MElmg © 2007 10H 19H &
8. CTD 2.6.4.4)

9) FHBEIGEHNER : YT 7 X b0 BREEE — v b Mg
TeABfE®E (2) — (57477 X MElmg : 20074FE10H 19H %
. CTD 2.7.2.2)

10) FEHBIERFEAENER : P2 7 R b Oy B R — R
53 5CYPavHEOME (1) — (F 4 F7 A MElmg : 2007
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