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1. ElfeR

ROBMERDPH 5 DONBENFHHDT, BEZ 71T,
RENVPROONTHEICZREG 2L 24 EEY 2 LE 21T

ST &
1.1 EXGEIER

1.1.1 EEGAIEHM GEEAH), EROEM ($ERH)

KEFRGRICAEHAH 5bh, BEEOEIMICESZ EAH
%, HMEAZLFHHEHHEPEVEEY—EICAKBOHIM AR
OHENTBEICE, BEIJSCTIEREZER L., BigE2+
FIATHT L, BESRDSNT-HBEICIE. HHIOBEIIAR
BloFShik, #&mo@Et) s 0E % Lo (2.4, 8.4
H&]
MN1.2 7F745FY— (BEEARH)
TFT7 4%y — (WRREE, MEZE SRS, 75 FERSE)
WHELONBEZIENHADT. TOLDITIERDVH S DLNT5

s = -
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FITIEEES2RIE L., MU ZOELZITO 2 &,
11.2 ZDftDEIfER
5% 1 ~ 5% 19%K:3i
Bz basry [IZTH (20.6%). | DF W, BF NHR. BT R
RN TEIE 53]
- N OIE W m|pEE
TE (88.3%)
- FLE R, L \Ftow
AE =%
% B RN - h | SE TSN L
@y,u‘?)
; fEEER WH5NSE, FEE
FRERARR . LU
Bl ena L% 7 D EER
AST + ALT + y-
GTP-EV Lkt
L ER %o
HEEEE

5%L1_E 1 ~ 5%kl 1%
BT fERE. M. F|EH. ORK
HIbER UINI=E: 2NN
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ki3 Hif B ERiE >
Bk, EIERK BEETR
R K. HID
BRI, AHEE RHM JLATO
Z DAttt . FE. EY |-V ER. B,
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F) REHMORHRIC LD

14. BRLDFE

14.1 EFIZMFOER
PTP B DEANI PTP > — 6O LTIRAT 5 & 518
HI5HI L, PTP ¥— FORRBUIC KD . BEOLSAI S BB
AFIA L. BICIEEILE B L THEBIAREOEE L AHES
HHRITHENDH 5,

16. ZYIENAE

16.1 MoRE

16.1.1 BOiS
R ALY T ) 7 A b 0.5mg. lmg, 2mg ZHEAREE %5
L7z EOHENHENNT A=Y IZLTOEBD THY . MEFRBEL. &
5#% 0.9~ 1.3 B CREMEHIREIGEL 720 Crnax XU AUCo-»I3
BICIRIE L THEARL., $BEHIE 6.65~7.66 BREITH 722,

HASROEN L/ ST A —F

COESWERDPH5DNEZENDH S,

weE Crax Tmax Ti/2a Ti2p AUCo-
(ng/mL) (hr) (hr) (hr) (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 76.1t14.6 1.2+0.4 |0.580+0.209| 7.66%=1.22 [695.1+114.2

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

16.1.2 RigS
TR AZEICY T ) 7 A+ 0.5mg. 1mg. 2mg % 1 H 2 [6] 12 Bf4E
11 @ (6 HRE) REFZOHSD LizE s, mMEREEITRSEEIC
HOHLICER L WThORARICB VLT HIREEIE 6 [0 TIRITERRE
IELZ)A, VXA A Img % 1 H 2 BARERORSG L& &0
MENRE) ST X —FZ RO EB Y TH B,

REHEGR (Imgx2[El/H) OFEDHL/NTA—5

- Chnax Tmax Ti2p AUCY

REER (ng/mL) (hr) (hr) (ng - hr/mL)
1[EE 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

(Mean+S.D., n=6)
a) 1 EEO AUC IZERARR £ THME L2 E. 11 BEIZHRS 12 BgE Tofl.

F7o. TENBESS 1346cY T/ 7 A 1 H2mg % 2 BT 16
JARI A 24 BERRECEG L7z & & D Cmax KT AUCo--DHEEBEIX TN
ZN 42.3ng/mL. 393.9ng - hi/mL T& - 72%,
16.1.3 EWRHEF AR

L) AME Img [JG] &7« F7 A ME Img 2. 7B RAF—/)N—
TR EnZN 18 (P /)7 A MELT Img) BEBRALEICER
HEHEORS U MR REEREZRIE L. B 5 N BB/ N5 X
—% (AUC. Cmax) IZ2WT 90%EHXEIEIC CTHEHRT 21T - 7248
£, log (0.80) ~log (1.25) O#EENTH V. WAHIDEYENFEEME
BHER S N7,

(ng/mL)
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o YT/ X MELmg []G]
o714 F 7 X MELlmg
Mean=®S.D., n=24

TRAET XN\ HCEHEE

12
#¥E5& 0K (hr)

24



EYERIST A=

HENT A =% BEINT A -
AUCo-24 Chmax Trmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
LI TAMRE )05 63+44.13 34.7144.87 | 1.1£0.5 7.2+1.0
lmg ]G]
?“;gg" M |501.37443.63| 35.56+4.34 | 1.1+0.5 7.241.2

(Mean+S.D., n=24)

MEEFEEY NS AUC, Crax Z0/85 A — ¥ 13, #EHORIR, (AED
PREN[EIEL - RIS ORI L > TR SRS H 5.

16.2 TR

16.2.1 BREDXE
R ALY T ) 2 b 0.5mg. lmg. 2mg % BEREO#HSE U
L&V ERICEDMNOBIEITED SN2 H OO, TR R OTHRHEI
FHELT, RBOFEBID TV EEZI SNIDY,

MR TROFFEETOREYBRE ST X —5

e I A N S B s G P st
0.5mg HBET 17.5+£2.2 0.9+0.2 7.06+1.00 |154.9+34.2
ElZ CHoN 12.4+0.4 2.3+1.0 8.82+1.48 |166.5+39.5
Img HWET 34.7£3.1 1.3+0.6 6.65+1.49 [320.4+56.7
JEMERTR 28.0+3.2 2.1+0.9 8.56+1.91 |313.5+29.2
mg fER=N 76.1+x14.6 1.2+0.4 7.66+11.22 |1695.1£114.2
JEE AT 52.0£8.2 3.5+£0.5 7.47£0.36 |625.4+73.9

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

16.2.2 YR HFHE
R A B 20 flic YT ) 7 2 b 2mg ZHERBEEREORS 688 &
UEARNIR S S Uiz & & EMFENFRIAEIL 90.55%TH > 727 (SLEIA
T—%),

16.3 91

16.3.1 DHEE
A 6 flicy T/ 77 A 0.5mg KO 1mg % #ft f B [a4% %
B L EE0HRPTOFHEEE (VaB/F) &, #NZh 33.79L KO
30.04L TH - 722,

16.3.2 MRZEESHES
R AZEDMEEE B W in vito EBEICB 2V 7 A b
(100ng/mL) DEEMEERIZ 94.5%TdH > 728, EAEHALIZEICT IV
TIvEEZLNLY,

16.4 X4
v MFI 7Oy —L2HWE invitoiRBOMELD. VT ) 5 X MR
Bk, EICCYPIA4 ST B EEZ N0,
Fio. BERALE6FICYT S A 2mg % 1 H2E, & 11 (6
HRE) REROHEED Uiz & EOEEREIZHE T S Crax D 368 EDHEE
(100pmol/L) IcBWTH, YT/ 4 X Md CYPIA2, CYP2CO,
CYP2C19. CYP2D6. CYP2El. CYP3A4 FEMAIZ&EA SHE L 2D
57123, [10. BHE]

16.5 HEttt
fERERARE6 Bl T )7 A b 2mg BB EROZSS LzGa,
RAECRE I BEE SN RFOREY & U TEIKBILAER DTV
7 u vEHas kRt s hiz?,
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16.7.1 23020014V
TEREREAZME 106lIcy Y 2u~A 2> 200mg % 1 H 2 [E, 3 HiEHE
A5 L, BBH, YT/ 72 b Img &7 5 Au~vA > 200mg % 1
EHALZEEZ VT )T A RO Cnax KU AUCo=l3 YT/ 5 b lmg
BRESRICH L, #12N 1.20/%. 1.86 BIc LR LAY, [10.2 &
H]
) AROERRENFAERCARIE [1 H 2mg % 2 BICHTRORS] Ths.
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17.1 BHUERURLSEICET HHER

(FEMRRAE)

17.1.1 BN M5
Ao BREER. AR O BRER, thBFIRO2TE2ET 21E
WIERERE 255 fl 2R e Lz “EEREERE (VT 72 b 2mg/
H. 24BE#HE) 0B322V )X A0 [LRthEE (BE5ETE) ]
O (2] D EosERIE 78.1% (100/128 ) Th o7z 7z, VT
I A NO [AZRDNOBREEROBIENEE (BERTHE)] © &
| D hotE®iz 80.5% (103/128 fil) . e RoOMIENERE (3%
E#Tr) ] o [eE] D EosERIZ 78.1% (100/128 fil) . [ AFEE:
OBEREROMENEE (BERARKTE)] o [%E] D botERd
63.3% (81/128 %) TH -7z
BFFRREMEE L. D) 7 X MYSEET 100% (129/129 f5l) TH-
Joo VI P AMNEEBOELEIERIE, REHIM 94.6% (122/129

Bl 1E3TY 49.6% (64/129 fil). FE%E 24.8% (32/129 ff)) TH -7z
15)

o

17.1.2 BN MERBIRSHER
AR BRER. AR O BRER, tEFRO2T2EAT 5TE
WIEEERE 135 Bl iR & Lz RKBEHE (P2 7 A L 1~4mg/

H. 52 B EE) LBFAYT )X A0 [eftthEE] o [tE]
D EOSERIIERSEG 248, #5 52 TH % 72.5% (95/131 fi) .
90.6% (106/117 ffl) TH-o7ze Fioyw YT ) F A MD [HBERLS D
BREROMIENEE] o [8E] M EoBERIIRS 2438, %5 52
HETH 4 77.9% (102/131 1), 84.6% (99/117 ). [thEAT R OHE
FBWEE] © [HWE] DEOWEBERIKE 248, RES2HETE~
78.6% (103/131 ). 94.9% (111/117 f5l). [ AiEEED B HEER O
EEE (FRARETR)] o [86E] Dl EotERIL 65.9% (89/135
) TH-o7z.

BIfEFFIRSEE L. 88.9% (120/135f1) THh-o7z. FBIERHIZ. N
Edim 71.9% (97/135 fil). SE%& 18.5% (25/135 ). {E Fis
10.4% (14/135 ) T - 721017,

*) REOAZSNIZAEROCHARIE [1 H2mg % 2 BICHFHEO®E] TH 275,

ARHERSIERICIS U CHESERATEE (1~4mg) & L7z,
(FERRBAEEICH S ERBDEE)

* 17.1.3 EAS MR

TEEHESRE 67 flzRe Lz RtlB-EamtEaREg (VT
J AN 2mg/H. 16 BE#ES) Tl [FEEROBZEARES 10cm (H
ERER) DU EEFEHERAE dcm D EOEE] KU [NEF/OE
S8 8.0g/dL RMOBE] 2RIL. [NEFTE U 8.0g/dL Lk
11.0g/dL RO BE | &P/ 7 A MEGRNCEMMIC T 158 % Ehif
Ly AEZTE VB 11.0g/dL BB 368 LMoz 2 88 Lz, ¥
I)TFANOEFAIATEE (FHEFEERZ) 1£-3.81.9 (34
Bl) THO. TS RBED-1.4£1.8 (336) 120t 5 @ik A HREE S
N7z (p <0.001, BEFOERRA AT E2HEEE LI585 .
RIERFBUSEE L, 100% (34/34 1) Th -7z FBIERIZ. TEH
1197.1% (33/34 ) IET D 5.9% (2/34 ) T - 7219, [2.4, 17.1.4
ZH]

% 17.1.4 BASE IBRIHZSHER

FEMAERSE 130 iz e L-EHBRSHE (V1) 52 b 2mg/
H. 52EE#E) cBW\wTd, ENENHRE S E CHRNAEEEZEL
Too VI)TANDEBAATENEIR RS 24 BFIC-3.4+£1.8(122
). &5 52 EKEIC-3.8£1.5 (118%l) TH-7z.

BIVERISEBREE L. 97.7% (127/13061) Th-o7-. EHENEHIZ. R
IEHIM 96.9% (126/13061). 1FTH 7.7% (10/130 ). BEHER
4.6% (6/13061) TH-7-19, [2.4. 17.1.3 BH]

18. ZHEEIE

* 18.1 {EF&F

*

PIJFANIT O AT O Y ZEBICNT 5B 7 T=A MEA
AR U SNBBEREHI ] & O 5 N R O S FEHIHIC & 0 75 PUBRE 1R
TEHEIEROTFERHEICHEIERORBZ L2 RT EEZH5NBZY,

18.2 A7 04 RRILVEVSZBEAFICHT Z/ER

18.2.1 A7 IR MiEE
t M AT0A NRIVE Y ZEFRERTFEZEA LMlaE AW in vitro
HET. TUS AT URERICHT HBIRN 27 T= X MEEETRL
7z2D-24)

18.2.2 04RO V{EA
T MRS FEAWE invivoiRERICBWT, FEICHLTTasr 2
FTUUERZRLE®D2, —5, 7y Rasr VERA®, ZLraa)lFa
A RERY RO I ATV IIF aA RIEFRPRIIRE Zh 57,

18.3 BRSREEEEINHIVER

18.3.1 fEERREALY
B AZEICY T )72 1 H2mg % 2 B2/ 21 HEFEO®RS L
L E BREOAREBICASNAMERIA NI VI — LR T Or A
TUVBEEO LFOME. miE+S LH & FSH BEO—&ED LR DHE
EHRH 5N,

18.3.2 FEANREEE
FEABEEEICYT /AN H 1~4mg % 2 EICH T 16~24 B/
BOKRESD Lz & MBERFIRA NI VX - VEBEIIAEOERICHENE
BERLUIZ, £oy YT/ 7 A 1 H 1~4mg® ¢, MiEH 7075 2570
VIBE LM IO REEBEND T TH . BMIHIATRB S 73,

18.3.3 FEIREEEE
FEBRGESRZEICYL /S AN 1 H Ilmg, 2mg X3 7 IR % 2 BEIC5
16 ERRORSE Lzl &, MEFLRA NI VA VBEIZAEROH
BICEWEEZR Lz, /20 Y2 /A1 H2mg CMERFTIA NS
VA—VBEETIERICHUEETHD MEPTR T I —VEE
MEIER AR 572183,

18.4 FERBRE~DIEA

18.4.1 FEARRIHIDIBTEINEIVER
b M FENBEREMRE W7z n vitro
n=3,

18.4.2 FERRDBIEZRL
TENBESRE Z0RE L EREERERC, Y2/ 721 H2mg %
2EICHT 16GBRRO®RE Lz &, Y XA o Tar 25a Uk
I &2 FENBEOBBERILSTED 517z,

18.5 KERMFENIREEICH I B3R
Ty RO RO & W BT ENEEORE T, BET N
FOERRESE NG D W ISEB OGS & 5 ., T 5 NEEEIC T 2 I16%
RPRBS NIz,

) AROERSNAEROHRIE (1 H 2mg % 2 BICHTROKSE] Td s,

19. BRRSICET XN
—%4 : Y7 2k (Dienogest)

FER T MIAETE D IHI AR 5



{24 : 17-Hydroxy-3-oxo-19-nor-17 a -pregna-4,9-diene-21- 20) HIFHAEE—F v NEAWS LI NFaA RMEAOKE — (F1F

nitrile A NEE 12007 £ 10 A 19 H&R. HHERHE 2.6.2.3)
352 1 CooH2sNO2 30) FEHAEB—F v FERAWVWEZIRTILILFIA FEROBE — (5«
STE311.42 FA4 A NE 2007 4E 10 A 19 HA&R., HEERITE 2.6.2.3)
% R HBE~-HMEACOMKTH S, 31) EEREEFEAER —BERALEICBI ARV EVEERE—- (T4 77

AE )= VIZRRBTICLL, TN NUALRIETY ) —L Z hE 2007 F 10 A 19 HAR, HEERMIE 2.7.6.5)

(99.5) 1ZIBTIZL L, KIZIFEAEBITF 20, 32) BRI - FENBEREICBI ARV EVHERE—- (5T«
s A NEE 12007 £ 10 H 19 HA&ARR. HEERHIEE 2.7.2)

33) KZEERE fth: FEIEIBE 2017 5 45 (6) 1 907-920

34) HEFHE - M FENENEREOEEICRITTEE- (T 7R
ME : 2007 £ 10 A 19 HAFR., HEFERHE 2.6.2.2)

35) Irahara, M. et al. : Reprod. Med. Biol. 2007 ; 6 (4) : 223-228

36) FEHEEB-Z v N FEARBRBETTVICBI 28— (517
A ME $ 2007 4 10 A 19 HA&ARE. HREERTE 2.6.2.2)

37) FEEEB -V I TFEARBRBET T VBT 28— (517
A ME 2007 £ 10 A 19 HAERR. H#EEREE 2.6.2.2)

(e}

20. BRL EDER 24, MEEERERUBEVWEDESE
PTP =26 0EBYH LEIE. EXLTRET S &, AAY 2w rlHted BESTHRE

0. T 100-6739 HEHATREAXAOA—THIE 1S
T B TEL 0120-893-170 FAX 0120-893-172

100 2 [108E (PTP) x10]
T b
1) Ebert, A.D. et al. : J. Pediatr. Adolesc. Gynecol. 2017 ; 30 ’ s -

*(E)I %;%05%56;Eh5"f%ﬁ (F4F7 A ME: 2007 F 10 A 19 H @ Ezsyl*u‘ybﬁﬂﬁ*i

5 1w — Y5 —- (T4 7 §E : = . _ =

R, IR 2.7.6.3) REFTREEAOA—TBIS1S

B IAERE - REZGHE— (T« 77 A ME: 2007 F 10 A 19 H

AR, HREERE 2.7.6.3)

% 1R - RERSEMREE— (5«5 2 ME: 2007 £ 10 A

19 HAGR, HFEERME 2.7.6.3)

AR BN R - FENEERE 20 R & U7 BRI B AT

— (F«4 F7 A ME 2007 £ 10 A 19 HA&RR. HBERMHTE

2.7.2.2)

6) HNEFR AR RIS

7) VBYVER PREE B RERA SR — R BRI BT B W ERIF R OMET

— (F4 77 A ME 2007 £ 10 A 19 HA&RR. HEERMTE
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