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3.2 WHIDOMK
pilpiZ HED T4 IV Ld—T 1 > T8
ig& z PTJ)FAR1 b=T
* E il
L4817
e

B (mm) 6.6
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8.2 JIETF 2 O — hERIZ. HEIIEVSODOHAREICENT
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*9.1.1 FEHECHSEE

HMEREEL, FNICKREHMZEZTBENND 5,
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10. #AE%EHA

AFNIEICCYP3AATIR# SN2, [16. 4ZHH]
10.2 HHAERE (BRAICEETHZ L)

14. BRALOEE

14.1 EFIRAFEOEER
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16. EYEHE

16.1 MARE

16.1.1 BE%S
R AZMIC Y T /7 A 0. 5mg. 1mg. 2mg 7% #i & B ERE 3% 5.0
L EDREYBENTA—FIILUTOEBOTHD, mAEHIEEIR.
#5120, 9~1. MM Them M HIREEICEL 7z, Cmax KX FAUC-ol3
BIIRFEL THIR L., LB, 65~7. 668 TH o /2.2

H[a 5 GRFO Y BIE/)S T A —%

e Cmax tmax ti/2a ti/2p AUCp-o0
(ng/mL) (hr) (hr) (hr) (ng + hr/mL)
0. 5mg 17.5%£2.2 | 0.9£0.2 | 0.749+0.201 | 7.06=x1. 00 154.9+34. 2
1lmg 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 REH"RSE
fRBERR ALY T/ 4 A M. 5mg. 1mg. 2mg7% 1 H2[A 12K I 11
H (6HR) REMOFEGD LEET A, MEFHEETRSREEICREN
BAIZEFL, WTFNOHBEICBW THIREEK6E TIFFEHIREIC
Lz, YT/ 5 Z Mmg#lH20KER DG U7z & & OEYBREN
TA=FBILUFOEBDTH 5,99
RAGHERE (ImgX2[E/H) DHEMTHHE/NT A —%

N Cmax tmax ti/2p AUC?
BEEEC | (g/mD) (hr) (hr) (ng - hr/mL)

1M H 28.0+3.2 2.1+0.9 8.56+1.91 313.5%+29.2

11[=H 42.9+2.7 2.7+0.5 12.44+3.17 341.2+31.5

B PP ERPRAEIR - P AL | W - ERET

CYP3A4RHEH AFOMAFEEN E| IS QKA
TYZOYA > ATDBENND D, | Kl O YR B R
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S hmagey, |0y ARIOCmaR | EE A 5B,
VAT |AucEz hE N
P $ 505 0204 R U864
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CYP3A4FEEH AF O M REAE | 25 O AN A
U757 EL TTBHZEITEDER|FOEYRHEEE
Tkt Fl DA NS | TH SCYP3AL%E i
T INVEZ—)L | BBENDD D, BEHILTLD
TINWNTEES % EEZBND,

SRRV A B gﬁﬁgg@;ﬁg%ﬁﬁ%@“ TEV;H%%?I:;X

5 U4 — )L iE B o a4 K EMNE DO
géf\7/7f Vi %‘%5%?1&75}
TR LU A=) ik 5. IR AL E >
* n EHBMA OG-
g iinite
11 )5 55 Al fig
wA A H 5,

BRIV S B f;géfgyﬁm &%Kﬁ&?g;
JO4 250 8 M Sl EetE DV’;‘:@ 124
%FD¥;§E%& b2 27 d=A bk
F ORI AT ERT M5,
b AR,
JIVITF A0 A JIZ
#il THoR T HuREMED D B,
vrRkoryzsori
#l %

1. BlEA

ROBWERDNS 5bND T ENHDDT, BREZTHITTW, BEN
RAOSNEAITRHEGZ2PIET 52 EEIARNEZTD Z &
1.1 EXAZENMER
1M1 BEEARESMN FEEAH). EEOEM (HEAH)
AFHEHHCARER A S 5 b, BEEOEIMICES I EMNDH S,
Hi B2 < FF RN EVWGAEPC—EICREOHMAFED 51
FHEITE. LEIOSUTmMEREZERL. BRE 01275
ZE, BENBOSNEEEIE. SHORG UIAF O L
1k, WSO RUEETTD 2 &, [2.4, 8. 4]
M1.2 7+745F>— (BEEARH)

TFT 4 T7F— (FkRE. mERE. #HE. T 5 FEKE)
MHELOLNBZENHZDT., ZOIIBIERND SDLNHEE
Wik E2pIEL. BEYRALEZITS 2 &,
1.2 20D EIER

(Mean+S.D., n=6)
a) 18 H DAUCIZ MR ARFHE E THF L =M. 1108 3% 512K 5% £ T O,

T, FENBEREZEL4FICT T /7 2 M1 H2mg % 2[A12 431 1618 [#
SUF 24RO 5 U 72 & & OCmax i FAUC)- DHEEMEIZTFNZF N
42. 3ng/mL. 393.9ng - hr/mLT&H > 7z,
16. 1.3 EYFHIREEHR
PIT /)T ANEImg [h—=7] &5 ¢ F 7 A MiElmgz, 7O 4 —
N—=iFEiIcEDENENLE (T /FAMEL Timg) BERAZYE
=19) IHEEHREREO#S U TP KRB LRBEEZHEL. BoNkz
HYBERE)NT A—4 (AUC, Cmax) 12DV T0%(EHEX MBI THisHR
W Z1Fo 7258, log (0. 80) ~log (1. 25) DHIFHNTH V. WHIDEMFE
HIRSME DR S N7z, 0
(ng/mL)
404 _
o= VI /A NMEIng [h—7)
—— 5T X M L g

) FEHRMOFHGICED, ZOXIIERDD S5HDND I ENH 2,

. Mean+S.D., n=19
SHELE 1~ 50k Lk 301 &5 e En
RIA MO |ETHQ0.68), | D FEW, B MR, I R
7ER | S 77, oD
T RIEH (88. 3%) | HE
A AR AW FLI5r Wb
e ABEMSN | B WiE, RIERR
= . ﬁ\@aﬁk)
e e ﬂﬁﬂg l/\%(/)%@‘ H‘ 97
FiHHAEER s, LUK 3
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W E L5 &S R 0 12 24 36 48

AST - ALT - v -GTP - BE5#% DKM (hr)
JFF- ik EUIILE > ERZDOR

o ok

P e AT i 5k NG A—S BENG A%
W am L 16 9 ﬁ*ﬂf‘\ :Ffﬂ E Mg, N AUCo-18 Cmax tmax ti/2

RSP, I R T i (ng - hr/mL) (ng/mL) (hr) (hr)
iR B fi 9 1f BR A VI)4AMiElmg Th=") | 361.2+73.0 | 33.07+5.88 |1.724+1.010| 7.74+1.83
ﬁk * - ﬁgﬁ;‘gﬁ‘ %tﬁ%{f&‘ﬁ“ Eg’gﬁy?ﬁj F 4 F 7 A Elmg 352.9+£70.5 33.78+5.67 |1.658+1.675| 8.00£1.71
iR JBEZD (Mean+S.D., n=19)
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16. 2 TRIX
16.2.1 BEDEE
TR A I T/ 2 M0, 5mg. 1mg. 2mg% Hi[al#% 1% 5.5
Lzt &, BRCIDIWNOEEIZDSNDDOD, BIUE KL
HRHEIIEEET. AFORBIEIARnEEASND9Y
Mt T RO OEMBEINT A —5

i T B S e B (ut - /)
0. 5mg Mg~ 17.5+2.2 1 0.9+0.2 | 7.06+1.00 154.9+34. 2
JEAEA T | 12.4+0.4 | 2.3+1.0 | 8.82+1.48 166.5+39. 5

g AT 34.7+3.1 | 1.3+0.6 | 6.65+1.49 320. 4+56. 7
JeE T | 28.0+3.2 | 2.1+0.9 | 8.56+1.91 313.5+29.2

o AT | 76.1+14.6 | 1.2+0.4 | 7.66+1.22 695. 1+114. 2
JEHA T | 52.0+8.2 | 3.5+0.5 | 7.47+0.36 625.4+73.9

(Mean=+S.D., n=6)
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EBH Uz E20BRNTONHERE (VaB/F) 3. ThZFh33. 19L&
30. 04LTH 5 72,2

16.3.2 MIFZHBEE
fEFER AN LD M ZE R W=in vitro i RBRICBIFD T )5 A K
(100ng/mL) DEMHFEERIIN. 55 Th-o/z, MEEHAEITEICY
NTIEEZSNY Y

16. 4 X3t
ERNFI 7OV —AZHAWEIRN vitro BOKEREID, DT )F X
ORBITIT. FICCYPSAAMBEET 2 & E 2 51/, 101D
T, BERALM6FICC T ) 7 X F2mg&E1H2E, FH11E (6H
R KEREOHEGD L7z & & OEEIRIEICE T 5 CmaxD 36815 D i
B (100pmol/L) 2BV TH, YT/ H X FICYPIA2, CYP2C9.
CYP2C19. CYP2D6. CYP2El., CYP3A4iEME#I1F LA EHELR
No 77,1213 110, ZH]

16.5 HEt
@R N P61 P T ) 7 A R 2mg & i A B AR O 510 L /=15
& RPICREERIREEINT, RPOR#EDE U TEITKEEL
EKROZ) 7 0 >R S iz, 2

16.7 EYHEEIER

16.7.1 5 ZROARA >V
R N ELOBIIC 7 5 ) 281 3 >200mg&1 H2E, 3HF#EO
®BEL, BH, P/ A M mgE 7 Y A0 3 >200mgZ 1[H
HLZEE, P2 75 X MOCmaxf PAUC)-ld P T /7 X b
ImgHMIHGHEICH L., TNl 2065, 1.86fFIC LH LW

[10. 2&:1)
) AR ORES N EROARIE [1H2mez 2B 1% 5] TH 5.,

17. ERERAE

17.1 B RVORESM(CET 58

(FERNREEE)

17.1.1 ENE D4AER

ARER D B EREIR, AREELIA O BHEEIR, EmROETEET
5 ENBEBRFE2G xR E L EERLEGAR (T /75X
r2mg/H. 24 E) TBIFBP T/ FA LD TefgiiEE (%
HRTRD) ] © e DL EoERIZ?8. 1% (100/128%]) TH-
oo Eloo DI TFRANO THRKELIA O B RIER OB &S E
BG4 TR @ TeE) DL EotkE#1380. 5% (103/128%1) ., il
HMR OB EE R5KRTR) ] © l&kE DEo®ERI
78.1% (100/128%) . TH KD HRER OBEESEE (R A&
THE) ] @ TEk#E) LA Eoek#EHRIT63. 3% (81/128%1) Th -7z,
BIEFRRBBEE L. DT/ 7 X MEEETL00% (129/129%1) Tdh o
oo LA NRGHOIBEWET. AEHIM4. 6% (122/129
Bl). 1FTD49. 6% (64/129f1). FEMH24. 8% (32/129%1) TdH > 72,19

17.1. 2 ENE DHRRRSHER

AR O BRAER. ARBEIUAOBERER, MEFROETEZET
L rENBEREISF 2R E L-EHHRGRER (2 /72
~4mg/H. SLEMRED) ICBFEVIT /A A D [k
O Tk Pl EoeERIZHR G240, #5521 T& 4 72.5% (95/131
B . 90.6% (106/117f) Tdhoiz. Fiz. DL/ T ARD THREKE
DS O BRIEIROMFESEE] @ TthE) Dl EosERIIH 524,
e 5520 T4 477.9% (102/13141). 84.6% (99/11741). TFEFT A
DOFEREE] O KE] D Eo%kERIIZ G248, #5528 T
% %78.6% (103/1314), 94.9% (111/117%). THFEED B HEmEIRD

MG (HRARK TR © ltkE) DL EOkERIT65. 9%
(89/135() TH o 7=,

FIVEFFEEBEREL. 88.9% (120/135%1) THh o7z, ERmIERIZ.
ARIEHIM71. 9% (97/135(1), EEFR18. 5% (25/135f), {HEFK10. 4% (14
/1356) TdH o 7=, 10.10

) AFIOERS N MELCHAEE [1A2mgZ 2@ OS] ThoA, &
ABITEEARIC I U CHE BT RE (1~4mg) & L7z,

(FERBEICHD EROSKE)

*17.1. 3 ERNE DHEFER

TEREBRFIHZ MR E LT SRR OEE R R
(T /7 Z Femg/H. 16#M#ESE) TE. [FEARTORKEN
10cm (FTAEWEK) M EXEFEfERARE4ml EOEH ] KT
INEFOE #8. 0g/dLEMDEE) 2L, INEFVDOEE
8. 0g/dLEA k11. Og/dLAMDEE] 132 T /7 X MEERIICAMIC
NI DEEEEML, NEZ O 1L 0g/dLLA LI SE L 7= 5
DHEBE L. PI)FANDKKA DT ZbE CEHE £ i
fR72) 13-3.8+1.9 (34f) THV. 7S5 tRHED-1.4+1.8 (33
B 1T B EBESBEES N (p<0.001. FHERTOERA T
IR E U .

FIVER BB EIL. 100% (34/34%1) TH-o7=. FREWEAIL FIE
HIf97. 1% (33/34¢1) . 1ETN5.9% (2/344) TH-o7=.18 [2.4,
17. 1. 42 H]

*17.1. 4 BENENHERPIZEHR

FTERMEBRZELH 2R E L-EESHEB (P27 X Fmg
/H. S2HEE) ITBNTH, EPNE MR &R UM EEZ#
FELF, PTL/FZANDKFBA AT E(EIT. $BE524HIRIC-3. 4+
1.8 (122(), #2552iEK:z-3.8+1.5 (118f) TdH > 7=,

EIVEF BB, 97. 7% (127/130f) ThHo7=. EEHERIZL.
RIEHIM6. 9% (126/13041). FTO7.7% (10/130%1) . AR MIREIR
4.6% (6/13061) THo7=.19 [2.4. 17.1. 3BH]

18. EEXHEE

18.1 {E LR
PITANITOF AT 0 ZERICHNT BN T=Z b
EMZR L, IIREREIIG & O 75 IR O SR IR & 0 75
NIESE I 2 G 8 R T E IR E I D TR O EE RS &F
A5N5,20

18.2 704 RFRINECZEREICHT SR

18.2.1 BRGBT7 IR MEM
EhZ50O4 RBFINVEDZERBELETZEZEALZMLE R Win
vitro iBR T, T OF X 50 2 ZEMITHT 2 RIRWIR Y T X MiE
PAERLUE. 21),22),23), 24)

18.2.2 A4S RFO kR
Fvw MR F2HWEin vivoifBRICBWT, FEiIcxL T o
FAFafEfMERLE. —J. 7Y ROF U EM. ZVaa)F
IA4 RERECIXSINaANFIAL RERR RS-
7‘—10 25),26),27), 28),29), 30)

18.3 BREEHLAEHDEI/ER

18.3.1 BBERRALME
@R AN LT ) A A FLH2mgZ 2ENC 40T 21 H R O 5. L
EE BEOARAMICASNSMEPRIA NS A —IV KRS
O 250 EEO EFOME, ifmiEHLHN CFSHEE O —i@& ko
LR OMENED 5N

18.3.2 FEREERE
TEHNBIERFICO T /7 A M H1~4mgZ 2[[1Z /31 16~ 248 R
O5HLEEE MEDPTIZA NSO —)VEERABOBBICHE
WEEZR LUz, /2. YT /45 AR HLI~4mg® T, 1igHh 7o
AT O EEZ2E TN OREBLL T TH 0. PRI H R
XNz,

18.3.3 FEIRFHAERE
FTEBRMERZICS T/ A M HImG. 2mgXid 7 IR Z2EIZ
SPVFI6ERRE R G Lz s &, MEPTA NS4 —)VEBEITH
BOMBICHEVWRMEE R L, £/, P /4 A M H2mg TiiEH
IARNT VA =BRERZI TSR UEMETHD., MFEFTA
T U —)VIBEMHIER 2380 5z, 1839

18.4 FERNEADIER

18. 4.1 FEREHR D E5ENHER
b b FENERE R ZE 20 vitro 3BT, FEETE O IIHI21ER
W5 NIz

18.4.2 FTERNEOBIRZE L
FEPNE RS 20t R & U 2B RFEIER T, P2/ X M1 H2mg
ANV OB E Lz &, P/ Ao JO0F 2570
HERIC K 2 T ENIROBIIERALD R 51,3

18.5 EERMFEMNIRIEICKH T SR
Fv MRS F2HNZERETENREDREBR T, BHETEN
B H DARFE /N D D WVIZE R O BINIEI A S 0. T RIBE I
T LIEPNEDRE X N7, 303D

) AHIOKRS N HE RO R [1H2mg 22 IO 5] Tk,

*



19. S ICET HBLZMMA

HEE= /CN

HsC H OH
0

—f&4 P45 X (Dienogest)

(k2444 : 17-Hydroxy-3-oxo-19-nor-17 « —-pregna-4, 9-diene-21-

nitrile

T2 0 CooHasNO2

SrFE 311,42

R ABE~EEROMAETH D, AY J —ILIZRRFTIT<

< 7ERZBMUNKIEISY /=)L (99.5) IZEFIZ< <,
AKIZIE & ER TR,

22. A%

608 [108E X6 : PTP]
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1) Ebert, A. D. et al. : J. Pediatr. Adolesc. Gynecol. 2017 ; 30(5) :
560-567

2) BB 1 AHRABR — O 5B — (51 7 X ME © 2007410H19H
R, HEEERMEE2.7.6.3)

3) I A — KIERGRBR— (57«7 X ME : 20074210 H19H
KGR, HEEEEHMEE2.7.6. 3)

4) B 1 MRS - KERSENAB - (5137 Z M 200746104
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5) HRIRIEMBNRERER — T ENE B E 2 x5 & Uz RSy EhhE
BNt — (54 77 2 Mg 20074E10 19 H &R, HEE B R HE
2.7.2.2)
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8) HEpEhaEid— b M2 ABRKE (L) - (1 FF X Mg
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12) EMEhREER — CYPH THREICH T 2 EBEMEA OB (D) — (51
A NE © 20074E10 H 19H /KGR, HGEERMEE2.6.4.7)
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F4Z Mg 20074E10 H 19 H R, HFE AR T2, 6. 4. 7)

14) WIREpEFREABR -7 ) 20< 1 > A OEYAHENER —

(F4F7 A Mg 20074E10H19H /KB, HEB R HE
2.7.6.4)

15) JHH & fill 0 B E IR 2008 ; 36(2) : 129-140

16) B GRE - FENEEEICB T2 ENEGOEEB IV
wZEMOBRET — (51 F 5 A ME 20074100 19H KGR, HFEE
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