BAREFRDERS
20253 A HET (FEHhR) 872646

EEmAF3Ea—T+—L

H AR B AIRT S OTFFREEGE (199849 H) (ZHEHL L CTIERR[—52018 (20194FHHThR) ([ HEHL]

HAEIERERIVERA
T7OR7OEA BIATIVI A3 —

I75=J5A9=20Lug/cm?

ECLAR-: Plasters 20ug/cm?

-1l e | T—7HAl
lem?2

iR 1% =1 g2 | e oot rBm AT
20ug &H

M4 75 7o o Fued e 271 (JAN)
4 : Deprodone Propionate (INN)

M .M AXRIEAAR | MEKBFEHA A 2008F27280 (ke
" ; N AL FEHENGIAE A A - 20084E6 H20H  (AR5E
RMERRE - REFAB o % & A4 020007120

HEBIZXD)
Pary e

% - ®HiE - @A

.%JEL'. UREESA == N3 - A
;E }% - B JEL. ,ZA:. * @m%ﬂﬁlt%iﬁiit:K?t

t &

HLEFDERSE - BEES -
FAX#ES

® 1 IR
ARIFIX2025%-2 A tha T DU SCE ORI IS S T L7e,



I FRIADOF5 & ORE — B AR SEAN TS —

EF S A A 2— 74— AMERR O

WHERLICOW TR EOERIFRHEYSE (LLF, MREET) S/ o X a—1L, YZEKD
DOFM 21T 9 DICHERERGERFE L TEbRL WA v X Ea—T +— 5%, B 63 F HAR
PrsEAlfe (DL, BRI EIT) P 2 /N EZBa) TEERA ¥ a—T4—4) (LT, 1F&
W59) & L ChERM T 2 b L, ToR#EERE2RKE L. £ LT, Pk 10 F BREAME 3 /&
BRI THERMLEM T E T FRflEENREsn-.

I F&iZ

I Fid TERAERGIRSCEEOE R L, EAMEOERIEFEEIZ L > THHEF ICLERE
FE i O LA PR O 72 8 DFFH & D W ERANEF MAZ O 1 & R D HHFENEN S IR EH
REFEGRHE L LT, BRSO EEEELRE L, FEHANE D72 D2 HiLE 5 0 BRI ER K
UK L TO 22T E R LLEMNIT O D,

UL, RO BRI O 512 B 5 i, TR O RFR XIS U 7216 8% O3 A B
H O 255FA - HIWT - 3R NS FHEFL T FORBHEHL TR 5720,

I F Ok - 1ERk « 31T

HHITA4 ), fiEELEL, FAIE LTINS MU EOFIRTRE L, HIBNTI @R &35, FK
OFLHEHEB T — L, FHlE L CRAOREGREINAER TS, I FIXTAMENIRE L [1 Fit##E
I ICWE- TREdi T2 2%, A1 FildiZa, Frk 11 4 1 A UBRIOKR S FrERL 0 i & 7
0, BERFBMIZOWTIE [T FRRalEME] 12X D1EK - 23 EH S nd b0 Tldewn. £z, BEA
K OERHME (BB EMIC X 2) 272 SR 72 D QNS IE OYEREN 72 Sh, FEHNAENKE
SEIRBHEAITIT T FAKET - BIT&8Nn 5.

I FORAICHZ-T

I FREDEAZHEZ, MR~DA v ZEa—, AOHEDT —FXZ2MATIFONRERESHE,
IFORAHAMEZEO TBLERDD.

MRA~DA B 2—THE - fieT5HEB L LT, BIRORM, RUBIAEE, SEMER, KR,
FHERARBREOHANE T OND. £/, BRUGTSINAHEH EOEESEICET 2 EHIZE L TE, M4
HMERLOBEEEOW IO T, ERAERLIRANCE, B L8 CE, BAaL2ME®R, Drug Safety
Update (EH ML RIER) 7 EIC X0 EHMER OB3ME, BT 5. 20005 BEL LT, £
MO TEIZ T FAERRD I L 72 o T2 R SCEOMER UISETEA Zit#i L T 5. Bl b AL 2
ROENHREHEH ST D TERRERE ) 0 T E 74 E ToRTERI ) (BT 2 B ZHI3ARS O Ak -
HE, P - DERPTH SN TCWEIEHERDHY, TOBRMVICITEELZET 5.



H X

I N a5 e B = = I 1
T-1 BHEEOR e ere i, 1
1-2 B DU R AT P e e e eevmvevmeennennns 1
II. %%[:Bﬁjéxﬁg .......................... 2
-1 HRFEAceevreveenesntenneantenenneeaness 2
(G B R R R REE 2
() D = A R R 2
(8) L TR S v v everronereneeeaneennanns 2
1 R - 2
(DFIL (BIRLTE) seveeerormneenaneennnns 2
(2){%@% (ﬁ%{£) ....................... 2
M-3 FEGE ST RMET vt 2
M-4 FRPGUSFE e 2
M-5 AbFL (MBTE) covreeerreeneianeaana, 2
0-6 A%, Bl WS, FREE G 2
-7 CAS%‘@%%&% ............................ 2
M. BT BIEE coccrerrrerecereennns 3
-1 ﬁ;ﬂﬂz%@;ﬁﬁﬁugﬁ ...................... 3
M-2 WFEACFEHIPE e e v e ererreeeeeaenenaenan 3
(DA « PER e oo veii i 3
(YRR v eveee e 3
(B IRB M e v v emeemmmreoneenaneeaneenanns 3
(OB (R, Post, BEREA oo 3
(3R 4 et RN 3
(B) S TR+ o v vovvememrrmerneeneanenns 3
(7)%0){1{20)3‘57P£i—<ll~$1’[ﬁ ................... 3
W-3 AR D&M FICB T DRI 4
M-4 AEESS OMERIRERTE e vvvrvverneenneens 5
M-5 ARNERAS DR E e e v v evrrveeeneeaeannens 5
V. @ﬁlﬂ:ﬁﬁ'@'élﬁﬁ .......................... 6
A - [ R R R R 6
(G = - S 6
(2)%”}}2@[2%”&0\@5% ................... 6
(B)HBUHA DI« + o v v evveeeenanaenns 6
O 1]l = R N 6
(B)HETE AT ME « v vee e ene e eens 6
O e T 6
V-2 BRI e e e reereeene e eeneenaans 6
(DBEBRSY (EPERSY) DE R oo 6
(QVITRINM + v v evvvrmmremneenaneeeneennnns 6
YRR DAL BT+ v eeee e 6
V-3 IR L CHE 5 A TR - 6
V-4 BREA FLAIOTEAEIST T DR e 6
V-5 BUHIOBRFEGME TSI DLEME e 6
V-6 BWIRBOLRTEME e, 7
V-7 {lF & OFRALE(L (WEALFENLE) - 7
V-8 RAT % ATHENED & % A - e 7
V-9 IRHEEBR - eeee et 7
IV-10 AWiikBaghe oo oo ereneeeineinenans 7
IV-11 AN DA EARR Y O HE BRI -+ e e oo 7
IV-12 BUHIT DA BRI DRE R+ vveeeeeeees 7
IV-13 Jifilljeecveeveceemeeeeneeneenannenaenann, 7
IV-14 BEREDF G cveverrerreeneneenaeneeenaans 7
IV-15 IR e oo eeeeemeeneeneenaneaeaan, 7

V-16 %@ﬂﬁ .................................. 7
V. BEICETAIER crcrrererercrrererecanans 8
Vol BHBE TG R e v enreennnneennneennnnens 8
V-2 JHER OB ceerrrrrrrnnnnnnanneneeenns 8
V-3 BEIRERAvreovrerrrerreeneeeeeieenaann. 8
160) 773 L R R R R R 8

(2B PR HEFRARIR « BAPERRB - - veeeee et 9

) Ay R R R R TP 9
z)ﬁ@/ﬁg,ﬁ-%&gﬁ ......................... 9
BVRREAERER « HBPUSTRFABR - v - 9

(O8] RS SRR 9
DR ZALAT F B SOSTAR - - eveeeeee e 9

P i R 10

S) I MR e e 10
4B - JETERERER e 10

(G 3505 R R R 11

D AT A - Fenl AL - itk R 11

[ R R R R

EGBAEM & LTEBTEDOHNAXITHEML 11
TN Y i

B3 F-3 Y fal s ke nl- v = RPN 12
VIl SEEERICBE B B (LAY UL O RE - 12
VI-2  BEIRVE e v evrvenrnrnconanneenenenenenns 12
(DVEFERAT « VEFIREFE -« o vveaeeneneenens 12
(23 2 BT 1 2 ABBAL -+ v ve e eees 12
VI ZEYEREE(CRE T BIEE e rvrrrerrrrrenrannn 18
V-1 L EEE DHERS « G e v vvrvrnroeoeenss 18
(VBT AN R L T B e e e v e eeeeeeenens 18
(2) F5 5 0L T P BT B R e e v voeoveeeenens 18
) EF HE COM AR e 18
(@) FFIER 2 FEBLT 2 MR oo 19
V-2 SEBTHEEZR /ST R B oeeveerneneneenenns 19
(D WE U T TR e v v ovvovemeronenneennenns 19
DNRAFTRATGEY T feveennnanannns 19
()T T EE TR e v v wvvmvrmeromennennnenns 19
Q)7 VT T Revererarnenenennnnenans 19
(BY AT e w v o v rvemrreersesneeneneanns 19
(B) ML G TR e v emveremerneanenennes 19
VI-3 %UIX .................................... 19
VI-4 A AT e cveveerororosanononeesnenenenenenns 19
(1) 37 — A B PR e v v v vveee e e 19
(VB A DFEFTHE -+ v vevrmeremenneennenns 20
()L I T A DFE T e o vvermrreraennenees 20
()BT DR T M v e v v e 20
(5)7F DAl DR~ DFEITHE -« v v v vvvevenens 20
VB ARE o vrvroermrmmeaeenenenneneeneneene, 20
(DB B O FRBRRG oo oo 20
(B G- D REH#(CYP4505%) D4y 1 - 21
B WIELEEB N ROFHER VL DG - 22
DR OTEVEDH IR LR e veeeeees 22
OWEPER B DB PLFRIHI ST A =L eeveees 22



VIFG e e v v voeneerenenenenaenenennenennnns 22
(DR« v v vvememeeeeneenaenens 29
(Q)HEIHEEE + « v e v eveeeeeeeeeeieieieieieans 29
(BT EE + v e v v evnenenenenenennnnns 29

VIFT BT IT L AIRTEER e e e rerenenenennnaenns 22
(BT AT+ o v v mvrmermeomcaeeaneaeenenns 29
Q) HILIGT T e+ o v v mvrmromromeonsaneneenenns 29
()T LI+ v v v vvvrvmensnnsennenns 29

VI. &t (FERLOEESF) ICESHEBR - 23

V-1 B NZE L Z DB v e vvernenreneeaennes 23

V-2 AEEAAZE & Z DPR v vrrorneneneennaenns 23

V-3 Zhee I RIS 2R & Z 0 b .- 23
V-4 AVEROHEICEHES 2EREZ OB 23

V-5 FBEZRREARRIER & L O - ceeeeeeeeenes 23
VI-6 fFEDCHEFREATLEECHETDER - 23
(DA HHE - BEFEIESE o 5 i v eeeeees 23
(Q) BRI R v e reenereeeaeaeenes 23
() TR R e v vreemereneeeaenenes 23
() EBERE B AT T D oo rermeerenranaeeans 23
(BYIEER e oo e teeteateataataacnnsvnsnnsnnsns 23
(B)FRTL T e e vvreerroacoreasocansoransneons 23
10 YN P 23
(BB R v et 24
V-7 FHF AR e o vvnrvnornsnnsenseneensennenns 24
(D BEFIZER L Z DFH < e vvvrrenreereenenn 24
Q) BEFTETS & Z DH I o v vvrerrmerneneens 24
=T 3 £ 24
(DRI &I -+ eeeeeeeeee 24
Q) F DMDEINNE o veeeeeeeeeeenenenene 25
-9 BARMATE ST R E T e 26
VI-10 BEHE He oo vvnrvnernennsenseneennenaennns 26
VI-11 ST 0D TERS v v vvornsensensnnennennens 26
Vii-12 %@ﬁﬂ@/i% ............................. 26
(D EGRAE T S TS v v eerrenenenns 26
@I I IS < e eeeeneees 26
IX. JEBEERERERICEE T BIHE - -crvvrvrrerenennn 27
G Y 11 27
G I - 1 R 28
D ACIE Eok- 1w o PPN 28
O Ay S T 28
() A B R A ZE MBI e v e v v vevevemnennnenns 29
(A)F DI DR T e v e v 29
X. BBV EOEEEIET BER e 30
X1 AL ST IR e o vvveemeemrennes 30
D QI (1 30
X -8 FEANEALUN LD TE TS e v evrvrnrnoeoeonenen 30
X -4 FEKERLA e e v vrro e et 30
D Qs T 30
D QT T R A U T 7 30
X7 [ERSHEAAE] [l eoovcveenreneneencaneaeenes 30
X-8 Uik - AR A F R UK e 30
X -9 SR ELYENTEGAEH H ooovvovrrnenonsnnnnenns 30
X-10 %hhe - 2B, ik - RATEBMEOFEH 30

F TR DS v v vvrrerroeenanseeenns

>

11 EERARR, AR RAREN AL OZ O 30

A S T
X-12 FHERATHAR - v vrerereerreeneeeee e, 30
X-18 EHIFEE DR A e erennniiiiiiiaiinns 30
X 14 J5 A 55 (B8 SR AT FE MR S = — e 31
X 15 {RERIA T L ODTED o vvvreernneeeeeennnns 31
X T . STHf e eeerereeeeeemiiiiiiiniiiiiennnns 32
KI-1 BISTHR ceeeererereeeeenanniiiiiennns 32
X1-2 ZDOMDBE SR e evevererreenereeeeeens 32
X 1-8 SCikaEsRIEL O NS DS cee e 33
XIO BEBREcoverr i 34
XI-1 EAE CORETEIRDL e vereereeneeeenn. 34
XTI e eeere ettt iennans 35
XI-1 Z OO B, cvveeeeieiianinns 35



I—1.

I -2

FRDREE

HADORHERUVAHR
i3

I. $iZEICBA9 5IEH

2T aA RHENC X 5 EERE (ODTHRE) 13— HEAME R S 7 H
RMEMERJEREICHW LTV D,
BERIEIZH O B D A A O FEANTMARTE & KRS KRB S 4v, AR
PEREFNIARIENE AN LR TREE 10358 < . mWEERBHIFT& 5
— 5. AREEMERACII IR R AN B~ CERAIRI B o £ B FIBE N A ©
W WEBZ NS, TOH, BEFRIEICE W CIXRI ORESCE BG
PEAZIS U RN DN R BETHDH LW D,
TV T —eldRE T =V IV Ak SN, T R a A g
T AT NVE TR ET DA T UAREIR R ERVE CAHEITH
%, TAT AR OKEMERA 2R\ (27 T —eT —
7] Z19924E T FE L=, WV T20014E IR ERF D =7 F—o
FAH— | BEBTHILICLY, AT aA FEHEEICBIT AHIFE
ROWE % I8 7=,

PR SG IE R R O —B & LT, FR164:6 H 2 H A 3R 7550602009
S [ 38 5 B e B kxR o s# b - IS DWW T 12D
&, AMEEOMNBRIHBGE 21TV, =7 T —e/ 7 A X —20ug/lcm2d
R KGR 2 200842 A 2Bt L7z,

B, =7 T7—eT7 —7132006F5 7 1A= IR E LT,

0¥, 2005 4 4 H 1 HO = A 2RISR 7295 B 128 38 5 S35
Az k. ARSI ST AR o0 Sk A FE Ak GRS KA S 7z,

1. =7 T—e7 T A —20ug/lem2lLIMAEERAIDOIE N 7 &k EE
FEARNE R HITH B,

2. TV T —e/ T AKX —20puglem2iITY T—oT —7* (lem2dbH 7=V
FFu R FaF BT AT A0ughk Ga) L DLW RS
PE - (90%(E $5 X [ 23 A4 7RO [R) S M) 8 D [0.8~ 1.25] D i
W) RO LT, (P13)

3. TV T—eT—Fl%. T v FOASKRIFMEZHRET 7 4 T F Y
— (PCA), I T =R, b A I Ui RiE Bl ik
L~ AO7 v b AlFET B EIs s U CslfER 2R L
7=, (P16~ 17)

4, TV T —eT7 —TIIEMRE - a4 K, BRAZERE, BHEMK
WV T~ b—F A, EPREE, & — V5. FEBRIEEE
B, BRI WAVEEZ . SMBHEER. TOMoEZ] R
ALBERE, TS - TR EARE, RS sk LIERO
wENFEDENTZ, (P.8)

BB, =7 T —e7 T AKX —20ug/em2D R AR L L TV e
U,

5. HKRZREMWEH & LT, A, %O ANERH bbitd Z &M
b, EREWERIZ. REOEREM - MIEMEERGE, U A L 2
YUE, AT oA RSE, AT oA RES - OPEZ &R, £ 9%,
PR, b U b VR WRL, SRBE. A, UM% O BERINECRE RS
T, wmEn, B, Hi, BT o L LOER, B0
b, FRE ORI, HB%, TEE - BIRREREIEOIHITH
277, (P24~ 25),
2B, B ST SCEORIVEH OB K OB IR BGRE D&MD
fERE ZSRTEE N,

KT T —eT — 7 1I20064E5 A I IE & 722> TV B,



I. 29 51EHE

I—1. BR%E%

(1) #% ) T —e/ T AKX —20pnglcm?
@) #*4 ECLAR« Plasters 20pg/cm?
(3 &MmDBE*E Brlcie L
on—2. —f4
(1 e (HaE) F7u Rrra et B 270 (JAN)
(2) %% (&%) Deprodone Propionate (INN)

-3 #BEXAXERERX

I —4. PFRARUNFE 433 0 C2aHs205
s+ : 400.51

I—5  tx2f (ddiE) (+) -11817-dihydroxy-1,4-pregnadiene-3,20-dione 17-propionate
n—e. (ERA%A. Bl&. B fi% = — K : DP-P
5. BEES

O—7. CASEHZES 20424-00-4




(3)

(4)

(5)

(6)

(7)

M. BADICET HIER

BRAG DRHIX 53

MEEFHTEE

SR - R

iRk
R (DER) . B
BER

BaiE B AR B E 2

DERE

Z DD EGLRMEE

A LR

H o~ A G OFEEEDOKR R T, IZBWIX W, b3 kR

RIZBWRH D,

VA= Nl =R g 4
Tt TAT )V 1g BT D T fiRyE
DIZET % i (L)
VA==F\ VN 0.98 5D RT3
SR s RS R
o 15 LB
AZ )= 20 AN AP A
TxFv RN
T 599 Iz
K 20,000 LI |- EL A LTI

WA T E VRIS K0 BRES L2RER . AdnidE & A EER M2 7R S 72

ST,

wh s s 225~230°C

R L

427 F /7 v z—)L Britton-Robinson #&##i% (pH2~10) ZIZHiF 5
SEARE OKEF OPEEEIA 7 F LT L a—LEH OEE) 134 0.002 ~
0.006 TIFL A XA FAT N a— S S ni-,

BEHE : (o] =+23~+27° (W41 0.4g. 1,4- ¥ 7% > 20mL, 100mm)




Im—3. BB OEREEHE | OSSR 2L Eh
TIZBTAREMN
PRIFSA: LRAFHIRE FER
R SRR 4270 | Bkl
40°C 6 A
# 50°C (AP
3HA
60°C
40°C /75%RH 6 7 H
NS 50°C / 75%RH A7z L
3HA
60°C / 75%RH
3HABICOTMEE (KBE
~URIEME ) BRSO, R
1,000 /27 % R SR WO AL
¥ 3HA | L.
1 A28 0 (Weigth) & ki
[ERSRED, RO, X, 3H ABICAME S
BT 2307,
i
SR
£l 3 H Bl L
FRpE 40C K:xk )—)L
AR 1,000 (1:1) L H A 10 B 20 it e VAR He 70 6 B
e VT A KT AR,
B IR R 45 (2 o0 i o OB e 752 2
AR S e aaman e,
=] S |
Rtk = 1IN HCL&E - L AT S R e O e 7 2
e & )—) 2 71 H -
VAR . KTz,
-~ 40°C (1:1)
7L 0.1N NaOH % e Ak -
7Y S| s = | 3 %ETZ@};;;&WM}WE s
ik (1:1) B e
RERTEEH  FEH Mk, mesfilBr, oL, mlas, MUERER, wmiia, WAV,
Eafl (o)
WS - MR, ORI, EEE (RoEE). Ky (BEOHR)




(2) TR I L D AR

e . CH
(R T & 2 5 '
el
[¢) 3 OCOCH,CH;
B (EA) &j
—_—
)
CH; irﬁ i [D4]
| 2-FAFFY F=vr11-7u¥it+—+1
no_ _~ Sl ococh,ch, CH,
CHR . o
Oa i S L no_ G on
o W=I Hy
F7u RS a EA VBT AT NS G
o
SR Dl]
21-FRAAF LAV F=vo>
(5. i) AR O SR
— [D2, m Wﬁy@hﬁ@uﬂf#ﬂ

M—4. ABHIESOERRE | O FfafiAxA7vaA RN X DN
pr @ A V=7 FRIKIZLDEEORE
@ KEBEAV L =& )= LRBELROFBIZL 2 7 e 4 i
FILE
@ BREEBRE RINEIN RS S ARIEEORAL T Y v LEEA
%
M—5. HBAIESTDE=ZE B —B&RABRE KR/ o< 77 401285

NIEHEIRTR « 7 2 Ao n-7a oA % ) —Ligik (1 — 1000)
oo AN ER (ER R - 243nm)

BT A bumDA T XTI U ALY BT

B o M AX =K TR =Y VIERK (40 0 37 1 23)




V. ¥I|ZBEHY 51EH

v—1.  #if
1 #B5EE 2354

(2) FRORBBROHER | X3 T —7Hl

Bk 770 R Fa et oo 27 L&A lem2 2 20ug & A+ 5,

PEIR - IEEAE A~ R E OB HORRRICB WO B 5 BIR 2 R —
\ZIBSEL . BikmE 7 A 7 — T L7IZREHITH 5,

(3) HEIDYH B R L
(4) #Aa—FK HP3102T
(B) BEOHE FM LA

(6) E&fli. 3 vRES oM LA

V—2. HEOHER

1) B GEMER lem2H

D) DEE Fra Rrravt oo AT
20pg
(2)  Fm# sakI k. PTFLE Raxy by AERNMeS 7Y ®Y

VIEATI, AFLy AT Ly AF LTy 7 EAK R
AV TF L WERT T 4 FOMIKSY

Q) AABMEOERER | %Y LA
UBE

IV—3. RREESLTERYT |&Z4Llen
BESAOERES: S

V—4. BEH. HFOSEE | L L
EIZH T FR

V—5. HHEOEEEHTIC

BFHREM
. A7 G-I s .
ﬁgﬁ% ({EE//E&E/%) {%ﬁ (@’Iz&ﬂ"/u_») 17‘%;[’??;% FIEﬁ ﬁ%
40°C £ 1°C
IR ER 75%RH + 5%RH a2 6 7 A N
I

AEER BAET VI T 4V A
SRBRIAE - MRk, WEEEEBR, IR, REEME, ERIE



IV—13.

IV—14.

IV—15.

IV—16.

BREOREN
ftbFl & DEEE XL
(MELFHE)

EAT DAREMED H
5 Y

& ER

EMFREERE

AP DA D
MR EBRE

AR DA D

=N
REE;

P i
BHEOME
Rl

Z D

YL

L

II.-3. THAZIESY DL ENE] DIEEZ M

A LR

R L2

O A V=7 FRIKIZX D 2EAKG

@ BR—&RBRE @Era~ 7T 70—

Wk o~ N7 74—k b
PRI - ZEEWR 7 v © L OBEFEKR (3—1000)
B & SAMIOOLER (ERE © 243nm)
717 A bumDA T ETFT T YT BT

% @) AH K/ E b= RUJVIRRK (65:35) ([ZV EEAINAT
pH3.0IZF& 3%

H R — ek

Wi

RO

Tl

AL HET VI T VA
B2 JE et
NoFTF AN (7 TF—eV T AKX —20uglcm?)
BR300 1% 2= 24 W 65 )
— 21 19
=+ 0 2
+ 0 0
++ 0 0
+++ 0 0
++++ 0 0
ait 21 21
(FPAMh L 7E)
— BUSZAL E OB+ AL ALBEHERE

H o ALBEHREIE S SRS, K s Kok
FRBR

RN 214002k U CHRBRIR 2 HEAF L. 48IFREIT4 IR A 2 FR = L
30 4314, 24RO R JEREM: 2 FEEOJRHEIZ L v HIE LT,

oL



V—=2.

vV —3.

&
R

EXIIHE

RZERUVAE

11738 7

1) ERERHE

V. AEICEYT HIER

O 8% - REAH ETHEEARE. E¥—LEHEET)

O mh

O EBE [CARBHERE. R FO7LR, #EMES (EE AR
%) 28]

O uE

O ML

O BEEME - a4 K

O RTHEEE

O BIEMIRKTY 7T F—T 2

O BRAFIE

5. eI RICEET 5EE
ﬁf@mm‘%ﬁ:ﬁ{ﬁ:ﬂr &I i{iﬁﬁbﬁ%:k%ﬁ%kﬁ—é
RO EETHEATAISLERD DGEITIE. H O DY) e
#I%’ (@M . FIEEAIC ié/@?%ﬁ57ﬁ\ XiIzhb
EOHEZRETHZ L,

B e L, LSRR Sk, ﬁun%’fﬁﬂiﬁﬁ’i%?/f‘f (ZAF
BHSHLFRELRRSSITUORY, 74T =2V RE, (<
IR 2 29 CTTHT T %, A, BEATHR 1205 ] S 2485 312 EED A
Do MERGE. KEOHMMNTLHELSH L, b, MiVrAsLE
(2 b B OV R OHIRZAT 5,

T T —e7 T AKX —20uglem?2 T D BE & RHIT U R RIS E X
TR,

<BE>

ERNERKRAERL2

T Ro7uvF U AT AT —7HNCBIT 5 —kERABR S LT
38641, FrlERIRIER & L C3126 D E69845IZ >\ TERIK Rk & FE i
L. 578 R 7u bt B 27 LT —FH OGRS TN
60

, Hih#%E (%)
RRE (hie 0 LB/ (1)
9% - JE R 90.7 (166/18313))
mEEh 90.2 ( 37/ 41%1)
FEBRE 79.6 (113/142)
Wz IE 94.0 (126/1341)
R E 92.9 ( 39/ 42/3)
JEEMREE - 7 aA R 51.9 ( 28/ 544)
JERIFRER=Y 88.9 (1 32/ 3613))
BB 7~ h—T A& 81.4 ( 35/ 43f)
N 91.3 (21/23)
7t 85.5 (597/698)

SIHSCHER © 1) ARBEELE 135 FEEIK 1989; 5(9): 1947-66.
2) AEEEIE 1F7: BERESK 1989; 5(10): 2177-85.
sk & 72 o T %,

T T —e7 — 71, 20064E5H (T



Q) BEREEHR: AR
AR ER
1) E@EBEHTER MR L
2) REMTHER MR L
(B FRMHR: HER | 2MEBRL
SRR ER
(4) BRI ER
1) #EALETRAER | Z4ERRL
i ER
<BE>
T T —e7 — 7 DENEZLATH &SRS
= VER D BE 2 X RIZ10pg T 7 T —e7 — 7, 20ugTV T —eT —
7 GKREAD * 40ugTV T —eT — T R ORMRIELE LTI AT )
o7 b= RT—7 %2l MAT L7z,
ZOFER, 10ugTV 7 —e7 —F TIE 7NV AL /) u TR b= RTF—7
IZHARRORE Y | 20ug™7 T —eT — T K M0pgT 7 T —eT — 71X 7
NAY a7 b= R —T7ICH_A%H 5 WIEENLL EORFETH
0. 7 o20ugTV T —e7 —7 L40ugT Y T —aT — 7 & DFRAEIZEN
RN N2 &b, BERE % 20pg/em2 e Lz,
13E# 2
e + O x H + O x
10pg iE (1 0 11 15 5 0 1 11 15 6 1 0
T 7 —e7 =7 |BE% 0.0 8.8 41.2  85.3 100.0 2.9 35.3 794 971 100.0
INFT s my HEEIK 0 13 9 3 0 4 14 11 4 1 0
T b= T —7 B % 0.0 26.5 647 912  100.0 11.8 529 853 97.1 100.0
HE t(c0) = 2.996* t(c0) = 1.593 N.S.
1 3E# 2
20pug iE B4 0 11 11 2 0 10 15 11 0 0 0
T2 7 —e7 =7 |BHi% 0.0 33.3 639 944 100.0 27.8 694 100.0
INFy o mr PEBIEK 0 12 12 1 0 10 14 8 4 0 0
T k= T —7 |BE% 0.0 306 639 97.2 100.0 27.8  66.7 889 100.0
HE t(c0) = 0.028 N.S. t(c0) = 0.873 N.S.
1 3E# 2
40ug iE (1 1 17 9 3 0 7 14 11 3 0 0
T2 7 —e7 =7 |BEi% 2.9 171 65.7 914 100.0 20.0 600 91.4 100.0
TINFYv s ar PEGIEK 1 10 10 4 0 8 15 7 5 0 0
T b= T —7 |BiE% 2.9 314 600 88.6 100.0 22.9 657 857 100.0
e t(c0) = 0.389 N.S. t(c0) = 0.015 N.S.

} AR EIT lem2 PICF 7o R 7o 4 vk A7 V% 20ug GHT 5,

A 27
R, s B LSRR, o AR B + o R, O RE, X

T M

SIUHSCHER « 3) JOLHRIEEMNE R, =7 T —e7 — 7 AGREFEANE £,
Deprodone propinated A7 — 7 Al (DPT) OEEEE
X EIZBE T B Phlk iR AR B,

KT T —eT7 — 71T 2006 4 5 AR EILEE o TN D,




2)  HEER

MM ER e L

<HBE>
77
fifs PR BBR D

ERACIRS - REREE. =

—eT7 — 7 DTN T anLF R Tr—T%%RE L2 Al

WYX ORI RO BT 2t RIcT 7 T

—e7 — XL TN KX aLF R —7 L OEA IR
7=o AAHHARNISEM 1A 1EFEAIE U CaER
RRUE 2OV T IE Wilcoxon D —HEAMR & % VT2,
BLUB%E L, Fitld k(4 Hp<0.01),

R AE1T -
WZRERF L7,
BKEIZ1%

% (4 Hp<0.05). N.S.(FE#=

RL)E LT,
%@%%\wfhm%%m%wf%\é&&ﬁﬁiiyiwﬁ~7&
ZNhRaXralF RTr—7LDOMICAEEITRO bR o T,
BERHANES - RS RRE
1% 2 W% 3 1 #
4+ 4+ =+ + O X |++f ++ +H+ + O X |[H++ +++ ++ + O x
-y 5, PEFE| 5 15 39 20 10 19 3 3 6 1 0 | 3 34 15 4 1
77 ZHE% | 56 225 663 888 1000 213 551 921 989 1000 393 775 944 989 1000
TNMRRX EEg | 5 130 34 27 9 1] 19 32 2 8 1 138 381 19 4 1 1
va)F R
> % | 56 202 584 888 989 1000| 213 573 888 978 989 1000| 37.1 719 933 97.8 989 1000
i N.S. N.S. N.S
S5 P e
1 1% 2 14 3 i
+HH+ —++ +—+ + O H+ ++ —+ + O X |[+H+ ++ + + O x
5 bz | s 9 34 37 15 9 21 4 2 2 0| 4 4 32 6 2
77 A% | 31 122 469 847 1000 92 306 755 980 1000 143 592 918 980 1000
TNMRRE bEEg | 20 10 31 39 16 0 | 10 2 42 2 3 1|16 41 29 9 2 1
Sa)LF R
> BHE% | 20 122 439 837 1000 102 306 735 959 990 1000| 163 582 878 969 990 1000
i N.S. N.S. N.S.
1% 2 1% 3 Wtk
4+ 4+ =+ + O X |++F ++ +H+ + O X |[H++ +++ ++ + O x
5 bem | 1 5 32 27 23 1 9 17 3 18 9 1|19 3 18 12 6 1
-7 A% | 11 67 427 730 989 1000| 101 292 685 888 989 1000| 213 584 787 921 989 1000
TN RBEX dEmig | o 6 29 30 2 2 6 14 40 2 5 2 | 15 33 24 13 2 2
Sa)LF R
> % | 00 67 393 730 978 1000| 67 225 674 921 97.8 1000| 169 539 809 955 978 1000
i N.S. N.S. N.S.
FEAL AL YE

IR, s B LSRR, 4+

3 RLMHER

4 BE - REHFR

KL 7
B R L

MM ER e L

10

—o7 — 713 2006 4 5 A1

IR EER 4 OO, O C A X
FISCHR © 1) AAGERIE 127 BRIR

s g

PR 1989; 5(9): 1947-66.

I R & 2o T D,




(5)
1)

2)

SAERAE A

EFARIERE - #hl
AE - mRRERRA
X

ARBEHELTER
FEDABXITEN
L =B OB E

PAAOASA

PAAOASA

11



(2)

VI. EhFEE(ZEEHT HIEH

REZPMICEESH D | SMHENKEIEBE H VT Al

LR IFLEYE

FIEBEA

YERERML - 1ERRF | TEHEBOL -
TEHIBSFT -
THIlRE OHFIZ AV AT, ffRE D FIZ B R BTN VR TR R e
®EEEFALTTw%/ ZREES %#%
CIEMEL S TR i L CREE D HRIC

DODNAIZHERT D k

SR READBFLEL,
Ehd, ZOBEBERNPE LI
. DNAZ#HEEG L, IRVWTRNARY 2T —ERZ
BARFE#A mRNAIZERE S 41, FrRAZ2mRNADB R SN D, &5
(R EAY 72 mRNATI OSMH TGllILE TRARER B S .,
DEANTRIEEN 2 FEB T 549,

]

RIS B AR VT o LA e H’fﬁﬁ“é & A R A e L

EWERMT SRR | DmEUHEEHNS

R HE T T T AHX—20pglem2 L ORI L LTy T
ZHY | EE RN 120 A E
OGS & % B G & L OFREE 2 HE Uiz, AN RI#%ICBRE L

776

?jx:f(f(ﬂ 1.5cm® Fqﬂ:/

Z DGR,

T T —e/ T AKX —20uglem2L =7 J
B INERE D AU Co-24 2 OVEEAL U 72 B2 J8 8 A SR D e KA D S
ETFROBEY ThoTo, WTHORFEIEHE D EIE D ZE O WHHI90%1E

-
—

—eT — 7 *EH
WCHRERT L, I B I

—o7 — 7 D&

XM S AR RS E R D [0.8~ 1.25]0#HNTHH-7-2 &
NH, TV T—e/ T AKX —20uglem2t TV T —oT — 7 L DEYFH
[FEEPEN TR STz,
J2 & I8 INHERE D AU Co-24D AL U 77 B i ISUE
SERE D e KAE DS
T 59T T A A —20nglem? 15.83 = 11.78 1.740.9
T ST — 15.68+ 11.06 1.9+1.0
KBS HAAE O S E D 72D
T RI90% (i 0.86 ~ 1.19 0.82 ~ 1.06
FKAN4 ++ + + —
T TS T AL — JiE B 0 0 11 9
ok 20ug/em? % 0.0 00 | 550 | 45.0
IESAEEES e JE I 0 0 6 14
TIT e 7 % 0.0 00 | 300 | 700
T T T AL — SEFIHL 3 10 5 2
ok 20ug/cm? % 150 | 500 | 250 | 10.0
AR R BT 6 7 5 >
TITTeT T % 300 | 350 | 25.0 | 10.0
T TS T AL — JiE B 0 0 2 18
s 20ug/em? % 0.0 00 | 100 | 90.0
24FFH . JiE B 5K 0 0 1 19
TIT e 7 % 0.0 0.0 50 | 95.0
— R L, EEARE A EERZE, + AL REAERSE, HH  FLWVWE AL

12




@) FEEEMTHHEB
BifE (0DF)

YO e ks s o T
30 | oes w Sy
—0— T 55—, 7T XX —20uglcm?
;; 2.0
1.0
....... I
0.0 o T ‘%

— &7 L 0
+ W 2 LIS 15
+ B 5 27 B b Bl G 28
++ ELWAE P EBLS 34
ELCEE

KT T T —e7 — 712006455 H IZHGE L & e > T D,

<HE>

T 7 T —eT — 7 DIMEIHEERD
JnbRkexyanrgdF K (FC) 77—, 7ty /w7 h=R
(FA) 57— 7R OFHEE_Z A2V (BY) F—7F 2% LT, =
7 5 —eT — A N20M 0.5 . 1R, 2BRRRE K ORI R AT
L. $AIFRER O MAEIUHEIEH % ik Lz,

ZORER, =7 T —eT — 7 OMENHEER X, BrE2RE/%Z OHE D
Scheffe DL B TlI T 7 7 —o7 — 7 DG 1R 72 5 ONZ 2858 T,
SOOIV AEY ) va T b= KT —7BIOEEBRZAX Y T —
TIWCHBIZEND LW O a2 57-, £/, FRE4RE# DScheffe D
ZELME TIXT Y T —e7 — 7 AT R 1R & 205 ©, kRO 7 14
v)uar7e b= R —TICHRBILENT,

2L R + UL OBt R
RERIEH AEfrReR (he) REAFEER] (hr)
05| 1 2 4 |05 1 2 4
TZ770 1y 1720 20| 3 [ 15| 20 | 20
[Z T —7
2 IEfE4% FC 2 8 | 16 | 20 | 2 6 11 | 20
HIE FA 2 2 11 | 20 0 17
BV 1 7 | 1320 0 8 | 19
TZ770 by 17 1920 5 | 16| 19 | 20
[ T —7
4 BRI 1% FC 3 9 16 | 20 | 2 12 | 20
) E FA 3 6 12 | 20 | 2 2 9 18
BV 2 7 116 ] 20 | 1 6 | 13 | 19

13



(2) EHEERMTHHR AG AT RER R 1% 2R R 8 bRt AR R R E
BiE (0DF) (B FC FA BV FC FA BV
77— 0.5 N.S.| NS. | NS. [ NS. | NS. | NS.

o7 —7 1 N.S. | s * N.S. | ks A
N.S. | % * N.S. * N.S.
4 N.S.| NS. | NS. | NS. | NS. | N.S.

T— 7O EE FEBIR O F B 2O A % Scheffe D Z EILERIZ LV
WoE
A p<0.1, *k :p<0.05, *k*k:p<0.01

KT T —eT — 7 1I20064E5 H I IE & 722 o TV B,

2) T HRIE/EH®

a.7 v MO T = VRIS D 1E

T T —e7 T AL —20pglem2BEHHEIE, HRBER VTV T —e 7T A
Z—HRBR L CHERMGER 2R Lz, £/, Ko7 7 —
o7 — AT = 7 T —e 7 T A X —20pglem2BEAHRE L IZIZ RSO
HIER %2R~ LTz,

100.0

5 0T Loverrereerssst 1

~ 80.0 |

70.0 — kK sk Hi
sk ##

60.0 L L
SME[E 14 ARE[ 1% SREfI 4
ERAN LR R (R
seelne AL R AR LY G T T R — HA
- /5T —0=— T/ F—,7F A H—20pglem?

I fE AR AERR A

%, %% : p<0.05, p<0.01vsxkfPRAE

##: p<0.0lvsT— 7 T —o/ 7 A &% —HHAl|
(Tukey D% H LR E)

KT T —eT7 — 71T 2006 4 5 AR EILE L o TN D,

14



(2)

M RN HHER
BifE (0D3F)

b.7 v b7V a2y NIRRT DR

TV T —e7 7 AZ —20pglem2BifHERIL, MRBER NE Y T —o T X
H— AR L CHEBERIGIER 2R Lz, £/, ko= J—
o7 — T FAEBET = 7 T —e T T A X —20pg/em2BEAHRE L IZIZ RSO
HIER %2R~ LTz,

120.0
110.0 |
#1000 }
i
yﬁ
~ 900 F
%
80.0 |
70.0 1 1 1 J
0H 1% 4H % 7TH%
ez B4 (B)
seeees AL SRS LU 5T T R — A
=== )T T —C— T/ F—. 7T AH—20ug/cm?

I £ EEERR 7

k3 1 p<0.01vsxtFREE

H#H: p<0.0lvsTV T —a7 T AKX —FHl|
(Tukey D% H LI IR E)

KTV T —e7 — 7% 2006 4F 5 HICHGE L & e > TV D,

15



(2)

M RN HHER
BifE (0D3F)

<BE>

TU T —eT — 7 DJRIFTHRIEIEH?

a.7 v MSKMEESZ T RET 7 4 7% — (PCA) KIS IZk3 2 1E
H

T T —e7 —7FANTERL, B NV T —eT — T HEANTx LT
Bl MEERZR Lz, 2L, AW -7 Refa
NTF BT —T UL, =7 T —e7 — 7 REATEE & AFIT R 2 O HNHE
LT,

e . REAFEE =g
A B (ug/site) (%)
Sk PR 7 40.1+3.1 —
T T —eT — 7 Al 7 38.2+1.7 4.7
T T—eT—7 7 27.4+3.2%.% 31.7 (28.32)
JbRexvEATE 26.6+4.5" 33.7
F—"

(CF¥) R UERR )
% : p<0.05vskIFREE a: =7 7 —e7 — 7 AN 2 M
# : p<0.05vsT 7 T —e7 — 7 FAl
(Tukey D% H IR E)

KT T —eT7 — 71T 2006 4 5 AICMHEBEIEE o TN D,

b. v NDOH T = FHREEICK S EH

T 7 T —e7 — 7 FAETERE. RTREER TV T —eT — T HEAIREITHT L
THERMEWER 2R Lz, ZUSxt L, HESKICHW -7 Re s
aVF R —7REEE. =7 T —eT — 7 FUHRE L 0 S5O INEIVER <
HoT,

. . TR il
FEH Bi%k (%) %)
*f HRAE 9 91.149.3 —
T T —eT — 7 HHA 9 79.0+4.8 13.3
T T—eT —7 8 19.545.1%# 78.6 (75.32)
AL 32,5473 64.3
T

(15 + R YRR E)
ok p<0.0lvsxtFEHE a: =7 T —e7 — 7 EHFNTI T 2 H0H
##: p<0.0lvsT 2 T —o7 — FEA| VHIEE « 1 T 7 = 1S3
(Scheffe® % & LA 1E)

KT T —e7 — 713 2006 £ 5 HIZHHRIFIE & 72> TV D,

16



(2)

M RN HHER
BifE (0D3F)

c. 7v hObRHZ I UFERMNEHZBRMETCEICRT HEH

T T —e7 — AR, SHBRBRICKR U CHERMEIER 2R LT,
Zhickt L, BEEKICHAW = v Rad alF Rr—7F, =7 77—
o7 — 7 REAHEE S ZIEREOMEIER 27~ LT,

e . WEAEE =R
HA ks (ng/site) (%)
Sk FERE 11 29.0+1.6 —
T T —aT — 7 HAl 12 25.941.1 10.7
T T—eT— 6 19.4+2.8%* 33.1 (25.12)
e AL 18.7£0.7*" 35.5
T =7

(CE¥) = fEHERR )
k% p<O0.0lvskBEE  a: =7 7 —e7 — 7 HANIKI DR

(ScheffeD % & LI )
KT T —eT7 — 71T 2006 4 5 AICMHEBEILE L o TN D,

d.~vURAD 7 v kMR E R D 1EH

T T —e7 — 7 FU IR, MRS T —eT — T HANIK LT
BERMEWER 2R Lz, Zhucxt L, iR HW= 7L Faf v a
VT RT =T, =7 T —eT7 — 7RHEEL 0 55V IHITE T H

> 7,

e . THIE R il =g
HEAI %5 %) %)
St R 7 84.4+13.0 —
T T —eT — S EHH 10 75.8+8.1 10.8
T T —eT—7 10 25.8+1.7%%% 69.4 (65.72)
Zv Xy T F 9 31.8+3.6% 62.3
F—7

(CF¥) - FRAERR )
ksk: p<0.0lvskffiHE  a: =7 7 —o7 — 7 HANKF 2 i =
##: p<0.0lvs™7 7 —o7 — 7 HHAl

(Scheffe ™% & LR E)

KT T —e7 — 713 2006 £F 5 HIZHHARIFIE & 72> TV D,

17



(1)

(2)

(3)

b REORS. B
AL

ARLAEMDGmPIR
i3
e M RE R ER
il
BEAETCOMAPIR
i3

VI. EYEREICEAY SEE

MM E R L

AR L

<HE>
T T—eT — 7% 1205

KT T T —eT — 7L, 2006FE5H IZHHAEIE & 72 o TN D,
YR L

* EREIRGOEYFHIFRSEERBRT A 71 ) (EFFR487
oy CPRROFE12A22H) Tk, AEMERIFRSEERHEOFELE & L CRYIm
HEPIREDAUCLE CraxZ EEFHIEHE & L TRETT 52 & &> T
D05, SHHEIE BE AT CAIDRPTERANR & @A S 5 L nvb
2 B g I IR RE 2 JE LA T B O AR & L THlW TR AR R 46
PEZRRET LTV 2 2, I PR 2 E L Tuzeny,

<HE>
TV T—eT—7

T T =T =74 (F7u R a et Ui AT L E L TC6mg)
AR RN B 120 N OB EBIC ST U, JUERE RUC IV CER I L ETAVE
(2T IR B 2 E U7z, FEANTRGAT 2 120 [ THRIDS L7,

180
Jg% 160
o140 f
Z
§1m—
7
EIRA
% 80 T \'[
Z 60 T
B 40 / h N~
% 20 I \T\*
: T/ —
C O 1 1 1 1 1 1 1
0 6 12 18 24 30 36 42 48
—— W5 (hr)
AEAS
S A+ AR R 2
Cmax AUCO»oo
(pg/mL) (pg-hr/mL)
TU T —eT — 74K
(F7m Rr7aeAd o271 L T6mg) 111.3 1688.5

KT T T —eT — 71X, 20064FE5H IZHHAEIE & 7o TN D,

18



(4)

(1)

(2)

(3)

(4)

(5)

(6)

VI—4.

(1)

hBIER ERET B
i R A

EMEERIINDS
*r—A

IR U 328 FEE E 3K

RAXTRALSEY
74

HERRE

filt
&

Pkl
1fn % — i B8 P @ @ 1

AR L

DR L

CUER R L

<BHE>
T F—e7—7*: AUCo- : 1688.5 (pg * hr/mL) 10

KT T T —eT — 7L, 2006FE5H IZHHAEIE & 72 o TN D,
YR L

<BE>
T T —eT7 —7%: Kel=0.069 (hrl) 1

KTV T —e7 — 1. 200655 A G L 7e > TV D,
B R L

YR L

78~80%12)

ISR - B &

WGRFRER « & ke L

<HBEZ.Tv k>

SH-7 7'm R a et g 27 )V F#5 (0.1mglkg) #%., BRERL
7 O—EBEBIORET v O+ THEEEPNIZIEA LI=5E . A48
R COMHAHFIZEAED16.9%, JRTIZ4.2% 03 PR X7z, L=

2T MR S U B E DFI20% (5B D13%) (3GE
FOHRNESND Z LAVRIR ST,

MM ER e L

19



@) BE~OBITH

(B) #itsh~DOBITHE

@) BER~DBITH

(BG) ZFDMOMEE~D
1T

VI—5. {5

(1) HeBtEn e R U SR
iz

MM ER e L

<BE:Tvh>

T7a R Ia vt BT AT VEREDT — X

HIRISHA DT v MIT 7r Ko7 a4 U ie AT VEE & it 24
BB ENEA R (T 71 R e et o 270 L LC0.4mg/kg) K
DEHI—NTIFT T ENE, BB REN Y —I2of L, FE
DFFEA~D RTEITR O e oo Tz,

LRk L

<HBE:.Fv >

Fra R u bt VBT AT LB DT — X

S I1I2HBOHMEF T v MISH-T 7 a o7 e B4 T A7 LR
BEEBN (F 7o P74 B 270 L LT0.4mglke) o
FUF IR R, &5 %8RF I AR MR E8.42ng/mL (F 7 Ko 7 m v
AT ATOHR) (SEL, MERREDO28MHE R LT, L,
24FFM I BIRE D37%, 4S8RI ITITMR BT & e o7z,
L7z -> T, EMEICOz > THHHRIZEE T Z &b o L Eb
ni,

MM ER e L

MR L

<BE .7y b+>

T T —eT — T DF—X

W7y MISH-= 7 7 —7 — 7 &M (F7 8 R 7 a et v ige 2
TLE L T0.4mglkg) L7-& 2 A, FrEMB~ORTEILRD HivZeh

ST,

KTV T —e7 — 1. 200655 A G L e > TV D,

MM ER e L

20



<EE Ty PRBUYFORTGHY 19 >

Fru Rt ok | T/ Ryt | SH-F7r Rorn
T ATV ARG VBT ATV TR | A VEET AT IV b2z
(100mg/kg) 5 (100mg/kg) T4 (0.1mglkg) -
7 vk s 7 vk 7 vk
M: (0.60) — — — ARIAE
B B B 17-OH 7 7 u R 7 118,17-dihydroxy-1,4-
oAU AT L pregnadiene-3,20-dione
68,118,17-trihydroxy
M: (0.53) | Mz (0.53) M. M. -1,4-pregnadiene-3,20-dione
17-propionate
68,118,17-trihydrox;
B Ms (0.41) B B -1,4-pregnadiene-}?z,20'(¥ione
M, (0.39) — — U ARIAE
M; (0.33) — — Us ARIAE
68,118,17-trihydroxy
Ms (0.27) | Ms (0.27) — — -1,4-pregnadiene-3,20-dione
17- (2-hydroxy) propionate
M: (0.25) — — Us AR IAE
Ms (0.17) — — U, AR IAE
() W:RffE —: s

(BE D 7 v P RO HFOHEEfURHER)

g
co
Ho__~ Mk ococh,cH,
o
“T

2 KRBE57T HEF
(CYP450%F) Do F
i

U L

Ms : 68,118,17-trihydroxy-1,4-
pregnadiene-3,20-dione

= ]/
0P FAR Ry R E A VBT AT
i Fw b, UHF
i
CHS\O
Ho. _~ Sl ococn,cn,
W 1)
PN
4 Mz 68,118,17-trihydroxy-1,4-
pregnadiene-3,20-dione 17-propionate
OH
i | G b, wHF
CH,
| CH,
A 5
HO.  _~_]. 2~ OH )
N ) Ho_ Sl ococH oH)cH,
CH, A d
PN e <+ CHy
- NN
i
0 O&’\J’ ~
OH I
OH

Ms : 68,118,17-trihydroxy-1,4-pregnadiene-
3,20-dione 17- (2-hydroxy) propionate

7y MUV TIIREN R0 | FENRDH DL Z PRI,
L2rL, WHFRORIZBW TS EREWIIMTH - 72,

21




(3) WEBEEBDNREODEE | MGkl
RUZDEE
(4 RBMOIHEOEE | ZNERAL

RULE

<£E.07vy N7y 7 v b, ELEY N>

O Zv M7=V REEICHT AEATIEIERFFM TH D M (12
PLRIETER O8N Z L SRR S iz,

@ FERBPIMATBNTIE, 7 v b ORE R OMHE IS 9 2 1EH X
BOLNT, AT A FREHOBEWZ L3RIz,

@ ERBPIMAZB T, WS IC T 21EHIZT 7 r Ko7 e e
F U ATV X0 R 7 JER BRI ER B TEET D 2 L VA
L7z, 20 HET 7 n R n vt e A7 L D1/10LL FTh
.7 a R A e AT L O R E A3 0 SEER
FIZREIC 2 BT E AR STz,

(5) EMRBYMOEER | 4G LN
BI/NT A —4
VI—6. kit
(1) $tEpds JR o
(2) HEitz BBERBR P PER - 5 8E00.06%1
(3)  HEttEE REE R L
<BE>

VI - 235 LAY S 7 A — 4 (3) DIHZ

VI—7. BHEICLDREER
(1) BT LR L
(2  miEBH MR L
(3) EEmiEER RN L

22



(1)
(2)
(3)
(4)
(5)

(6)
(7)

VI. 2% (FRLDXIESE) ICEATHIEH

[

HAREZDER

ERAREZDER

3

HEEN (TR IZBHE
THIREEDER

RZERUVRAEICEE
THIREEDER

EEQEARER L
£ DHEMH

BEDNDEREHTD
BEICHT IR

BHHE - BIEEZFD
HoOEBEHE
BHeEEEEE
RfEEERE
HEREERT DFE

bE 4

=35

INR

#

REI LTV
.22 (ROBHIZITH/BELEWI &)
2.1 M - HiE - A a~—H « A )V ARERYYE & O &

PR (e, T U A%

%o ]

AFN DR T3 U CREUVE OBEERE D & 5 B

L O B DB SN EE R [ 2R FLEBAL O TR O R AE K OV

RoBFNNH 5, ]

2.4 1B (N—F = v MEIIER) | FEUEREEM Lo -
(& OFANIH S, RESEET2BZENARH D, ]

2.5 MFEDRH LTV D& ORFIZFIT OFEWENL [ F2 G REGYE D
I, B, EERTICIDTZOBFNALRD S, ]

[ZNEDERENHEES DB ENRH

R

[V —12REXIBR) 22T D52 L,

RESN TR

8 EELERNMIEE

8.1 KREXIIEMT O DIR#HOMERICI Y, BIBEEAT oA
KHl 2 2E G L2568 L RRIERN S Hbivd Z b
%5, [9.5, 9.7, 9.8, 11.1.1=H]

8.2 JEMR DEUGED A BN WA XUTIER O EAL %2 A 5 55 13 H
ZHIETHZ &,

8.3 JERUER T, TEXHLETHCHIMERERIETSZ L,

BRE STV
REI LTV
REI LTV

REI LTV

9.5 1EiF
IEdin S TAEAR LT S ATREME D & 2 201
WSO D JSFEH O HZ L2 &,

*LTIEREXTR
(8.1 1]

RIESN TR

9.7 /©NR

REEELZESLIBENLEH D, [815H]

23




(8)

(1)
(2)

(1)

HEER
HRZER ETDER
HrREE L TDER
Bl{EA

EXBEIER & M
FEAR

9.8 B#E
REXIRINC O HHERICER L CIIFHICIERT 22 & — K
(CAEBEBEREAME F LTV 5, [81ZH]

REI LTV

REI LTV

1. 31/ B
WROBWERRH S b Z e 0bH 5D T, BlELH5I124Tn, &
HNRD DN GEICIFR G 2RI T 57 PIEY R E AT 2
k.

1.1 EXLEIERA

.11 &AE, &OS>BRE BEEAH)
ARG SR ~ft IS U CIRARIETTHE, FkNPEZ R 22 &
N5,
RESNIRINT DT D IKFEPH O I LD |
AEEDERPHEDOND I LD D,

%D 5 FREE,
[8.1Z /]

24



(2) ZooEIER

11.2 Z0thEIER

B
HH

5%LL b X3 A4E FE R

0.1~5%Ait

R & 0D Jk Gy
Eﬁal)

HE. FURESE) - Al L
(BBMERRIE . £D 5
K. HTE) BYYE, UA
IV A EGLIE

P& DEEN (P F

Z DAL DL
FEIEAR

ATFuA REFEY A
TuA4 RES - OFFH&ZE
&K (HEE OB, E5,
EMME PRaR, iR, i
)E'\) 1E3)
EOFE. KW, eUEY
B, R, SREE, KU
OV D J2 J& R R <0
5, e, B, M
M, BEFHEALD 2 Lo
N3 1oF |4

AT uA R (BE
B (NS NI REE T
9) . FBEEEREE A
NS N 2 ENF
HE%%VJ_S)

U

P& DRITIE, 5B%

I
B BUE R

ok
AE

TR - B RCE RIERE
D

1) #EHE (ODT) D054,

LTV, ZOL ) BRIERND S

DITZSEEITE, WO eEEA, FEREZOE L. ERS
HONCEE L R2WEAICE, AR RTS8

H2) FHEMESE B D2, AROHEBENAZRET D8 S 5.

A3 EMEMAICEY, AL bD, ZOLIRERRH D
NG AR A IO EZLEZ, BIBREATrA R
EEHA LWEANCE D x5 &,

25




o EHBERBERRIRIA
ERUVEBKRREER

= — B 1)

—9. BRERREHFRICKEF

B 388
=8

I—10. B@=E&S5

Vii—11. #ERALOIFE
VI—12. ZDHMOEE

(1) BREREAICEDCHE
]

(2) JEERERFEAICE DL
L

AR L

<HE>
T T =T — T DT —H

T T —e7 — 7 *ER 708612061 (2.8%) ICEWEHAMNREE L, 0
WARIZ FRISRT EEBY T, WINbEEEROART, BIERERLE
VIR A DN D RFTETER Ch o7,

FERMRAIL, =7 F—oT7 — 78N HOWVWTEMBLIAN, =7 F—aT —
FTERRT 5 & b A ERREMOBF TR oo T,

ST E 15 708

I F 3 BUE 20
RIVE B 23
BIVER R BUERFIE (%) 2.8

BIVEH OFEE BIVE B (%)

Pl B G % 5 (0.7%)
EDOH K - i 3 (0.4%)
HEIE RIS E 1 (0.1%)
AT A NI« BH L E LR 7 (1.0%)
B2 ¥ ZE e 4 (0.6%)
AT aA NEKEEE 1 (0.1%)
BT R 1 (0.1%)
R 1 (0.1%)

KT T —e7 — 71, 200655 H ITHRIF 1L L 7o TV D,

RIE S TN

<HE>

[VII.-8.-(2)25 B BIEIE S BUHE K OB R IR 52— B %

RIE S TN

REI LTV

RIE S TR

RIE S TR

26

W
"



X. EERRREERICEE 9 HIEE

X—1.  —HRZEEw0
e 'SV AON Y
L7 - ; H
FEHRIEH i Gl A
—RRIEAR *1
H ¥ E) &
. I8 A
PR R ] s ~ 100me/kg MR 48
W s
/] = %,ﬁ
RIR s.c. ks
PRI iv. 3 10mg/kg CHER
RAEAPRRN AT T | BRI R B e iv. % =3 10mg/kg CHER R
R Fiif HH R o M LS iv. 7w b 3x102mg/ml CH#E &%
PR, It DR
SHEHARPAZE (30 FDIH) 1oxt
I 5 RORE - PRI A X 3mg/kg TR
k=3 o+ o
BT T O - %@ ER(SEE SONIINEN
AR = 10 'mg/heart THEFEILAE 1)
RIETHE | SO invitro™ | ATy ||, TENCATT SRR
B (—iEtE)
- - 1mg/kg CTHIMEH
PR & s.c. 7 vk 1Omg/kg CHI
PR i NadE it & s.c. 7 v b 100mg/kg THEIN
Fii HH SUVE LR ) in vitro®* | E/VE v b | 102mg/mL T /)
SR KA T | iR O RGE R D & in vitro*? | T v b | 102mg/mL CUHEm ]
B i = FR R ) n vitro** | v k 3x102mg/mL CHE & )|
i TR 1= B U invitro®® | 7 v k 3x102mg/mL CHE 8
W A5 )~ > LA o S ]
{mmgéww* W i e s.c. < 100mg/kg 15 %
JIIRGY S R 4 B
I R E s [ R s.c. A 100mg/kg TG4
FRIAF in vitro®* | 7YX 10mg/mL G428
_ Jey TR E . .
= DA . IR 10mg/m1, C it F 228
RFEHOH R I [ iR AUES mg/m =

1 : Irwin® FIEIZHEL 2
%21 1% 7 7 BT I LKEIKR, EFEEEKD D WITEFBRIC THR

27




X—2. =i

(1) HEHEEMHERR

17,18)

2) REHRSSHERR

19,20)

1) ~7AKO7 > b : LDso

ICR%Z~ 7 A SD%Z v~ bk
(53 fi) (53 fi)

(n=73 10, Q 10) (n=73 8, 98)
A g >6,000 >17,200
BT g > 2,000 > 2,000

(BT : mg/kg)

2) B (=2 AHN:n=d2, 22)
Wil &7 7' v R 7 u B4 VEET ATV T 80me/kg D i K% 5- &
THERARFEERITRD 5o T,

1) 7 b (SDA5HEE : n=330, 930) 27 7 v K7 a4 e
A7 10.01, 0.04, 0.6mg/kg/day% 523 MR F#e5 (48[ [R5 H
M) Liz& Z A, 0.04mg/kg/daybh b 5 CHRERMMMS, BEN
HoNToTm, RKEREET0.01mg/keg/day TH 5 & HEE STz,

2) 4 X (BE—Z7 K :n=36, 96) & H\=12h H i@ mEiiRicEs
WTC, 77 K7 e s UEe A7 /10.04mg/kg/day Ll EDO#H-T
L ERBEEIN, IR RS, EAOZENIE ISR b,
0.01mg/kg/dayx G- lZB WV T HHEGHEEAIR, AREBSE, H+0
AR ST, FOEBITEL 77 =0 NS A= N e S
JVOIBVERIC S ZBbTH Y, BHA L ITEVEWL D TH-
Toe L2 o T, cKEREEI30.01mg/keg/day ThH D EHEE S
77

28



(3) HJEFHESMRR

@) zothniFks

-l‘i 25)

1) 7w b SRR R ORI A& 538 (BT~ #eh) 20

7k (SD%Gﬁiﬁ“) I (n=20) IZZBAT60H[H, M (n=20) 1222
ER4AMEEERTEE E T 7u R a4 v A7 2% 5
L7z, 0.01mg/kg/dayf 5 CTIIWTHOEELTRD DR T2h3,
0.08mg/kg/day 5 TIIMfE D (REHMPNEI D A D37 D BT,
0.6mg/kg/dayfx 5 Tld, AJHREICHZEIAONT | HATELRD S
NI o 1o, PR CEOHEMN A b, Lo T, MEEEE)
Wy ool RE foﬁ’éWﬁﬁ%ﬁ’éﬁibiO.Gmg/kg/day\ Fefrioxd o /R
R E130.08mg/kg/day . BLENY) O — ik FEME i i K I 2 | 3
0.08mg/kg/day. ME0.01mg/kg/day & %K LTz,

2) v FROUYF  RroREER R GRER (K Tikh) 2229
a. 7w ~ (SDR10#ME : n=30) |ZHHRTH B/ H11HMT 7'v K
Tav AU ATV ERELIZE A, MR TIX0.4mg/kg/day LA
k. #E(7T120.08mg/kg/dayLh E B RTINS,
10mg/kg/day CTHRHABSEIE 72 & QNI BOEEAE R 2 OME &7 A% 1E
MHLBNTe, LTehi-> T, BHRICKS 2 BRI B &
0.08mg/kg/day. KHAIZ-DOVTIZO. 08mg/kg/day§|€{% LEZ BN,
b. UHX (HAAGMEY VX : n=12) ([ZER6H B H13HMT 7'
Ko 7a e e A7 10.08mgkg/dayz &5 Lz & 2 A, Zibix
5T, 2mg/kg/day & U0.4mg/kg/day % 5- TR EFE/E R K& OV &7
FEHIER E B2 ONDBNBO LN, Lin- T, RANREERE
130.08mg/kg/day & & x L7,

3) Tv b BEMEORALMEGRR (R TG 2

Z v b~ (SDR10M#EE : n=25) ([ZHEAR1TH Hx6508:%21 A H % T26
~28HMT 7' v R et oo A7 V42 # 5 Lz, 0.6mg/kg/day
B 5 CIIRHMRICRE 2 B2 R T 6 OO AT E L RKE S 72 )
277,

0.01mg/kg/day &% 100.08mg/kg/day ¢ 5-CTix, FHAKR US4 T & b
%—fwu y)/;f N 71.0 L/f;. ﬁ) D T Ei‘j(ﬁ%%&iﬁi ilﬁKOOSmg/kg/day\
WAEARIZ DOV TIX0.6mg/kg/day & & 2 BT,

1) PR MR

EEy b (Hartley REEMEELE > b 1 n=5~10) %= HW\ T, fE#Ehe

MW7 F7 40 7% — (ASA) KOS HGRET T 74 7F% 2 —
(PCA) ISHBREAT TR, 77 v R a4 VB A7 VX

PR 2 R S 7o Tz,

2) FRH MR
ELEy b (HartleyRHEESPFELE Y | - n=12) #ANT, 77
B R0 A VT AT LT — 7 DI 2 1T 5 2%, R
VEMEIZEZRD b h o T,

3) FZRE AR

ENLEy b (HartleyZHEMEZ V— 2 F/AE > b :n=10) ZHN\T,
F7nu Rr7u bt Uige AT V7 — 7 OMaximization7 A b &{T o
7203, BAEMEIIRRD bnZe o Tz,

29



X —10.

X —11.

X—12.

X —13.

X. W EDFEZEFICEHT HIEH

BAHAR XX E R
R

frik - REEH

EFIRFZ O EDEE
=R

AERSM

EREEEAE

L& - MAKEER
BRUEAZRES

RMELEREFAB

%hee-2hREM. A
% - AEZEEENE
DERABRUVEZEDA

ol

7
BEEMR. Bl
HBRARFABRD
ZOAE

BEEHM

RS DRAIE

BN - 360 H

FEIRRAF

ARV

M L

(7.5cm*10cm) %50

Fl—3E . =7 59—l B0.8%., =7 F—e7 U —20.3%,
T T7—er— a3 0.3%

K HEBEREZRXAZY . T RaexalF R,
Ity /) uarrE =R

A<HH

RIERERAEH B : 200842 H 280 (ARFEAZEEIZ L D)

FAENFE + 22000AMX00248000

HERGEA : =7 T —e/ 7 AX —AKFEAH : 20014E3H 15H

200846 H20H (BRBAELTIZL D)

BRGE4 : =2 T —e7 7 AKX —3AMINEHFEA H : 20014E7H6H
RmFEIME THEA B 200993 A 31H

BN OANA

A L

ARV
<HE>

T T —eT —*
: 1992453 H 27H ~199843 H 26 B (64EfH])
KT T—e7 — 1. 200655 A G L 7e > TV D,

A LR

30



X —14.

X —15.

[EAEFE & Rl
INEEELHI—F

RIR#GT LEDEE

264672952035

AR ANA

31



XI-1.

XI-2.

51 RCHk

£ D DSE Tk

SR

1) AEHEEIE 122 BRRESE 1989; 5(9): 1947-66.

2) AFEEEIE 1 X BFRESE 1989; 5(10): 2177-85.

3) NOEHIERANE B =7 T —eT — 7 IKGREEEAME K, Deprodone
propinate® A7 — 7 #l (DPT) O E iR TICREd 2 kg
B,

4) WU 1R 19855 67(10): 1935-40.

5) FEHU/Z: Therapeutic Research 1986; 5(6): 955-61.

6) JOEBISRMH NG R =7 T —e 7 T A X —20pglecm2K R REAM S
fdtw N & %1% & L7-Deprodone propinate 7 7 A ¥ — & [ J& Ifi /& I
fskBR.

) AR (E0 HaAE L ERR 1989; 23(15): 5777-81.

8) S NBLEEMNE R, =7 T —o7 T A X —20ug/cm2K R EEAT & K,
SREER B4 5 &k

9) REFLESE 1T LA L ERER 1989; 23(15): 5735-43.

10) 2 HEEA-NE £ Deprodone propionate7 —7 (DP-TN) @ Ifi.
IR,

11) ANREEAANE R, =7 T —eT7 — 7 KRR & £, Deprodone
propinate” — 7 FI D NIZF51T 58RI BE T 2 fat.

12) 9%@?&&“6iﬁ>3§§@§515%ﬁi1989§23(15)35745'68.

13) AEBEEANE R =7 7 —e#kE0.3%,7 U — 20.83%,7— 3 »

0.3%7& R EL{f & #t, Deprodone propionate® Ji H 412 B4
2% k.

14) JOEBREEANE R =7 7 —ellB0.3%,7 U — 20.83%,2—3 3
0.3%7& B FF A& kL, Deprodone propionatefXi#4(6 5 -OHDP) »
FEHEH.

15) OGBSI PR, B 2 5 5 4 O 5 B o0 Bl A5 (2 B3 2 ARG B
3 EIE RS BUR AR N ER.

16) JOLBEEALNE R, =7 T —e#kE0.3%,7 U — 20.83%,72— 3 »
0.3%7& FREF LM E #F, Deprodone propionate® — %3 /EH .

17) ASERERAENE R =7 T —efE0.3%,7 U — 20.8%,2— 3 >
0.3% & FR LI B, Deprodone propionate® 7 > k « =17 AT
BUOREO, B THRGICEDaMkmERR.

18) ARG R =7 T —efE0.83%,7 U — 20.8%,2— 3 >
0.3% 7 FREEEEAI & B, Deprodone propionate® ¥ /LiZE1} B K
M kg (AP HaRER) .

19) ANRERAENE R =7 T —eflE0.83%,7 U — AO%@H—VE/
0.3% & R B & B, Deprodone propionate® 7 » MIFiF 552
T MR T G- e 5 L OV [ 148 1 Ak

20) ANEHSEEANER =7 7 —efilE0.3%,7 Y —20.3%,2— 3

0.3%7& R EL{f & #t, Deprodone propionate® A X & W= T
#XL%‘ J:6127Uﬂ le\iﬂil\ uit%ﬁi\)ct()\lﬁﬂ Efg‘jﬁt%ﬁ

21) DMK 132> FEE & HEEE 1990; 24(6): 3043-54.

22) DM 1F 2> FEE & EE 1990; 24(6): 3055-76.

23) PHEEME A 1F 2> FEE & R 1990; 24(6): 3077-84.

24) JOEBRIERANE R =7 7 —elE0.3%,7 U —50.83%,2—3 3
0.3% A FRIFFEHE £, Deprodone propionate® 7 v MMIE1S 5 A
PEMAFS K ORI R T e 53k,

25) 1 BERE] 1F 0 JLEE & ERER 1989; 23(15): 5649-59.

MM ER e L

32



XI-3.

XERFER e R U LY
BhHEL

MRS S B RARHRE

T 135-6008  HULABVL X E YN =T H 373 %

TEL. 0120-381332

FAX.(03)5293-1723

ZAFER],9:00—17:50 (LR - LA - SR H ZBR<)

ERBERE AT AR — LR —
httpsi//www.hisamitsu-pharm.jp/product/

33



XI. Z2&H#

XI-1. FHNAETORFTK | =7 T —e7 7 A X —20uglem2IFE TIHFETE L TR,
B

34



XI. &

XII-1. ZDmoOEEEM R L

35



@ A REEHN S5

000000000000



	表紙
	目 次
	Ⅰ．概要に関する項目
	Ⅱ．名称に関する項目
	Ⅲ．有効成分に関する項目
	Ⅳ．製剤に関する項目
	Ⅴ．治療に関する項目
	Ⅵ．薬効薬理に関する項目
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性（使用上の注意等）に関する項目
	Ⅸ．非臨床試験に関する項目
	Ⅹ．取扱い上の注意等に関する項目
	ⅩⅠ．文献
	ⅩⅡ．参考資料
	ⅩⅢ．備考

