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(1) 4
URAYZ A 8B 0.3%
VDRAY T A 57 V—503%
VA7 Ao — 32 03%

(2) *4
LIDOMEX kowa Ointment 0.3%
LIDOMEX xowa Cream 0.3%
LIDOMEX kowa Lotion 0.3%

(3) BFDHERK
BRiz7a L

2. —f&4

(1) & (&4iE)
7L R=v o o EHERT AT )VEE T A7 L (JAN)

(2) #%& (4%
Prednisolone Valerate Acetate (JAN)

(3) ATL

prednisone and prednisolone derivatives (7' K=Y KON L K= 1 V#FHEIK) : pred

3. BEXAXITRHERK
CH20COCH3
|
HsC §°
HO 7 L-00CCHCH2CHACH3
' ||j/
H

4. HFRARUOHDF=E
7712 CasHzg07
1B 486.60

5. {LFH (%% XIEEXE

11B,170,21-Trihydroxy-1,4-pregnadiene-3,20-dione 21-acetate 17-valerate
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HEE DRGSO AR T, IZBWIERWN,

(2) AR
TR IT1A-TAFT AT OT L, AX =T X ) —)L (99.5) [T TR0
<, VEFNANZ—TFTIIEIFIZ K AKRXUIAFH AA2iF & A EET 0,

(3) WiEtE
REER e L

4) fm (PER). BR. BER
#186°C  (43fi#)

(5) BRIREARREE L
AR L

(6) DERE
REER e L

(7) FDthE4LREE
FEYHE [a] o @ +30~+35°
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BB L
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1. FIR

(1)

(2)

(3)

(4)

JEAY IR 591)—1403%

JRAYHR_oA—23203%

(5)

(1)

(2)

pH : 4.0~5.0
Z Dith
BARSAYA
2. HHEIOHERK
AES GEMRS) OE=RkUEHmE
Eﬁi% U]\\‘%‘772:1~'7 UF%‘Y&X:~7 U }‘)( ‘)7;{:~17
- HE 0.3% 27— A 0.3% o—3 32 03%
R lgh 7L F=Y 1 o HEfET 2T LFET 27 L 3mg
INTFRVBEEFBATF IV, RXIFFVZEBER 7oL, AUt v
WEN T 7 4 v BB 7 0, BX )=, AT T IVAT )La—
v, R AT Lok~ Tl 50, RYU YR —
wom Al k60, =5 FEE Na/Kfn¥), 7 = Ee/KFfnd. /KEE(L Na
EFEI)ATTYVUVBBIIALEZ | IALRFIE= LAY =
N —., YN EHX AT
A BT ATV
EREFDERE
BN
Bne

(3)

iz D X H
U RAY 7 A, 88 0.3%

YRAY T Aoy 7 V—2503%
URAY I A, ou—33203% :

: THABPERCE A
co/w T ) — KA

FAME R — 3 Al

REID S E B UK
—— JURAY T AL, URAYZ AL, URAYZ AL,
- R 0.3% 7 — 1 0.3% n—3 3 03%
m i HEeOMEEHRER Th|ARD ow M7 ) —AFKT|HROALFIM e — 3 VF|
B H D T b,
#Ala—F
AR
S| D1

pH : Abh 1g (2K OmL ZfN A, FLIIR & 72 % £ TE S &R pH Z2/ET 5, TOfHIT
4.0~50 TH D,

BN
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gk L

. RADERRFHTICET2RER

(0]

JEAYYI R _o8E 0.3%

R TRAFSRAE TrRAF IR RAFIZHE i R
Ege et £l 44 %Z::tz;% Eig
EWRFRAB | 25C. 60%RH 4 4 %ZZ:tz;% EE?
TNEERER 40°C. 75%RH 6#H gzz:ti;% Eiz

MBI E ¢ PEIR, HERRRUR, B

JRAYD R 59 1)—103%

Fram Wl | e g — P
N — LA

e =i 4
Rz = E FU T L A

AHEREE - MR, pH, B &

1) kA “J7Z:._9EI—°/EI > 0.3%

R (EE= S PrAT 2 FH] RAFETE (RS
T2t EiR 4 4 R TF LR KN
R 40°C, 75%RH 6 % A R =F U o BamtilksE Hiks N

MERIEE ¢ MEIR, pH. MEFRMERT, A&
N ERBR D T2 FE M L7

URAYZ AL o808 03% 27 U —2503% 72— 3 2 0.3%0AERAE T ORTFIE L= IBIFATE.
M4 EThsd, ((XEHOEBEICETIHEE ] 21)
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(2) B

(J FA YD R _o8E 0.3%)
TIVIF 2—7 : 5gxX10, 5gx50, 10gXx10
7T AF v 7 R - 100g, 500g

(W RAYD X359 1)—L403%)
T F a—7 : 5gX10, 5gX50, 10gX10
75 AF 7 55 - 100g. 600g

(WFAYOUR_sB—23203%)
7T AF v 7R 10gX 10, 10gX 50, 15gX 10

(3) FEBEE
PPN

(4) BHROME

) RA YD R _8E 0.3%

par Fa—7 Fyv7
5g T —ZARF Y
- RYxF L
10g RS PE = — R ’
100g . o
RYxTFLo - RYFreLy
500¢g

JDEAY DR 591)—103%

B Fa—7 Fyo/ A Y
5g T —mRFY
- RY)xzFL v -
10g AN =2 — - ’
100g . o RY AFo—)L
Ry z=F L - AN R =1 gl POV -
600g RYxzF L
JREAYYR_,A—2 32 03%
gt Hfe R
10
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1. hEEXIEFHE
P - REXE ETHIEEARE. EA—IILBEZEST). EPH BT LAKS. X077
JILRZEEL), HESh, 28, EFREAE

2. PEXITHRICEAET HIE

5MEERIFHRICEET HEE

R A AL S WIE « RERIIIEA L2 L 2FRIE 528, R a BRI 2 L8R
HHHEIIE, Do UMY iiER (M) . PTEEANC L DIBREZIT 52, L2
noHEDOHHEBERT L &,

(fif )
1989 4 9 A 5 HHEAB G REBMIEFRE 769 51255 (FRARS ),

3. RERUVAE

(1) AERUAEOM@ES
W I~ R BT . e, SERIC R VMR 5. ETo, SERIC LY
BEHEETTS .

(2) RERUVRAEDRERE - RN
1 AR R A, R, FREAEFIS CTEERDOND Z L 2R L, itk
O EEZRE LT,

4. BERVAZICEAEYT SR
REIH TR

5. BRERAE

(1) BRERT—2/1\vir—o
M LA

(2) ERPREFEBR

Q@) FAYY R _EE 03%DKEEH. #il. EMOENRICET 5 - E5HRILEHAR

(KRB ER)

[xF %]

fEEER N B 16 44
[ERER 7 14]

THERIEICTY RA v 7 AL #RE 0.3%XTHE LA Z 1[5 100mg, 1 B 2 BIFAT9 Bk
OVFH 9 RF (VPR 9 Re~/F1% 9 IRy - BLMIERAT . /P 9 Rp~/FA11 9 I « i E1E) 6 M. A4 A
JEANZANH LT,

JRFTHIREIVE R % 53 % 72 12 Harpenden skinfold caliper |2 1 ¥ f2J& 08 S 23 [EE S % £ THlE
T 5L L GBI EEN, W, BMLETES ORISR AN AR THRZR L, 3B (B, &
e, EBH) CEME L 7=,

Ofs 2R

U RRAY 7 AL 88 0.3%% N LT TIEEIE OE S ORD 03580 B vz, FEFISNVHENIC
L DIE S OB E LN b T TH o7z,

6 I OFFHARI R T, RS 21T 62.5% (10 f511/16 f31]) . IALI% 68.8% (11 /16 1) . A
EPRERIT 43.8% (7 Bl/16 B) 1ZFRD BT,
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REDESDHR
-
e | J X X7 Z0-78KE 0.3%
(mm)
%:p<0.05
23 *%:p<0.01 ##:p<0.01
#%%1p<0.001 ###:p<0.001
22 & (0BEDLEER)  (EFIEDLEE)
L Ak WBEHE : Paired t12TE
21} mean=S.E.
54
& 20}
()]
E
x 19}
1.8}
sesksk
1.7}
S B BB A
16}
BE HEE BEE BHEE HE HEE
B o 2 3 4 5 6 7 8 9 10
(RELWERD)
SNARTEHICETIEEER. Bil. EMLENROEE
B & T L A ER LS e g
. U RRA YT AL o4 0.3% 6 7 3 16
PR FA 16 0 0 16
. U RRA w7 AL o8& 0.3% 5 9 2 16
FHAL o 16 0 0 16
U RAY 7 ZL_oi#fE 0.3% 9 4 3 16
Y poren
A 55 PL R o 16 0 0 16
%R

Q@) KAV R _HE 03%NEHMNEZEDKE (FRA) ?

[REBRT A ]

CHEERIE

BRI 3

PR S MERCRE R« A5 6~9 B
[FlBR 5 1% ]

SARAERA] U KA w7 AL o #E 0.3% (PVA)

X 0.1%E RueavF Y Vg 270 (HB)

SR 1 B 10g X% 30g, 3~7 HEHETo 5 A, #EF 2 EEEAA (1~2 A H KX 8~10
H B 13455 o0 Fa il 2 Bl e )

MmAE = LT — VAl R I EERERS: OV E A 1, 3, 4, 6, 8, 11 HEHDOF 6 EHIE L., 1A
FERIR DO RETT OB 25512, SRUGEE % 6 B ( B, B L <R e DR O
e, A, HEE) THMMm

OfE 3]

Mg 2 VT — AT IEE X L PVALOg #5C 6 HH, 8 HEICARIZIETL (p<0.05, t#
iE). 6 HHTPVALOg BRI~ HB10g BE CHEICIK T L7z (p<0.05, t fxE), PVA30g B THIH]
Bkt L4HHE, 6 HA, 8 HHICAEIIE T L (p<0.05, tHE), miE=a/LF V' — LK Fix
—IEMETH o 72, R MAFEEERE, MFEEIZOWTIIARREEIXA Lo T, JRrERIEA

AIEF TR O HILT, SR EE X PVA & HB THEZEIZZR ) > 7= (Mann-Whitney U #7E) ,
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SR 1 H 5g & 2~3 [BlZ3T T, 2~6 HHE TO 5 HIM, &3AZ2BEMiEeE (1 3B EY
7T~8 H BT FEA D FLH & g
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BRI ST - Ok TR 1 I EpRE, 770 1 s EeAm, 3 mEks

i @ikt LT 1 A 2, 3 [EEiBE, 3 EMES

@Zxt LT 1 H 2, 3RIEMBE 1#EES

B H Z & ISTRIERT & LR U 7o S UGEE A 6 BeBE (R, L <R, R0

P, ORI, AL, HYEE) CRHE

PREBBI DR EEICH VT PVA & HB fICAERZITRD bNRno oy, KIg

gt ATRICEBWTHF S, BRI L OE&Z CPVAR HB LY, S CHB W PVA LV A E
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T 25,
18 WLl ko arFaxTas FEIESEANRERS SNDAREMO H 5 Fik Bl
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SNHEE 1 H 2~3 [F MR
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V. ARICEYT S1RE

A
R ERYGERE BT 2HE (R0 E) 1X87.5% Th -7,
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(5) BE - REHHR
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SHRIBRAE B & P U7z kB 2 6 Bel (T, & L SHRIR, Dh7e DR, o0mei,
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PP S EEHREITZRD SR o T, BIVERIE 2/67 B (3.0%) THED B, WTFNHED
IRTHY., Hb 1 FNTEEZFIE L, g LF Y — U3 A RT#% THIE LS
72 21 Bl OV CERFIREZ R L7ERNITRE O bd, AFIOFEI L EEX LR
DGR EEO REILZD /e o7,

(6) JaEfER

1) FEARERE (—RERAKERE. BEERARERE. FRARBELERAE). BERTERT—42
R—RAE. WERFTERERABRONE
Q@) FAYI R BB 03%., V') —L03%KRUVO— 3 03%NDFEAKERE
il AR TR (1982 4E 6 H 15 H~1988 45 6 A 14 H) (238 T 12,393 FINMUE S, #EDF|
e B ST ERIE 2 B < NARIE, #E 8,028 i, 7 U — A 3,182 %1, m—3 32 1,087 Bl CTH
ST, AIMEIZOWTIXIAHAT & i LT E) T35 L <) Tiepe) [Ooom) T2 [
b @ 6 BEPETHIE S, AEMWEHIERES] 12,070 #lOEBRIAG R @R E) 1. UTodk
DThHY ., HHAEERT COFMERMER SN,
9% - g% 89.0% (9,859/11,081 1)

FES 83.0% (312/376 1)
hE&Eh 92.8% (272/293 1)
W 62.7% (153/244 1)

S i R E 72.4% (55/76 )

2) RBEHELTEBPENNERIEERE LFE - RBROME
LR
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E RN S ERR RS
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3 L 88.5% (162/183 f4) 88.8% (79/89 f4) —
B IR E 80.0% (24/30 f3) 77.8% (21/27 5i)) —
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O£ EMNEA (BHETRE) @ SFMIER (RIEERFRS)
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VI. EYEEE(CB9 5IEH
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(3) rhsi
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(4) BS - ffRARXOEE
E R L

2. EYRERP/NSA—4

OF LivF
BB L

(2) RIRERE TR
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(3) HEEEEH
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(5) HEEHE
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6) EDith
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(2) NS A—ZLEEHER
M ER e L

4 . RN
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5. o
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LR L
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REER e L
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VI. EMBREICET HEE

(6) MIFERMESE

6.

ke L

5t

(1) FRHERAL R OB

OEHEIEHOMmMAREY (v k)

W DL 2 FEE 7= SD RMEMET » b 12 JEIC 0.3%[PH] 7 L R =Y 1 v & HfE = A 7 )Lk
fe 27 LERE (0.42mCi/g) 160mg Z B EHEIC L 0 A L, mﬁ¢(28mm\wﬁ&0%$
MO LRSI oW T, B o~ 7T 7 40— ROESHEORIEIC L 0 HE 05
wmARH L,

MAFHREILITRDO LBV THY . RE(EOT L F=yn U HFEBE AT VEET 2T )L
XFZ & A ERE ST, RO BEHEEIZEA% 2 R CREMEZR L, EREWIX. 7L
F=vnmy, L R=yr Uy EEBZATIVRRZD 6B KB THY , KEEHRE L & HIcy
v R ARSI LT,

MmAE, REOMEAFORKREORERLRLY, Ty MBI L7 L R=yr U HEET X
TOVHEE = A 7 VORI X, TR X 51 2T VDMK R, 6B AL DKER{E I O 20 77
IVIR=VDIRITETHDH T EDNREE I NT-,

0.3%[*HIPVA 5% 0O miEh REY (Tv b, & n=4)

e FAHEME (%)

2hr 8hr 24hr

R G IR 85.9 82.7 66.9
PV 12.96 9.68 3.76
6p-OH-PV 5.33 5.59 1.99

p 25.99 19.63 9.79
6p-OH-P 1.89 1.54 0.97
20-H,-P 2.14 3.24 1.89
6p-OH-20-H,-P 0.50 1.36 3.97
Zoft [FERHY (6 WE) 7.82 9.55 3.86
Z Ofth KEERHD 29.29 32.12 40.67
V= S URE NV 4.0 58 18.3
RIAIE DA 10.1 11.5 14.8
Total radioactivity (nCi/mL plasma) 15.15 7.04 2.57

PV: 7L F=vr EEBET AT L
P :7LRF=vyn»
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glu. - — — glu.
0 0

OH

20-H,—P 68-OH-20-H,~P
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(3) MEEENROHBERVTOHE
ek L

(4) KREDOFHEOEERVFESLL, FELE
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DERTE L7 B IE S RS K& OME B g 2 RIBE L 72485 5O (S8 B E IS THERE R R G- L, IR
e FEFP O RERRE 2 HIE LT,
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1. BEHEABRELEZTDER
RESN TN
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2R (ROBHEIZIFEELAEWNI &)

21 M - B - A RA~—F « U A LA RERYYE N OB R R (E. U D A%)
RS N (RGP SEa AW Y. ST

2.2 RFN DRIk LIBBUE OBEERED & % B

2.3 HIRIZHE LD & DB FER [N OB OERIE K NEROBZNRH 5, ]

2418 (R—F = v MEIEERLS) . B2 EHREERU EORME - i [RZEOFANH S, 18
N EBIET HBENDRH D,

(fif )
1989 4 9 A 5 HHEAB G REBMIEFRE 769 51255 (FRARS R ),

3. MEEXIIHRICEET HER L TDEH
VIR 2 A 2RI 2L,

4. AERUVAZICEET 5FE L ZTDER
BRE I N TR

5. EELEARNITELZNDER

SEEREAMIEE

8.1 REIIREMICO= 2R O%EEE (ODT) FEOMHICEY | RIFKREAT 1A RElEZ4
FHRG L2568 ERRRIERR S bbb Z b b, [9.5, 9.7, 9.8, 11.1.1 ]

8.2 ARFNOMH I L VIR DOUGENR B BN WG E XITEROEL Z 2555 1XMEA 2 1325
Z &,

(fiFs)
8.1 1989 4F 9 A 5 HAEAER IS /R BIIEIE 769 5125 < (FHEARI M),
8.2 1998 4 11 H H FkzZTIc L 5,

6. RENDERERI LBHICHT IR

(1) BHHE - BERFOHHEE
BRE I N TR

(2) BHEEEERE
BRIE STV

(3) FTHREfEERE
BRIE STV

(4) EJEREZ AT 5F
BRE I TR

(5) bEsm

9.5 1T
I b AT EER L CW D RTEETED & 5 ZcPhicid, RE I ERNCO - 2 INFH O 2 #E T 5 Z
L. (8.1 &)

20



VI. ®2t (FRALOXES) ICET5ER
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(1) IMNRZF
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- KREMHIEENE (ODT) (38T 5 2 &, BEMELZXZTB8EWAHD, £7-. B
LOIIBENE L RREODIERA N H LD THEETSH Z &, [8.1 ]

(fifn)
1989 42 9 H 5 HATEAL KPS R @ mIEIEE 769 S12 &S5 < (FAFRAR R,

(8) EWE

9.8 ShE
KEXIIEMICOE-AIREEOHERAZRET 52 &, —RICAFBENMETL TS, [8.1 &
iy

(figan)
1998 4 11 H H EUGETIC L 5,

7. HHE%ER
(1) BtREZEZ L ZTDIER
BRE I N TR

(2) FFAXELTDER

BRIE STV

8. ElEH

(1

~

1.8l
WOEWERNRH LoD Z ENHDHDT, BIELEH5ITITV, RENPRO LN GE A
ZHIET 57 EEO) i EEIT Y 2L,

EXGEIER & MHER

1.1 EXGEMER
MATRETTE. HKRE. BAE (WL HEEAR)

AR R JE A~ B LTl IRIETCHE, BENFE, ANEZEZ T2 03H 5, KREXITEY
b= DR, HEE (ODT) 12k, BNE, ANESRS 5bnd 2 ERH 5,
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ii) Open field % ~ A (10~20) 50, 100mg/kg (FZTF) EH7Z2 L
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10 g/mL C [ Bhigdh 2 8% & Pl
ER7e L

YER 7 L
fEF 72 L

fEF 72 L
YER 7 L

B RITK DR

1) fiHoE
2) PR, ME, OER

EEy MEHLE
A X (3)

1,3, 10mg/kg (#73)

105g/mL /U0t fE a0
YER 7 L

2) MR 5 R

HEVEZ v b (3)

30, 100mg/kg (2 F)

Do VER
1) BHIBE R ER
i) BAMEM HeEZ > b (10) 5,10, 20, 50mg/kg (B2 T) |20mg/kg LA bl B oo Ee i s
i) TAEY UEBEBAY |HEET > b 5,20mg/kg (FF) ER7e L
A b L AVE
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ap|
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A* (2019 411 *ok
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2% PO
A —A N7 U7 D535 . (An Australian categorisation of risk of drug use in pregnancy)
A : Drugs which have been taken by a large number of pregnant women and women of childbearing age
without any proven increase in the frequency of malformations or other direct or indirect harmful effects
on the fetus having been observed.
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