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(on) | 23~24C 100 106.12 105.42
40°C 100 104.22 113.42

a: IRAFHIM T & 2 WVIRRABRRRHII W TR ORI L Y BT EE R & < 22 22580 bz

fR1E : 7T AF v
*1: 0 &7 L
%2

*3:

B in CORGAR) o

O kL. A FADMN, X SpHE
WIMEI T D587 (%) TR, WiEik ; HPLC




e

PRAF

1

1

AN |
B & 54 4 HH pan (7 A %) (ft st H#1)
BRAA R 0.5 % A 1 %A
5C @) @)
%1
?@i}g) 23~24°C | o f‘oigiﬁx O O
40°C @) @)
. 5C O O O
y‘i\éﬂlxz [o)
23~24°C @) @) @)
1:;/(5’1:1/7 PN (Fm) 40°C o o o
(AL 5C 7.45 7.49 7.56
pH 23~24°C 7.45 7.59 7.59
40°C 7.45 7.70 7.66
P 5C 100 101.9 100.9
E'(f) 23~24°C 100 102.7 104.5
’ 40°C 100 103.0 105.0
. 5C @) @)
%1
?@%ﬁ) 23~24C | 4 %i%?’:ﬁi O O
40°C @) @)
5°C @) @) @)
%é %2 .
sapayyn | G | 2AC o N o
WE 10% 42
(RLAIE) 5°C O 8.14 7.54 7.41
pH 23~24°C 8.14 7.54 7.61
40°C 8.14 8.24 8.11
%3 5C 100 101.2 103.9
E(f) 23~24°C 100 104.4 103.9
° 40°C 100 102.5 99.6
5C @) @)
%1
?@i}a) 23~24°C | o f‘oigiﬁx O O
40°C @) o)
. 5C @) @) @)
y‘i\éﬂlxz [o)
23~24°C @) @) @)
roFFra—y | (FHE) o
7 U—120% 4(1 < S S S
(LFIME) 5C 6.58 6.47 6.56
pH 23~24°C 6.58 6.58 6.58
40°C 6.58 6.51 6.76
s 5C 100 100.1 100.1
=
%) 23~24°C 100 103.7 103.3
¢ 40°C 100 99.1 101.0

*1: 0 Zfele L

%2: 0O b7 L. X Bt

*3 : AIMEIC R 2747 (%) TFoR, #lEE ; HPLC




. 1 1
s 7 {717
B & A4 T pan (7 Rx %) (f s+ A
BRAA R 0.5 % A 1 %A
5C
AN 23~24°C HEn 8 8
= NN A
() 40°C A RELE R o o
2 5C O O 0
23~24°C O O O
C e
(1)5-37; KA K7 N (FFm) 40°C 0O % %
(ZLAIME) 5C 7.92 8.05 8.03
pH 23~24°C 7.92 8.19 7.96
40°C 7.92 8.06 8.17
P 5C 100 101.4 96.9
%) 23~24°C 100 101.1 101.8
40°C 100 100.4 98.8
5C O )
k1
?@i}ﬁ) 23~24C %‘%Bii?ﬁﬁx O O
40°C o O
5C 0 O O
shgE*2 o
23~24
EARALRYT R Fm) | 282HC ° - -
T 0.3% 40€
(SLAIME) 5C 6.54 6.47 6.73
pH 23~24°C 6.54 6.48 6.68
40°C 6.54 6.72 6.46
P 5C 100 105.0 98.9
%) 23~24°C 100 106.9 100.3
40°C 100 104.8 105.1
5C
B | o o | BEACTED 8 8
(&) L0C BB o 5
5°C O @) X
*2
ﬁgﬁn 23~24°C @) O O
KBTI W 5% 40°C O O O
(k) 5C 6.06 6.62 6.42
pH 23~24°C 6.06 6.37 6.77
40°C 6.06 6.48 6.45
P 5C 100 98.8 95.7
%) 23~24°C 100 97.1 90.2
40°C 100 93.3 88.3

*1: 0 Zfele L

%2: O Bb7e L., X 4yHf
%3 PIHMEICKTT 2R (%) TFR, JIEE ; HPLC




e

RAF

1

1

PAN:
B A S A4 T pan (7R H) (L5t FA)
BH G 0.5 % A 1 % H
5C
BB | o | BEACHED 8 8
(€. 38) o 1B B i e A 5 5
. 5C O O @)
y‘{\éﬁlxz [o)
23~24 o) o) @)
10% YU FfigT & (Fm) 8 o ¢ 0) 0) 0)
D AR 40€
(i) 5C 2.32 2.30 2.42
pH 23~24°C 2.32 2.25 2.41
40°C 2.32 2.26 2.40
P 5C 100 97.6 101.2
4 B 0,
(%) 23~24°C 100 98.6 99.2
40°C 100 93.2 94.1
. 5°C
MR | oo | BEACEED 8 8
B 8D 7 e A
(&4 3H) 40°C f el o o
5C O X X
s *2 o
) " 23~24°C o) ) @)
7 — LRE (Fim) 10°C 3 o o
5%
(i) 5°C 6.17 6.90 6.69
pH 23~24°C 6.17 6.68 6.71
40°C 6.17 6.69 6.70
3 5C 100 97.3 98.5
4 B 0,
(%) 23~24°C 100 93.5 93.2
40°C 100 90.4 92.8
. 5°C
MR | o | BEACEED 8 8
(ta38) O 1B B i e A ot o
5C @) @) X
shE2
. " 23~24°C o) A A
;3/0//1/ W 7 RE (Fim) 40°C o o o
(o]
(i) 5°C 3.40 3.54 3.54
pH 23~24°C 3.40 3.65 4.10
40°C 3.40 3.71 4.14
P 5C 100 101.0 101.5
&t
(%) 23~24°C 100 100.5 95.4
40°C 100 99.5 95.4

*1: 0 k7L

*2: 0 Bk L, A FAMNMHEL, X SrEE
* 3 FIHMEIC R 27 (%) TR, WEE ; HPLC




. 1 1
s W {747
B & A4 T pan (7 A %) (f st A
BRAARE 0.5 » A 1 %A
5C o) @)
%1 7
?ﬁi}a) 23~24°C iﬁgiiiw ~ HEE
40°C EAERE) FAERe
. 5C @) @) @)
*2
fi%m 23~24°C O O @)
EXY2 < i 40°C O O o
(FLAIME) 5C 7.74 7.75 7.21
pH 23~24°C 7.74 7.57 7.28
40°C 7.74 7.80 8.00
P 5C 100 98.5 101.5
(o) 23~24°C 100 103.9 103.6
40°C 100 96.4 88.3
. 5C @) @)
%1
?@%ﬁ) 23~24°C | e i%iﬁi © ©
40°C O @)
5C O O O
s *2 o
23~24°C O @) @)
L2 & a—y | (Fm) O
20— 1% 40OC o ©) ©)
(LI 5°C O 7.94 7.76 7.32
pH 23~24°C 7.94 7.68 7.20
40°C 7.94 7.82 7.66
P 5C 100 110.72 108.02
(o) 23~24°C 100 106.02 106.12
40°C 100 100.12 97.7a
. 5C O @)
%1
?@%ﬁ) 23~24°C | gy i%iﬁi © ©
40°C O @)
5C O O O
%é %2 .
ot Ty Ay — | Gem) | 24C 8 S S
2 10% 10C
BLAIE) 5°C O 8.04 7.83 7.62
pH 23~24°C 8.04 7.86 7.73
40°C 8.04 8.07 8.03
s 5C 100 99.1 98.5
E?j%) 23~24°C 100 102.5 98.0
’ 40°C 100 110.72 109.92

a : BRAFHIRIF & 2 WITR AR IV TR OZEIIZ L0 BT EEENE < 72 2R bl
(BRT7 . 7T RATF v I KIEETORIR)
*1: 0 &b L
*2: O b7z L, X i
* 3 MIHMEIC T 2578 (%) THRARA. WEE ; HPLC



. 1 1
A e PRAF
B AL, wn | e (FAAZ) (D
BH AR 0.5 » A 1 %A
AN 23i§4°c HEO 8 8
W B R E IR
(a3) 40°C H & 0O 0O
5C O o O
k2
?%%ﬁ) 23~24°C O 0 0
P —HE 0.5% 40°C O A A
(FLAIE) 5C 7.58 7.90 7.91
pH 23~24°C 7.58 7.93 7.99
40°C 7.58 8.08 8.13
- 5C 100 102.4 99.8
(o) | 23~24C 100 103.3 102.7
’ 40°C 100 100.2 92.9
5C
R | o | BEAvBED 8 8
TN SN
(a3) 40°C H Pl O O
5C ®) @) X
S1i*2 o
N 23~24°C O O 0
?77/1/77%(% €3] 20°C o 5 o
uglg -
G ) 5C 6.21 6.48 6.48
pH 23~24°C 6.21 6.46 6.50
40°C 6.21 6.55 6.38
P 5C 100 99.6 100.5
(o | 23~24C 100 100.9 94.1
40°C 100 96.3 89.3

%1: 0 &bl

%2: O bR L., A FARH, X A

%3 PIHMEICKTT 2R (%) TFoR, JIERE ; HPLC
KN OWRFEA T 2019 4 12 AR COEALRM CEESRE L LT,
R L ISR OB T IR EHERT D 2 L,



KXV—8 JILA5YH

)—LEttastAFE DESEL

e wE | e ! ! ! 2
B A S A4 T pan (7 Rx %) (ft st H#1) (7 A %) (flst H D
BHMGARE 105 » H1 1 % A BRLAEHE 105 » A1 1 % A
5C . - — . - -
Sl g 1 . FEAE FEAE
(& 3) 23~24C HED O O HED o o
40°C VAN o O VAN @) @)
5C - - - - - -
k1
?%éﬁ) 93~94C | © o o o o o
RV R R 40°C o o O o o o
Girrte) 5C - - — - - -
pH 23~24°C | 5.02 4.83 5.91 5.83 5.26 6.00
40°C 5.02 4.76 5.85 5.83 5.21 5.91
a2 5C N - . N g -
o) 23~24°C | 99.8 100.4 105.5 93.9 101.0 103.4
¢ 40°C 99.8 103.2 106.5 93.9 105.2 104.4
5C - -
k1
?égﬂ) 23~24°C | HEO O O
i soc |777H1 O O
5C - - -
k1
. sl 23~24C O O O
ﬁ7k7 J— A ’V:y:l (%ﬁ) o 0O 0O @)
= 40°C
GFLANE) 5C - - -
pH 23~24°C | 4.71 4.66 5.21
40°C 4.71 4.52 5.13
5C - — —
Pa= )
E'(f) 23~24°C | 100.4 101.7 100.7
? 40°C 100.4 101.7 105.5
5C - - - -
%EE‘*I 923~924°C HED O O HED O O
(a8) wc |2V o o |zv—21 o o
5C - - - - - -
aha L
23~24°C O O O O O O
:'ljo(lj;/\_}l/ﬁ J—XA (i) 40°C O 0O 0O 0O e e
(o}
(LA 5C - - - - - -
pH 23~24°C | 5.19 5.15 5.24 5.18 5.15 5.20
40°C 5.19 5.32 5.65 5.18 5.30 5.49
a2 5C N N . _ N g
o) 23~24°C | 98.8 98.9 101.8 97.0 99.6 101.8
’ 40°C 98.8 102.2 97.8 97.0 98.9 101.8
— B A ENE L Tu e
*1: 0O &b/ L
*2: FoREEICHTIERE (%) . HWEE ; HPLC




o e | e ! ! ! 2
Bic & 3R A 4 T pan (ZRAH) (L5t FA) (ZN R %) (5t FA)
BRLAHE 105 A1 1 » A BHMGRE 105 » A1 1 5 A
5C - - - -
*1
fﬁﬁ) 23~24°C fﬁ_@ o o f'] f{”l o o
W 40°C @) @) @) @)
5C _ _ _ _ _ _
s *L o - -
_ . 923~24°C O o O o) YR | Ay
T G |0 0 0 o O |~k | —wsi
(FLFIME) 5C - - - - - -
pH | 23~24C | 561 5.80 5.88 5.97 6.04 6.24
40°C 5.61 6.34 6.49 5.97 6.50 6.62
AE*2 5OC - - - - - -
[==ER o
(o | 23~24C | 976 99.4 99.1 99.7 100.5 | 103.5
40°C 97.6 99.7 103.8 99.7 1035 | 105.3
. 5C — -
*1
?@%ﬁ ) | 2824C fué—mA © ©
40°C O O
. 5C — — -
%%ﬁlxl (o)
923~24°C O O O
A Ry —
e FA ks y—a | ) | = o o o
. (¢}
o 5C _ — —
Sl .
(RLAE) pH | 23~24C | 7.65 7.71 7.53
40°C 7.65 7.56 7.38
g | 5C - - -
(o | 28~24C | 987 100.4 | 104.4
° 40°C 98.7 103.0 99.3
. 5°C . —
PAS o (SR
" 23~24°C O O
W o, 7 U—2A
(ta5/) 40C _ _
. 5C — — —
%%ﬁlxl (o) j \I‘
ATy Ay Y — | (i) 23;(;?5” © © o
A 10% 5OC
A 114 - - -
(RLAE) pH | 23~24C | 4.91 4.83 4.89
40°C — — —
s | OC - N -
(o) | 28724C | 965 95.3 96.6
0 40°C — — —
— RBRAE R LTV AR
*1: 0O &b/ L

*2: FREGRICKTLIEE (%)

. HEL ; HPLC

HENOWRTEA T 2019 4 12 AR COEALRM LEESRE L LT,
ERIZEE L ISR OE IR EHERT D2 L,




RNV—-9 JLAz0—> a3 EttinARIEDEEEL

: 1 1
o il A7
AL HAIA e gl (772 4) (s F))
BR A1y 0.5 % H 1 % H
5C — —

sl o

() | 23724C Y] 72 o O
40°C - -
5C - - —

*1
éﬁ%) 23~24°C @ VLW P VLW P
A F T I Tm 40°C - - -
—vay [HRE 5C — —_ _

pH | 23~24C 7.20 7.17 7.09
40°C — — —
5C — — —

=)

E'(i) 23~24°C 96.5 91.8 94.7
40°C — — —
5C — —

S .

(zm) | 23724C | meaommii © O
40°C - -
5C - - —

*1
éf%) 23~24°C @ @ O
7 a Y AR 5% 4(3,(: ~ — —
5C - — —

pH | 23~24C 4.53 4.45 4.50
40°C — — —
5C - — —

L ELkg

E?ji) 23~24°C 96.6 100.4 102.9
40°C — — —

— CERBRAFERML T

*1: 0 k7L

*2 FRBICHT 2 EGHR (%) THRR, WIEE ; HPLC

9. BHitE
M LA

10. && -2

FHOIRFEA 1F 2019 £F 12 AR COJ/HIRILEESE L LT,

FERICE L TSR OB TR ERTH 2 L,

(1) FEAVELGES - A, NENRREERS - SEICHT HFER

R L7




(2) %
(TILAFERE)
104K [5g (F=—7) X10]
504K [6g (F=2—7) X50]
10K [10g (F=2—7) X10]
504 [10g (F=—7) X50]
200 g [jf]
(TILARD)—L)
104K [bg (F=—7) X10]
10K [10g (F=—7) X10]
(ZAEO0—30)
104 [10g () %10]
@) FlREE
YL
4) BBROME
#NV—-10 BFOME

W7E4 RasDME
<Fa—T>
Fa—T  TNAI=T A Ry F L
- Fyrv 7 RV TF L
TV A B G <H>
e R =FL

Fyrv Rl

TNAZ T Y — A

Fa—T  TAI=T LK) EF LU RBT AI=T A
TR AR
Fyrv S R =F L

RNy zF L
TNAZa— g J X)) Ry F L
TR G AR U = I <l PV

1. FlgE#tSh S8ME
Y LA
12. 0t

B4R




V. ARICEYT SR
1. ZEERITEHR

P - KIEXREE (ETHEEAREESD) ( . ERREE. IKE. £25 - pEP. RS
Sh. EBR (EMPHEE. AMOJLR, AEEMBEEL) . SMBHEMIHM. BEMAR
KITUTIE—TR, REABREE. ONLEBEHREMBRS. v \—J%K. EEMtRE- 70
1 b, XEEH. EXERE. AvKEEBE

2. HREXIIHRICEET HFE

5. ZheE - ZIRICRIET HEE

PG 2 PE D15 - BERICITER LW 2RS35, RTeaS P AT o0E
Do HLEITIE, HONHUOHEURFER (EHWEH) . PrEEANC X DR E1T 2 ., X
FInb LOUMEERET L Z &,

(fie i)

B BB ARV A HAIORRINC & 0 A2 U 7= B 0 FiES0I@ & O ERESS & FRE)S BAE(L L
TGRS D, o, BOORBRICEBEEFRNVE L EHEHL TS I BIZh P HIZL D
FLIR 3 HFEPEALBE S A L72 0 . 7 b E— PR SRR BB AR VT NI TR L7212
DD LTI RUBKEIC LV RYPERIE D 258 L T< DIEH S 20, U A L REGLT
TR BE AR VE A TIC NI W TR BIE 23 L T 2IER S & D | BZOIE
BRWEBIZE O MLETIESD 503, RFEY A O W98 « RRIER~O B I R RE AV Al
OHEMERIIEZTH D,

(Z &)

FIHEZED © AT aA FARAIFEIE S VT, KR EY v —F Ltk 1995, pd4
3. HiERUAE

(1) AERUVAZED/HER

WE L 1A 1~ A BB T 5,
7RE, R L EEE T S,
(2) AERUVAZDHRERE - IR

P - v 2
4, RAZERUVEEICEAET SIE
BRE STV



5. BEREKALTE
(1) BERT—2/1\vio5—o
Y L7
(2) ERPREEIREAER
BRI L
3) AEBRGERAR
ZHER R L
(4) HREERIELER
1) BRI
D [ENTHEME S 7 a4 igakeg [

HE

W2« RERHEL S EEGREFTICHTD 01%ETEAX S T T HNVR U ATV
(MF) #RE KO V=2 OHF A EHERT 72010, 0.12%Z A2V VEEBRT AT )L
(BV) B KO U —L4, 0.064%_XZ A% o Fa A o 27 (BD) #E KO U
— ALK E LT, AR E Ehiid 5,

R BR
TWA

Zhiax kA, EIM, “EEMR, R

e

W92« BORERTE N O W PR R R 484 B (FRFT X 5R)

EETAN
ERUILTE

LA OV 5 A - IEARE - BB REE. SVRES . BEER (REAY) | &ERiEZ (2
). BFREAEERER, 7 MU EEER (R %

2 MKV 640 - ERHMEAIRSS - BB RRE, 1BMEHEE, 7 U —MERE R (R . R
iz (B | SAAER (BT, e X — LB

A, 4 M. THLAO 8H - S VERIHE

BSR4
BRohALYE

- FLIE K OV I

JRIEBALART 1 » HUNIZ, a T axTaA KOG strongest D2 /LFaxT oA
RACAAI O Je O PUVA*JRIE 2 fE 1T L TV o B3

B P LTI, AR LR PRV ERE

BT ik

RN 72 [RIFRBE D BB INIE A R ICAAET 5 1 IR A2 3 A CHEBRERAZIZ L, ERE 1D
8 fH F T O A DOFERIEAN 2345 F K OV AN AR 2 | 2B 7,

SR TIEE. A OIF 2 AR OBEREAL, A2 O3EE & A OPERERALIZ 1 H 2~3 [l H
MimE L7,

B, YR, RS - BB 1 AR, BEMEANRE - RIERABIT 3 EM S L
77

o2, AAVHBIRIFRIC IO RZZ 2368 L, A RIEEOSA L, BEH O T & L,
RN TSI 2 FREE & U CTHkRe L7,

F7o. WMOEZEN R L GaldE DR R TR a2 & T LT,

AFAE F

ANME - PRERT R, TBRBHAA B & U7 RS . SRUGEE O GBS
2V AIE

* : Psoralen-Ultraviolet A




BihE  AEBRB R L-2REEE
1 H2~3 [MHABE L, AAMEERBREITo R %2, /RV—1, RV =2 1TR7,
RV —1 AEMME LB L -SRBEE
e “ AN 2 RERGT D
i PR iR 22 FEH SED -
% ¥ Blein FEA| JiE: 45 e % S W
MF & 61 37 60.7 NS “
e e 3 H% BV #F 61 30 49.2 "
Y ??'J\,‘;//\ B U3
1 RS - G AR NF o1 57 93.4 . iy
1 87 BV & 61 52 85.3
MF #8 60 39 65.0
1 #1174 BV & 60 35 58.3 NS NS
S . MF & 60 50 83.3
B L TRBE S - % N — .S. .S.
2 D;ﬁi'ﬂﬁiﬁj &}gkﬁ 2 @{ BV i}b\% 60 48 30.0 NS NS
MF & 60 56 93.3
3 BV #E 60 55 91.7 NS NS
MF #E 60 27 45.0
S 24 k% k%
1% BV #& 60 13 21.7
MF #8 60 45 75.0
3 2 BV i 60 32 53.3 Sl ele
MF & 60 52 86.7
T 3 J 1 BV 4k 60 42 70.0 R
LR MF #7F 62 24 887 | o .
1% BD #& 62 20 32.3 -
MF #8 62 47 75.8
4 2 ¥ BD #7y 62 42 or7 | S | NS
fil B MF ) 62 57 91.9
3% BD #kE 62 55 88.7 NS | NS
MF 27 U — & 60 40 66.7
2 N.S. | N.S.
. 3H®Z [BVZU—L 60 40 66.7
SRS . P Sis
5 | AN - SR MF 7 U —2.| 60 55 L7 | o | ns
1#% [BV 27U —A 60 56 93.3 - o
MF 7 U — XA 61 37 60.7
1% |BV 27 U —2 61 40 65.6 N.S. NS
. MF 7 U —& 61 50 82.0
ERE L RNE IS . gt ¢
6 | HWEHLRIE - KEREE | 9mm By = e = s | NS | NS
MF 7 U — A 61 58 95.1
3% BV 2 U —L 61 59 96.7 NS NS
MF 7 U — XA 62 16 25.8 " 5 " 5
1#% [BV 27 U —A 62 9 14.5
. MF 7 U —& 62 46 74.2 < 5 < 5
2% [BV 2 U—A 62 35 56.5
MF 27 U — & 62 52 83.9 < 5 < 5
\E/\/ —
S 3K BV 7V —2 62 46 74.2
MF 7 U — A 58 15 25.9 NS NS
1% |BD 27U —nA 58 19 32.8 o o
5 MF 7 U — A 58 35 60.3 " 5 "
2% |BD 7 U —A 58 46 79.3
MF 27 U — & 58 41 70.7 < 5 < 5
3% |BD 7 U —»L 58 53 91.4
a) JAIRBHLA A & Ll U7- AR UGERE - TVRIE. 35 L SRR, 23R 0 B, O, AZ, Bk @ 6 B
TEMI L. [2vev@gie) LLEZHEZE Ui,
b) S: ZHEHE, W : Wilcoxon O 5ff ZEMFIME [N.S.:p = 0.05, * :p<0.05, %% :p<0.01]




®V—-2 2RIEEOELEELHLE
MF 8B & BV & & DLl
i) PR #EH | JEfI%k | MF> BV | MF>BV | MF = BV | MF<BV | MF<BV fgzmﬁ;ﬁ\;}
AN - |3 A 61 4 14 35 7 1 N.S. *
1 BOMARRE (1% 61 6 17 29 8 1 % %
ey | L] 60 2 9 41 7 1 N.S. | N.S.
9 Dﬁgﬂéig 238% | 60 2 9 37 12 0 N.S. | N.S.
3% | 60 0 12 41 7 0 N.S. | N.S.
1 1% 60 5 22 30 3 0 * %k * 3k
3 SR | 28%| 60 5 28 24 3 0 % % % %
3% | 60 11 25 21 3 0 % % * %
MF #E & BD #UE & O Lh#g
/’“'_'_"'\Fi a)
i) PR #22H | fiEfi%k | MF>BD | MF>BD | MF = BD | MF<BD | MF<BD ?’E”&%W
1#%| 62 0 18 37 7 0 * %
4 WV |2mz | 62 0 19 32 10 1 N.S. | N.S.
3% | 62 1 15 34 10 2 N.S. | N.S.
MF 7 ) —2 & BV 7 U — A& DLk
"'ﬁ";u a)
il iR #z2n | fiepi%k | MF>BV | MF>BV | MF = BV | MF<BV | MF< BV *Sﬁ’ﬁt%w
A 0 9 41 7 3 N.S. | NS
fi B 5 FEHREE [1H%| 60 2 16 30 3 N.S. N.S.
1##%| 61 0 9 39 13 0 N.S. | NS
6 %ﬁ{t?&fi@ 2% | 61 2 10 34 14 1 N.S. | NS.
L ES U PYTP ) 3 7 41 8 2 N.S. | NS
1% | 62 1 13 45 3 0 * % sk
7 SR | 2m%| 62 9 20 28 4 1 % %k % %
3% 62 8 19 29 4 2 % % * %
MF 7 U —Ai& BD 7 U—2A4 LD
RIEFEE 2
i) PR #1220 | JEfi¥% | MF>BD | MF>BD | MF = BD [ MF<BD | MF<BD ?’E"&%W
1| 58 2 4 32 18 2 % % %
8 | WWIEERE |omum| s 2 5 30 19 2 * x
3 1 58 3 4 26 19 6 * % * 3k
a) S : FFHME, W : Wilcoxon OFF 5 A FIteE  [N.S.: = 0.05, * :p<0.05, %% :p<0.01]
ZeH : Bl{ERA
BIVEFAREBIRIL, #0E TIX MF #EI1C L 0 246 6 6 1 (2.4%), BVHREICL D 184
4 (2.2%), BDECEIZLE D 62 #2641 (3.2%) ICRIERANREL Lz, 7V —AT
IEMF 7 U —2A28 0 241 Bl 12 6] (5.0%). BV Z U—A2 LY 183 i+ 9 4
(4.9%), BD 7 U—2aic kv 584+ 341 (5.2%) IZEIERHEL LT,
BIER OREEIY, BEEBEG. BEBR - $OSR EORERYME. SBEFRES. KEZEE,
AT uA R, BILAETRIRESE O RZEE L, B ER, R, &, v Ve VR,
L& 5 72 & g ORBUE &K oo iX 0 & Th -7z,




@ _—HE#HEEER & AEACL 5T —%)

= PERCRE & W S LSBT D MF B O A M 2 #8272 012, BV #E 2 151

I | et eetmrr 3 .
PR e, me g, TR, S (L
THA
PO = PERE & B D NSRS Tz 21 LA B BRE 30 1
T « SEPERIREOIRBE N L TE T L B S B
SR | - WREO 3 DO (RLBE, REAE. BEETERD 2d 5 EE
- WERBEIAET 4 B E TR LF aRT a4 RINEHETER., SOIRBREBIME 2 ARET
e FCTHEICX L T Ha L F azxTaf KXo FETEE RET LA ZRL) 2L
T T\ B
- SR 3L R o Ao
CRFTATEA K& 90 gLl FAE & LT B
A TR STIMEIC R D& A EEAE I LT, 0.1%MF & & 0.1%BV#kE*FNF 1 H
e 2 EIHEMMEBAA L, ERLERBREIT O,
BEME : ERTORERHMI (1 : {8, 2 BAEZ2UGE. 3 PREOLE, 4 BEDOUE,
HmIE B 5: 2 k7 L. 6: H4EE) |2 X A Lh#s
e FEER
A EFORE T
RV -3 IR T LY, MFEEL, RAHEICHNT BV KEIZER L THEENR
Y W
£V -3 FHPHOLBEE
. s " FeESRE R (%) TR G B
B SR g g
G AR BER | IERR MF > MF< MF = (Grizzle 1)
) ——— sH#| 30 |10 33 [ 3 (10) |17 (57) N.S.
H B5H%| 30 |18 60) | 4 13) | 8 (27) p =0.02
Rel AEER

MF #RERED 61 B 5 6] (8%) ICHEEFEENFKH LT-, AEFLOMIE T, HEAUE T
., T OFIETH -T2,




© —EEMREEER B GHEACE 5T —4)

MF #& (1 B 1[ES®A) o RONEertZ2, BVERE (1 B 2 [B8Af) ZxtiRe LT

B 5.
R ot et i g L .
e o | 2 hERR, SEIEXIRR. TEEMR. WATRERELEL. E{EAL
THA
P FREERE D B BE DORZEERE 108 5l (%K% 5-7f 54 1)
E7z o y G rEGE GERETLAE) A8
R HED 3 DD (RLBE, BFFE. SR 2 2 HBE
PR SOIFERL, BEBRER O ATk T D BRI OB BUE . M OMERIERNL O B 8 ZEkiE O 18ge 23
b B HEE
EEPAS c REORIBI B L RIT TR0 H 2 FA 2 LI L L7- B, XITEEICHEE 90 g UL E
BRal e DRFIAT A RENEL LB
s FaRTaA RIHHEERO 2 H &5 2 BREAMAET 28 HULN., HLlED R AT E
(ZJEEALAI &2 BR<) % 14 HUW, 1553EE 1 » AUWNICHEH L7 8#F
S HAESELL EORIRERE 2 %1512, 0.1%MF #E D 1 H 1 BIHEMEBEMAFE LS 0.1%BVIRE D
e 1 H 2 BHEMSBAREE OB EITo 7, (FnFh 3 BEEEAA)
SR HEE - RIREEEE GHRIEN 25 Te) OEEIREED AR IR UGB E
R e FERER
EDE . £AEEE (HFEEAZED) OKBEREOERMLTHREE
RV -4 1rTLEEBY, MFEENFEEDREEZ R L, BVEEICH L THEZENRD bz,
V-4 WEEOHERHR
MF & BV #E s
P 1A 10 1 H 2 (,@“ﬁﬁﬁf)
TEBIEK IR SR ERZEITEIN R
4 H#% 54 3.6 54 3.8 N.S.
(o 8 H % 54 2.9 54 3.6 p<0.001
: 15 B4 54 2.6 53 3.5 p<0.001
22 H#% 52 2.3 52 3.3 p<0.001
% SIRIOAKEE  AQ). EN%EQ). TEEGREG). BEXKEQ. ~1£6). B0
Rel AEER
MF &ERED 54 B 3 6] (6%) (ZFB L., HEE Q26). THFEE (141 233D 5
niz,

BV #ERETIE, 54 BIH 561 (9%) (CHBL L., HBVE 16D, £ o8E (361,
(ZXT AR OBE DR ME (1 61) 28D b,




2) REMHER
R W# 5 4

MF 88 - 7 U — b % SIEME BB F I L CHERI R B2 RIIMIHR G L7 & & DRI D

HEO | bt 2 it 5.
i ]
it A
FHAL Z IS
ate FRNT R E—ERER, SR O R MEAL R I fB 57 5] (MF #RE SRR : 28 fl,
MF 7 U — 240 R - 29 )

Sy anFazxrFuaf RAFARIOEMRBEG ZRMER SN Z ERHERIENS 15U EOT M E
) f —MERJER, SRR N ORLEED 5 b, RIB A IR AFIFHIZFRD i, TREBIARFIC
BYULIE | 1 g o~3 EEMBET AL LT, 1 H5 gl LABRETX 3B,

T Wb
ok s | - JRIREBRLART 1 BN a L F a 2T a A RRIOR G257 T\ - BE

1 H 2~3 [ 0.1%MF fKF - 7 U — 2% WaliaiE L, SMABmEE 12 8 e L,
RERFE | BE5E, FEITR. BERRE & IRk U7z 2R UGEE K ORIVE A 2165 B iG B & ONGERBE 1R
%2 AT L ICEE - e LT,
- Z4aet . BIfEA
E" IE Sl Yirind
FIVEE | b | appaciere, £
Z2tE : BER
BIVERZEIERIX, MF #CEAHRECIX, 28 i 9 ] (32.1%) M OYMF 7 U — L4 VHEET
L. 29 BIHR 8 il (27.6%) Th o7z, RIEHOREEIX., A7 v FIYE, BFEK, Bl
FIgR, A7 vA NEEE, ABENEA, KEEMLOCERFRERCTH -7, BRIEHOREIL,
BT X REDO L DR LTz,
O eRGEE
BB B IR DIREAGE &g L 72 efcEE 2RV —5 [T~
SRR &b, 7 MR ER, SEMETEE, ALEJEDOSEBIZX LT, FREOFZET
Hol,
RV-5 BRBPEAICETIARMBABLEERL-2KRUEE
. TRFEM B & el U e L ”
AR . HEWIEBISL
s PB4 JEGIE ELL |y | R s | 95,
HEH ey e e e R A, (H2h%%)
7 N E—MER S 10 0 8 1 0 1 0 9 (90.0%)
MF  |=5PERE 9 3 4 2 0 0 0 9
e [RLEE 3 0 3 0 0 0 0 3
aFt 22 3 15 3 0 1 0 21 (95.5%)
7 b PR R 13 0 7 4 2 0 0 11 (84.6%)
e MF | e 9 1 5 2 1 0 0 8
i 7 — & [FT R AE 5 0 2 2 1 0 0 4
aFt 27 1 14 8 4 0 0 23 (85.2%)
a) MR IRl b
ot - FAK
ARAMEICOWTOREE RV —6 1217,
RV—6 HEHE
. AR ;
N o B RYEGI% 2
e WL JEFIEL [xbwT ESES e 20,
FEH biges HH A 1 e (%)
7 PR A 10 2 7 0 1 0 9 (90.0%)
MF |5zt 9 6 3 0 0 0 9
W |FLRE 3 1 2 0 0 0 3
At 22 9 12 0 1 0 21 (95.5%)
7 PR A 13 2 9 2 0 0 11 (84.6%)
MF |3 i 9 2 6 1 0 0 8
7 U — b [RLEE 5 2 0 3 0 0 2
At 27 6 15 6 0 0 21 (77.8%)
a) FHU L




(5) BFE - REAFR
M EE e L
(6) AERIERA
1) FEABERE ( —REAKERE. BEEARERE. EAKBLRAZT) . HERTHE
T—AR—RAE. HERTRERDBROAR
@ A A A A
7. EESE B
1993 4£ 12 H 1 B25 1996 4E 11 H 30 H D 3 4[] T, £[E 811 Mgk & 9840 %
INEE LTz,
A IR R R 22 S
RV—-TIIR-T B0, BRI REIEL 9456 il Th v . BEHIE 84.3%
(7973 #l) ThH-oT=,

RV -7 HBHERDR (ERARERE)

PEERA OB 2 I A ko G451 B dEES (%)
1B% - G RAE 6287/7198 87.3
o 550/750 73.3
WG E 153/224 68.3
AN 16/20 80.0
35 - hEB 211/226 93.4
hEEh 240/253 94.9
FEB B 201/281 71.5
I3 H IR 72/81 88.9
BEABR=Y 7~ h—F & 6/11 54.5
J AL A B R 14/21 66.7
VR RS 54/59 91.5
T U N— TR 16/19 84.2
JEEMERSR « raA K 21/50 42.0
KIGIERE 7/10 70.0
YA RIIE 2/2 —
M B E 123/251 49.0

At 7973/9456 84.3
* o (UEEBEA TR S5ED) X 100

v, waelt
[R/VI—2 RIEAHORIRIL S



© FrplFaAr
7. BERBICKT DA
a. HY
AANOZNRE TR 16 FEBD 5 B | A AR A DULERIR DL B ISEIE IR I 12
RN EE Z DITALEIE, BHEMBIRT Y 7~ b —T A, RTALASE, > 2 N— TR,
MEJEPERSE « 7oA B, REIERE. BERAIED 7 HE FrERER) DA et
FEM A HAYIZ, 1996 4210 H 1 H2H 1998 4 3 A 31 B 1 4T, 2 131 fiskn 6
597 il INEE L 7=,
b. ¥ ARG AR 0 R
RV -8 TR T LB, ARMEREMxS5IL 584 Bl TH Y | hFERIL 72.6% (424 Hi)

e={111
ZH

ThHoT-,
#V—8 ZERAIBEDR (THER (BEER) KT 2BANFEE)
PHRA LB A M AT k) S 511 5K SRS (%)
B2 E 39/52 75.0
BIEABIREY 7~ h—F 2 36/50 72.0
s AT 53/60 88.3
Ty =T 101/124 81.5
JEEMEREE - 7aA K 80/150 53.3
KIEIERE 40/49 81.6
YA RIIE 75/99 75.8
it 424/584 72.6

s o (UeEGIBUAIMEREE R B1%) X 100

c. watE
LM 52451 595 il BIVERIZ 18 B (3.0%) 12 20 38 H vz, FER b DK
GRS 5 k. S ZERE 3 1. BMIMENLE (E) 31 CTh o7z,
A . WEPERHC R 5 A
a. B
PEPEIC 31T DR R O A RIZ 31T 2 AR OB 2 i3 25 BT, GEREM OE B
(ZOWTHE ARG 27 i, FERlFHE (RrEERICT 2348 726 1 BloaEr 28
Bl A I L7z,
b. FHARE
28 BIOMLFERRIZCRIENIZRRD Hiiehro iz, £, MIRELEBFAE 21T - 7o fE R, 4T5E
im M ONMHAEIRIZ I D AR DO BNTZE O g o T,
2) RRBEHLLTERFEOHNEXITERL-AE - ABROME
e LR



() Z0ith
FIRFIZF\N T, 0.12%BV & T00.064%BD #E « 7 U — A% xHHRIE & U7z —H B gk
B O B RFRBR C O A N ER T 261% 1692 Bl Th o, BV =9 [TRT LY, AHEIX
86.2% (1458 f5l) T - 7= MIA4IB]
=RV -9 KBIERKSHE

OB VRIS o—g
TRIEA BB | BERS et | AR | ottt | AR

FEAf R 505K (%) Sl T S 505K (%) BBk (%)
5 - AR 235/262 89.7 167/185 90.3 95/99 96.0
B 174/192 90.6 152/191 79.6 26/31 83.9
EHRRE 23/31 74.2 18/28 64.3 -
HLRIE 27/31 87.1 22/26 84.6 —
s - T EB 29/30 96.7 26/29 89.7 —
mEEn 30/31 96.8 32/32 100 27127 100
FEBREE? 28/29 96.6 28/31 90.3 23/29 79.3
%I AT BE 20/20 100 15/16 93.8 —
'fgljmki STk 15/20 75.0 17/20 85.0 ~
AL 8 R 21/22 95.5 12/15 80.0 —
UL RS 26/26 100 27/27 100 —
T v N— TR 16/20 80.0 18/21 85.7 —
JEEMERE « raA R 13/22 59.1 14/28 50.0 —
RIIETE 16/17 94.1 718 — —
EEPRS 8/9 — 8/11 72.7 -
FTE L EAE 14/24 58.3 12/25 48.0 17/27 63.0

X o (ARG A R PERIAf 6 S514%) X 100

51 TR R A BOE & & TR

2 HIRBHER., A ha TR BHESERS &S TE
(1 F#GEEE 1~3 [T, ARMEMITER] 1692 Fif 1671 f] (98.8%) [ZHMEBAMAMTDIL, 21 FlIZHE L
(ODT*) M7, )

X o TVIL 6. HEREANERE EZOMBE ] OHSMR



VI. EMEREICETHEA

1. EEZYI(CREEHSIEEMXRITIEEME
F &G KR B AR V|
EE B HbEMOREE « WRE X, RFOETIRLEZRT L L,

2. EBE{EH
(1) 1ERSERML - 1EREF
TERI&

AT a4 RIHIREIZAAET 28 a v 7 EEE, MKIEAE L EARERR LIZAT 1A
RZBARITHEEBRENICBAT L, AT 0 A ROSEOER T Z{EHE LS, £ OIBEEH %238
HIoEEZ2 0N TW5, o, MENEMAELY o BREO MR O RS 2 fl 42 X 5 7
DL EMICREET HEAC, 74 A7+ U /=8 A LIFINAMIBEY VHEE»D v A =2
NIRRT URAR T T Ui Eflx ORIEFEEYE 2558 T 2 BHERBFEOMREZ I X
HEMBEHNTND,

ZTOEABKITF L LTIX, BEKDORT oA N 2D RENESERETKT 5 LT,
NF kB X° AP-1 EFRHEND VA b A A L PEADOFHEMIBESE S5 FORBELPFEH LT\ 5D
AR NERBR 7O Re 2 I35 2 & T, 2 BROZFEREFEE LTSS, VRaLF U ED
FHEEN LT, RIELZHIET L EEZ2 0N T5D, GEMHIERICBE L TiX, V> Bkicxhd
DI HRENIH], TR M= ZAOFEICL D L EZ BN TND (6],



(2) EEESTT HHERBAE
1) J R 8 A e R
BEFERR A BV 12 Bl A%t 5 & U7z Bda PR 8 b B 231l - WHRADHIE) % Fhi
L= (RVI—12H) ,
ZORER, BVI=1ITRTERBY . TAL Y T T U ANRUEBT ATV (MF) &K
U— A%, 0.12% % A %V UEERRT ATV (BV) 8B KO U — AT AR CTHRO RS I
IR & R L7 17,
RVI—1 RENFEIEERAORRGZHME
et FEFER A F 1 12

K HRAF) 60 mg AT ERIC 2 BEElEEE (ODTH) (2 kv Btk
Nk ML, BES 154, 1. 2, 4. 6. 8. 10, 12, 18, 24 K[
T B RS ML B AR RE 2 T st @ FEHE TV Ve L T,

B J A& UG RE I DWW C ORISR . Os7e L (0), #9572
) S EABG (1), AoheEAsig 2), BEREATS ) &
Z a7k L, ZEEE HOEF T LT,

BEIVI—1 B2/& i URE LB A B O—0 : MF ik
O---0 :BViKE
* 1 p<0.05 (SrEsHriE)

15 - *  k
B
] *
= | *
% 1.0
x05f - o
b2 - e
3 ’4' 'ﬂ_‘-.
A | _
G il i 1 i 1 i i 1 i i i i a
0 2 4 6 8 10 12 14 16 18 20 22 24
. (rrFE)
HERRERIR KB ORM
O—O MF 7 U —A4
O BV 2 U=k
15r * * * 1 p<0.05 (TR
54
W 2
g 1.0t P
&
i3 < "
D LNy
¥ 05t .
?F 0.__‘
Mo |fs oo
e e T
0 2 4 6 8 10 12 14 16 18 20 22 24
. (HE )
PBRIERPR Z % O R

X o TVIL 6. HEREANER L ZOMBE ] OHSMR



2) BRRIEITHT DFH (v A, Ty )

O RAFTHRAEEH

BVI—2, ‘RVI—-2.(Z5-7&80, MF UIMF#EIL, ~7 2D 7 o b lBRERIE, 7
DK T = R WEEIE, paper disk RIZEIEORRIEETT VIR LT, BT& 512Xk Y BD,

BV R ONZ NS &G A T DB RIENC ik LT, W R AT REER 2o L= (8L

EIVI-2 HERECHT HERLER

77 = S R A R
Z v b (Wistar 52 n=8)

7Y Ny - BET R PNEIE A
Z v ;b (Wistar 52 n=8)

© : TEOEKHERE
(mL) (mL) O Wobhsmet
m Dunnett % O® Tukey (% 5 Ll B : MF &
* :p<0.05 (vs SEALE R ARNE) A : BV E
SRR = REUERAE 95k 0 : BD #7F
12+ )
1ok [ -
2| i # i
Mot A | eee
A7 £ [ @
.'J ,'- .‘
st/ /f,y
I 'p'/// * 2[} r
04+ /) @ SALEAREE | Student's t-test
. 2 Kff ﬁgx‘lw j_i’j%: 30; é'vj;mﬁﬂwm
02+t A BV fiE o I RS
O :BD ## L
1 2 3 4 5 (W) I 2z 3 4 7 8 10 (H)
H 7= EEHE O BRE B
BT, AT 5 = R8T 2 H (4 BER/ HDEe 5L 7z,
FVI—2 KEREICHT HEALE
SEALE o FREE IS )3 A R (%) e
F RIS 11 MF #Ff BD #F BV 7 ik
b A& I A SR ok
Z v ;b (Wistar % n=5o0r6) 32.6 L7 15.8 2
paper disk P ZFEIEINH]EH . * -
Z v b (Wistar 52 n=28) 53.2 25.3 40.9 b
7 wa s o B N R oo * % *
<% 2 (ICR% n=10) 53.2 41.9 44.9 b

* :p<0.05, %% :p<0.01 (a;Dunnett DLZEIIEMREE, b ; Tukey DL HEHBAREE)



@ EAEH & EIEH & Ok

RVI-3 TR TEBY, MF i, BETOHINRNY —Z har 7 BIto Ll EoffE=
NFaARTaA RO~ A TOHERRICKEWNT, RFrFRIEER (77 b ol B
HWER) 238 < . EEH R IElEH) LRWEH (REZEMIEH. 25 1EH) & OTRikEr:
NI X 9o 7= 1101

RVI—-3 a)LFaRXTO4 FEID LR

= - % | TERIRAEI| o BTN
il ot " . TTEE 2?;,{‘/% ;’Z/IE+~ ; P?FHE::;*?;
R RAEIER
(A)
1.0 0.16 1.01 lﬁl 08 0.2
REEEER 3.33 -
(B) : 0.71 1.64 .
IERE M -
4.34
¢ Ef((:)ﬁE : IR — so ) | 3% ]
(—'_ 0 1.28 : et
1.0
A 0.73 0.75
A/B¥2 5
0.30 T3
10
® OBt 0.79
A/CH2
/ 0.04 0.36 0.43 0.07

FERES T T IR BT AT )L % BB &R DA S A B L7,

(ICR%Z~7UAn=8, V7u7 Y VHRTATNVORFMREEH DS n="17)

¥1 A 7w b HB AR A

B ; BfE DR SAER]

C ; MfRZEHE1EM
¥2 0 A/B. A/C HTEENRRKZVIT Y, TREEEN R EZ WD & Z2oR1,

o ARZEH IR

FRL~ U A TORBERBRIZ I T RfENE A RPTHUSIENE (A B & 26 1E F (B) XU LR Frt
SIEVER A/ EHERAC)TE L&, MF2AAB =1, AIC=1 L7220 Eiofhioarsa
AT aA R U TR RIEEM & BOGZEMEEN . RFTHRIEEM & 28 EH & 23 350K
= < Tl L T,



3) SR DBy

@O BB RERRREIC M AF T8 (REMT L)
BEEER N 1 21 Bl ISUN T, RS K OV

3% = v F > — MAEDOHER & T LTz,
ZORER, BVI=3 1277 L 50  MF #UF 10 g SMVHREIC RO TUE, AMVHRMEIZ Hig LT,
AR 1 &, 2 BRAD 3 HEOMIE2LVF Y —VENAZICEWNEZ R L

(GrEordris,. p<0.05) |

[11]

#1Z 0.1%MF #E %2 ODT* T Lim & & D

—J5 MF 8B 5 g AMHRBEK Y 0.12%BV #0E 10 g AMHBEIZ BTk, A IR A K& OVEE
WP omig = /vy — ViEIL, SVHFHEICHR LT, AEOIKR T E2 RS enolz,
B, TRTOPHMEITIEEEOFIANTT - 7=,

BVI—3 mMEFIILFYV—IEOEEEOHER (FEHELLEHKER)

—\ M T USE

L
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@ RIBREMREICMETRE (J nAF—"—=FTF 1)

[12]

R 8 llc IV T, MIEE A O ERIZ 0.1%MF #CE %2 ODTH C&Ai Lz L & D
Mg 2V F ) — VEOHERS 2 et L7z,
AN L A IMIE 2 VT Y — M EOHER ZBIVI—4 17, X TOVEEITFEEE O PN
ThoTz,
i 2T — VEOHERE X, MF #ERE TN 8 B KUY 5 HRIC/MVHAMELZ i LT
HEIE T L2y (Bobris, Scheffé 15 p<0.05), #7 2 HEZIZIFSMHAMEIZEIE L7z,
0.12%BV #ERECIIAMHANMEIC K L T, AEOK FIERED b o7,

— B R D L HTGE

AR O Mg 2 VT — MBI BRSO bR o7z,

EVI—4 MMFILFV—ILEOHRE (U ARF+—/—HR)

(ug~dL)
15
il
]
= 10+
v
7
b4
| 51
v
{[:}
Or

| I3 L 1 1 1 1 ]

®—@ : MF#i10g

O—O :BV##E 10 g

HERERA S

T = ARUERE (8 i)
(7 1 A A — —3kBk)

* AAVHEMEICE L CTHEZEH Y (p<0.05)
(5rHorTik, Scheffe 42)
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@ BB CRIT TR gk [l
FERERR A 531 5 Bl IV C, MR K O 0.1%MF #E 4 1 H 10 g ODT*-C 5 Hfi
B G- LTz & & oL o F Y — O ZE#) #BVI—5 (2757,
RERBAIGZ D AN TV — ENRLRIE T LTV AN, HEHITEPDO LT EDORITT LA
EH LTS, ZRHOEBET X CHEBNOLEE) Th > T, LEEDOZEORE TITb-H,
BHAE THROWTIIZBW T O R EAME L OMICEEEITGRD b kinoTz,

EVI—5 MmEFEIILFYV—ILEDIHR

(eg/dL)
154

o=
HEl
ot |

Ju FHE + EERE (G H)
/54 HMEY : RIA ; Radioimmunoassay
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@ EHEERBRICET S Mg LT — U J I F s 4]
0.1%MF 8B K N7 U — L5 8E, #lal 1 HRE&E 5 g R, 5 g LAk 10 g K L
10 g Lk 3FRIZIERI L, SEIMIE 2T — W EOHER & 1~ 7z,
BVI—6. EVI—7 (2T LB, FREOFHIMTE 2L T — i, 4B (36~99 H
M) Z@U T, A¥EE (3.7~13.0pg/dL) *1OFHATHRE L, EEIZX 5720, SV
FIRIEIC L 5 IR FREASIIARBD bnehs T,
¥ 1 IE T RSB Dl E

HVI—6 MFEE #)E1 BRE5ERN MEFIILFYV—-ILEDHKRE
O—0O : MF ¥E 5 g At

, OO : MF#E 5g LI L 10 g A
(q;/dL) ; A—A : MF B 10g LB
: r \ T + pmeRss
L ‘ () POKFILFEHIEL
7;% 10
L
¥
V]
1 L I :
I ‘
i (6) (4) (5} (5} (3) (4) (4) (2) bSgki
= 12 an (9} (9) (9) (8)  (4) Sghlbl0gki
(4) (3) (4) (4} (4) (3) (3) (2)y 10gBitk
w2 4 6 8 10 12 &7 1Ak Ca)
MF BRE 4L 8 R 2

*2 1 FEHTRGUERI OS] (42~99 H )

BVI—-7 MF-1)—L #E1 BREER MFIIILFYV—ILEDOHKRE

O—O : MF 7 U —1 5 g Kih
OO MF~Z7VU—25g LIl 10gAi
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S+ FEYERRE

() NOEFITREREK
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| I
% (8) (7)) (5 (7)) (4) (2) (2) (1) S5gkis
| (13 (1) (L1) (7) (11) (9) (9) (4) 5gbll10gAil
(6)  (5) (6) (5) (4) (1) (6) (3) 10ghk
VT ] o8 10 1z RriEm @

MF 27 U — 554 F IR A 2

%3 ¢ fRATRGUEF DS WIRH (36~91 HIH)
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(1) ZExhEFEMEAER
[VI. FEZhSKBLZES T 2HE ] OIESMW

(2) REMEEBHER
EAL S LT T U HNRUEET AT L (MF) OFEFAEED 5= BRTE H K UMk M85
ZRKX—1 R8T,
SO~ Z A 5 ERET AT L (BV) THd b, £le—RkichoarFazxrog
RTHEBD LD DT, AFNCHE R 7 /EA Tl /e 27 28]
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gm0 BRI 100,200, 500 o i 0 1 BT S LR ES b
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ﬂ:é D;JZ 200 mg/kg &E}‘T[ﬁl}j—:\ ‘L‘%G:E‘g@
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e BRI B OV
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i = S [27]
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5 | PHEALECRT Sy b BT MR- L
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A~ | EF B FHRECARERM
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5 R (n=10~14) R 0, 50 mg/kg [ER=8=-1072%
Tk G e estradiol ATALEAEIZI VT 10 mg/kg
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R A LT ER)
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L. BEHNS 15 5% OF 72 stretching BRI & B4 2122,
*3: H{L (g/mL)




(3) ZOHOFEEHER
R L

(1) BEEES
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SRR
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MF U Z# R 5- L2, RX—2 (ORT L0, KA ORBRFH ERG riEeikmElc
Lo THEHITA SRR - T [29])
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&L TIRE OIS SOXRA . U R O FE M, EALE OB, RIS N, 56
PRE MR OBBENED b, BRIE, BERFTN D ORFRARIIIZ L > TAEL S
BB REFRVECRAORE, TIZHREARIMH I ZRIEEPEEL TN EEX L

mﬁjwo
RX—-2 SMEHHR
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/e 11\ N
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S ‘)ﬁ a)
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i
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0 0.1% v — a3 &V, RBRTHE LRGSRk & 3 gke 2 H% 5

d) 2.5%F & W, BB TH LG e & 0.3 glkg %5

e) LDso 1. 14 At (T v MR TS DK 35 HT%) Bliss tEIC LD HiH

* B (kg)
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1) #arEEERER (7> b)
RX—-3 R T LBV, 7> b (SD R, 1 HEMELES 15 IT) (& MF % 3 » Ak (HE)

HDHNTRTHRE LRI T, R EEG T 1.0 mgkg/H (RE#E5E) | LTRSS
TIX 0.1 mg/kg/H F THREITFRD bR o7z, HIFE, REHNIGE], BifER - U 2 SERE
DR, W, BB ECE K O D ZEk 5 Bl B AR V8 AAERICEE D S B siio b
. WG AR R S O T 72 B0,

FX—-3 HRESHHER

GEY/E b= %kﬁ%ﬁéﬂ)%

(n=1REDOPLEL) e (mg/kg/ A1) (mg/kg/ A

v b |l (n=15)
SD %) | (n=15) 3»H ey 0.01,0.1, 1.0 0.01

2) BRI (5 v b, A X)

RX—41R-T &80, 7> b (SD AR, 1 RMERES 100 I8) KO X (B —27 /b, 1 REE
KA 23 8H) 12 MF % 1R G LIciBRIC IV T (KBS, Aek - U 38k
oW, Wl BB ME O ZEHE R A ARV AEICEES S BILRFR D b AL A,
WFHROZE LS AR R b O Th - 7= [811182])

RX—4 SEEHHR

i . w55 B R MR
(n=1BEDILE) BTN | BT (mg/kg/H) (mg/kg/H)
Zv b~ |HE (n=100) J : 0.003
(SD %) |Mt (n=100) . #E - 0.01
= (= 23) 1 4ER 395 0.003, 0.01, 0.03, 0.1
(B—20) | (n=23) 0.01

(3) E=HMHER
MR L
4) HATRMEEER
MER R L
(5) HEEHRAESMERAR
EX-5 7T LB, Ty b (SDFR) OWRRT - AR (IR 20 BL# n = 25) I
MF % Jz 5 L7 BRI\ T BlEM) OB~ DO BTFE O v > 72723, 0.01 mglkg T
R« B VEBETS SR O EENIN K OV VEFE B DRRSE Ap il 23 4 7z 1831
7 v kb (SD %) OEROZETERY (R 7~17 H n=38~40) |Z MF % & F# 45 L=k
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Y X (HAREGEHE) OREOISRERY (EE 6~18 H n = 12~15) |2 MF Z k&5
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ICAEHFOLETRRIBEDOIENR R LN 24, 5o b (SD R) OFEEY - 38 (EHE
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®X—5 4HEHRER

BARMEER (mgkeg/H)
) il &5 B b BlLENY)
RERE A GRS . n | B | (mg/kg/RH) G ~D i=5) HiE IR
VLR Iz
BT O 7> b 0.001, B 0.0010 | #: 0.012 .
. (SD %) . KT | 0.008, 0.003 » |[#iEE7
IR 15/ 0.01 Mt 0.003 D | i : 0.012
7k 0.012,
(SD %) . KT | 0.006, 0.0012 v 0.032 [0.0012 9|0.0012 5
FEVEORE 38~40/8¢ 0.03
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HE?E%U (SD %) . KT | 0.008, 0.001 7V 0.037 |#£E9| 0.003 0
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B R MR B B L [ 1) REBINIH 2) KEESREICE > THLEERAL RN
Bic> THREEIZ LT R 3) It - JRIBFET 4) BBERE 5) HERIKT 6) WEE 7) 47 ik
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MF 8B KO UV —ATiHE5H<, MF 2—y a U TIEERd oo 7o,
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Hﬁﬁl {7'?1‘5(‘ ntuy) %ﬂﬁ‘ Ty ]\ (Hartley 7‘[4\‘) ij-‘a—é$k%’@\/ﬂl‘$%)wu&) Eﬂfcﬁfﬁo
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4 TAV 7 (KETHA 2016 4 8 J)
YA G & W Laboratories, Inc.
HR7E4 Mometasone Furoate, USP Ointment 0.1%
K - Hikk Ointment, 0.1%: 15 gin 1 TUBE, 45 gin 1 TUBE
KA 1987 4F

Mometasone Furoate, USP Ointment 0.1% is a corticosteroid indicated for the relief of the
inflammatory and pruritic manifestations of corticosteroid-responsive dermatoses in patients
2 years of age or older.

Mk - &

Apply a thin film of Mometasone Furoate, USP Ointment 0.1% to the affected skin areas once
daily.

Therapy should be discontinued when control is achieved. If no improvement is seen within 2
weeks, reassessment of diagnosis may be necessary.

Safety and efficacy of Mometasone Furoate, USP Ointment 0.1% in pediatric patients for more
than 3 weeks of use have not been established /see Warnings and Precautions (5.1) and Use
in Specific Populations (8.4)].

Mometasone Furoate, USP Ointment 0.1% should not be used with occlusive dressings unless
directed by a physician. Mometasone Furoate, USP Ointment 0.1% should not be applied in
the diaper area if the child still requires diapers or plastic pants, as these garments may
constitute occlusive dressing.

Mometasone Furoate, USP Ointment 0.1% is for topical use only. It is not for oral, ophthalmic,
or intravaginal use.

Avoid use on the face, groin, or axillae.

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & X)
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St4 G & W Laboratories, Inc.
W7E4 Mometasone Furoate Cream 0.1%
I - Hitk Cream, 0.1% :15¢gin 1 TUBE, 45 gin 1 TUBE
ARG 1987 4F

Ahhe - A

Mometasone Furoate Cream 0.1% 1is a corticosteroid indicated for the relief of the
inflammatory and pruritic manifestations of corticosteroid-responsive dermatoses in patients
2 years of age or older.

Apply a thin film of Mometasone Furoate Cream 0.1% to the affected skin areas once daily.
Mometasone Furoate Cream 0.1% may be used in pediatric patients 2 years of age or older.
Since safety and efficacy of Mometasone Furoate Cream 0.1% have not been established in
pediatric patients below 2 years of age; use in this age group is not recommended /see
Warnings and Precautions (5.1) and Use in Specific Populations (8.4)].

Therapy should be discontinued when control is achieved. If no improvement is seen within 2
weeks, reassessment of diagnosis may be necessary. Safety and efficacy of Mometasone
Furoate Cream 0.1% in pediatric patients for more than 3 weeks of use have not been

s - A& established.
Mometasone Furoate Cream 0.1% should not be used with occlusive dressings unless directed
by a physician. Mometasone Furoate Cream 0.1% should not be applied in the diaper area if
the child still requires diapers or plastic pants, as these garments may constitute occlusive
dressing.
Mometasone Furoate Cream 0.1% is for topical use only. It is not for oral, ophthalmic, or
intravaginal use.
Avoid use on the face, groin, or axillae.
4 TAUA (SETHEH - 2016 4 12 H)
ey aws G & W Laboratories, Inc.
HR5E4 Mometasone Furoate Topical Solution USP, 0.1% (Lotion)
K - Btk Topical Solution, 0.1% (Lotion) : 30 mL in 1 BOTTLE, 60 mL in 1 BOTTLE
TR 1987 4

PIGERIEIIES

Mometasone Furoate Topical Solution USP, 0.1% (Lotion) is a corticosteroid indicated for
the relief of the inflammatory and pruritic manifestations of corticosteroid-responsive
dermatoses in patients 12 years of age or older.

ik - &

Apply a few drops of Mometasone Furoate Topical Solution USP, 0.1% (Lotion) to the affected
skin areas once daily and massage lightly until it disappears.

Therapy should be discontinued when control is achieved. If no improvement is seen within 2
weeks, reassessment of diagnosis may be necessary [see Warnings and Precaution (5.1) and
Use in Specific Populations (8.4)].

Mometasone Furoate Topical Solution, 0.1% (Lotion) should not be used with occlusive
dressings unless directed by a physician.

Mometasone Furoate Topical Solution, 0.1% (Lotion) should not be applied in the diaper area
if the patient still requires diapers or plastic pants, as these garments may constitute
occlusive dressing.

Mometasone Furoate Topical Solution USP, 0.1% (Lotion) is for topical use only. It is not for
oral, ophthalmic, or intravaginal use.

Avoid use on the face, groin, or axillae.

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & X)
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244 Merck Sharp & Dohme (Australia) Pty Limited

e NOVASONE CREAM, OINTMENT AND LOTION

Mometasone Furoate 0.1% (1 mg/g)
- Ointment : 15 g tube

+ Cream : 15 g tube

* Lotion : 30 mL bottle

AT - Biks

HKFREEH H 201347 H 22 H

NOVASONE Cream, Ointment and Lotion are indicated for short-term (up to four (4)
continuous weeks) relief of inflammatory and pruritic manifestations of corticosteroid-
responsive dermatoses, such as psoriasis and atopic dermatitis.
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NOVASONE Lotion is also suitable for short-term use for scalp psoriasis and seborrhoeic
dermatitis.

A thin film of NOVASONE Cream or Ointment should be applied to the affected skin areas
once daily. NOVASONE Cream is suitable for moist lesions; the ointment should be used for
v - & dry, scaling and fissured lesions.

A few drops of NOVASONE Lotion should be applied to affected skin areas including scalp
sites once daily; massage gently and thoroughly until the medication disappears.

TGA <http://tga-search.clients.funnelback.com/s/search.html?query=Mometasone+Furoate&
collection=tga-artg > (2018/2/27 7 7 & )
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KIE DU SE
: Mometasone
Furoate, USP
Ointment
0.1%
(2016 - 8 A)

Pregnancy
Teratogenic Effects Pregnancy Category C:

There are no adequate and well-controlled studies in pregnant women. Therefore,
Mometasone Furoate, USP Ointment 0.1% should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.

Corticosteroids have been shown to be teratogenic in laboratory animals when administered
systemically at relatively low dosage levels. Some corticosteroids have been shown to be
teratogenic after dermal application in laboratory animals.

When administered to pregnant rats, rabbits, and mice, mometasone furoate increased fetal
malformations. The doses that produced malformations also decreased fetal growth, as
measured by lower fetal weights and/or delayed ossification. Mometasone furoate also caused
dystocia and related complications when administered to rats during the end of pregnancy.

In mice, mometasone furoate caused cleft palate at subcutaneous doses of 60 mcg/kg and
above. Fetal survival was reduced at 180 mcg/kg. No toxicity was observed at 20 mcg/kg.
(Doses of 20, 60, and 180 mcg/kg in the mouse are approximately 0.01, 0.02, and 0.05 times
the estimated maximum clinical topical dose from Mometasone Furoate, USP Ointment 0.1%
on a meg/m? basis.)

In rats, mometasone furoate produced umbilical hernias at topical doses of 600 mcg/kg and
above. A dose of 300 mcg/kg produced delays in ossification, but no malformations. (Doses of
300 and 600 mcg/kg in the rat are approximately 0.2 and 0.4 times the estimated maximum
clinical topical dose from Mometasone Furoate, USP Ointment 0.1% on a mcg/m? basis.)

In rabbits, mometasone furoate caused multiple malformations (e.g., flexed front paws,
gallbladder agenesis, umbilical hernia, hydrocephaly) at topical doses of 150 mcg/kg and
above (approximately 0.2 times the estimated maximum clinical topical dose from
Mometasone Furoate, USP Ointment 0.1% on a mcg/m? basis). In an oral study, mometasone
furoate increased resorptions and caused cleft palate and/or head malformations
(hydrocephaly and domed head) at 700 mcg/kg. At 2800 mcg/kg most litters were aborted or
resorbed. No toxicity was observed at 140 mcg/kg. (Doses of 140, 700, and 2800 mcg/kg in the
rabbit are approximately 0.2, 0.9, and 3.6 times the estimated maximum clinical topical dose
from Mometasone Furoate, USP Ointment 0.1% on a mcg/m?2 basis.)

When rats received subcutaneous doses of mometasone furoate throughout pregnancy or
during the later stages of pregnancy, 15 mcg/kg caused prolonged and difficult labor and
reduced the number of live births, birth weight, and early pup survival. Similar effects were
not observed at 7.5 mcg/kg.

(Doses of 7.5 and 15 mcg/kg in the rat are approximately 0.005 and 0.01 times the estimated
maximum clinical topical dose from Mometasone Furoate, USP Ointment 0.1% on a mcg/m?
basis.)

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & X)
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PNEYSEPE
: Mometasone
Furoate Cream
0.1%
(2016 -7 A)

Pregnancy
Teratogenic Effects Pregnancy Category C:

There are no adequate and well-controlled studies in pregnant women. Therefore,
Mometasone Furoate Cream 0.1% should be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus.

Corticosteroids have been shown to be teratogenic in laboratory animals when administered
systemically at relatively low dosage levels. Some corticosteroids have been shown to be
teratogenic after dermal application in laboratory animals.

When administered to pregnant rats, rabbits, and mice, mometasone furoate increased fetal
malformations. The doses that produced malformations also decreased fetal growth, as
measured by lower fetal weights and/or delayed ossification. Mometasone furoate also caused
dystocia and related complications when administered to rats during the end of pregnancy.

In mice, mometasone furoate caused cleft palate at subcutaneous doses of 60 mecg/kg and
above. Fetal survival was reduced at 180 mcg/kg. No toxicity was observed at 20 mcg/kg.
(Doses of 20, 60, and 180 mcg/kg in the mouse are approximately 0.01, 0.02, and 0.05 times
the estimated maximum clinical topical dose from Mometasone Furoate Cream 0.1% on a
mcg/m? basis.)

In rats, mometasone furoate produced umbilical hernias at topical doses of 600 mcg/kg and
above. A dose of 300 mcg/kg produced delays in ossification, but no malformations. (Doses of
300 and 600 mcg/kg in the rat are approximately 0.2 and 0.4 times the estimated maximum
clinical topical dose from Mometasone Furoate Cream 0.1% on a mcg/m? basis.)

In rabbits, mometasone furoate caused multiple malformations (e.g., flexed front paws,
gallbladder agenesis, umbilical hernia, hydrocephaly) at topical doses of 150 mcg/kg and
above (approximately 0.2 times the estimated maximum clinical topical dose from
Mometasone Furoate Cream 0.1% on a mcg/m?2 basis). In an oral study, mometasone furoate
increased resorptions and caused cleft palate and/or head malformations (hydrocephaly and
domed head) at 700 mcg/kg. At 2800 mcg/kg most litters were aborted or resorbed. No toxicity
was observed at 140 mcg/kg. (Doses at 140, 700, and 2800 mcg/kg in the rabbit are
approximately 0.2, 0.9, and 3.6 times the estimated maximum clinical topical dose from
Mometasone Furoate Cream 0.1% on a mcg/m? basis.)

When rats received subcutaneous doses of mometasone furoate throughout pregnancy or
during the later stages of pregnancy, 15 mcg/kg caused prolonged and difficult labor and
reduced the number of live births, birth weight, and early pup survival. Similar effects were
not observed at 7.5 mcg/kg.

(Doses of 7.5 and 15 mcg/kg in the rat are approximately 0.005 and 0.01 times the estimated
maximum clinical topical dose from Mometasone Furoate Cream 0.1% on a mcg/m? basis.)

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & &)
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: Mometasone
Furoate Topical
Solution USP,

0.1%(Lotion)
(2016 4F 12 H)

Pregnancy
Teratogenic Effects Pregnancy Category C:

There are no adequate and well-controlled studies in pregnant women. Therefore,
Mometasone Furoate Topical Solution USP, 0.1% (Lotion) should be used during pregnancy
only if the potential benefit justifies the potential risk to the fetus

Corticosteroids have been shown to be teratogenic in laboratory animals when administered
systemically at relatively low dosage levels. Some corticosteroids have been shown to be
teratogenic after dermal application in laboratory animals.

When administered to pregnant rats, rabbits, and mice, mometasone furoate increased fetal
malformations. The doses that produced malformations also decreased fetal growth, as
measured by lower fetal weights and/or delayed ossification. Mometasone furoate also caused
dystocia and related complications when administered to rats during the end of pregnancy.

In mice, mometasone furoate caused cleft palate at subcutaneous doses of 60 mcg/kg and
above. Fetal survival was reduced at 180 mcg/kg. No toxicity was observed at 20 mcg/kg.
(Doses of 20, 60, and 180 mcg/kg in the mouse are approximately 0.01, 0.02, and 0.05 times
the estimated maximum clinical topical dose from Mometasone Furoate Topical Solution
USP, 0.1% (Lotion) on a mcg/m? basis.)

In rats, mometasone furoate produced umbilical hernias at topical doses of 600 mcg/kg and
above. A dose of 300 mcg/kg produced delays in ossification, but no malformations. (Doses of
300 and 600 mcg/kg in the rat are approximately 0.2 and 0.4 times the estimated maximum
clinical topical dose from Mometasone Furoate Topical Solution USP, 0.1% (Lotion) on a
mcg/m? basis.)

In rabbits, mometasone furoate caused multiple malformations (e.g., flexed front paws,
gallbladder agenesis, umbilical hernia, hydrocephaly) at topical doses of 150 mcg/kg and
above (approximately 0.2 times the estimated maximum clinical topical dose from
Mometasone Furoate Topical Solution USP, 0.1% (Lotion) on a mcg/m? basis). In an oral
study, mometasone furoate increased resorptions and caused cleft palate and/or head
malformations (hydrocephaly and domed head) at 700 mcg/kg. At 2800 mcg/kg most litters
were aborted or resorbed. No toxicity was observed at 140 mcg/kg. (Doses at 140, 700, and
2800 mcg/kg in the rabbit are approximately 0.2, 0.9, and 3.6 times the estimated maximum
clinical topical dose from Mometasone Furoate Topical Solution USP, 0.1% (Lotion) on a
mcg/m? basis.)

When rats received subcutaneous doses of mometasone furoate throughout pregnancy or
during the later stages of pregnancy, 15 mcg/kg caused prolonged and difficult labor and
reduced the number of live births, birth weight, and early pup survival. Similar effects were
not observed at 7.5 mcg/kg.

(Doses of 7.5 and 15 mcg/kg in the rat are approximately 0.005 and 0.01 times the estimated
maximum clinical topical dose from Mometasone Furoate Topical Solution USP, 0.1% (Lotion)
on a meg/m? basis.)

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & &)
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An Australian categorization of risk of drug use in pregnancy

GO

F—A K7 U T D5 (An Australian categorization of risk of drug use in pregnancy)

B3 : Drugs which have been taken by only a limited number of pregnant women and women
of childbearing age, without an increase in the frequency of malformation or other direct
or indirect harmful effects on the human foetus having been observed.

Studies in animals have shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in humans.

TGA <http://tga-search.clients.funnelback.com/s/search.html?query=Mometasone+Furoate&
collection=tga-artg > (2018/2/27 7 7 & X)
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KIE DU S

: Mometasone
Furoate, USP
Ointment
0.1%
(2016 4 8 A)

Pediatric Use

Mometasone Furoate, USP Ointment 0.1% may be used with caution in pediatric patients 2
years of age or older, although the safety and efficacy of drug use for longer than 3 weeks have
not been established. Since safety and efficacy of Mometasone Furoate, USP Ointment 0.1%
have not been established in pediatric patients below 2 years of age, its use in this age group
is not recommended.

Mometasone Furoate, USP Ointment 0.1% caused HPA axis suppression in approximately
27% of pediatric subjects ages 6 to 23 months, who showed normal adrenal function by
Cortrosyn test before starting treatment, and were treated for approximately 3 weeks over a
mean body surface area of 39% (range 15%-99%). The criteria for suppression were: basal
cortisol level of <5 mcg/dL,, 30-minute post-stimulation level of <18 mcg/dL, or an increase of
<7 mcg/dL. Follow-up testing 2 to 4 weeks after stopping treatment, available for 8 of the
subjects, demonstrated suppressed HPA axis function in 3 subjects, using these same criteria.
Long-term use of topical corticosteroids has not been studied in this population [see Clinical
Pharmacology (12.2)].

Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater
risk than adults of HPA axis suppression and Cushing's syndrome when they are treated with
topical corticosteroids. They are, therefore, also at greater risk of glucocorticosteroid
insufficiency during and/or after withdrawal of treatment. Pediatric patients may be more
susceptible than adults to skin atrophy, including striae, when they are treated with topical
corticosteroids. Pediatric patients applying topical corticosteroids to greater than 20% of body
surface are at higher risk of HPA axis suppression.

HPA axis suppression, Cushing's syndrome, linear growth retardation, delayed weight gain,
and intracranial hypertension have been reported in children receiving topical corticosteroids.
Manifestations of adrenal suppression in children include low plasma cortisol levels and
absence of response to ACTH stimulation. Manifestations of intracranial hypertension include
bulging fontanelles, headaches, and bilateral papilledema.

Mometasone Furoate, USP Ointment 0.1% should not be used in the treatment of diaper
dermatitis.

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & &)
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Pediatric Use
Mometasone Furoate Cream 0.1% may be used with caution in pediatric patients 2 years of
age or older, although the safety and efficacy of drug use for longer than 3 weeks have not
been established. Since safety and efficacy of Mometasone Furoate Cream 0.1% have not been
established in pediatric patients below 2 years of age, its use in this age group is not
recommended.

In a pediatric trial, 24 atopic dermatitis subjects, of whom 19 subjects were age 2 to 12 years,
were treated with Mometasone Furoate Cream 0.1% once daily. The majority of subjects
cleared within 3 weeks. Mometasone Furoate Cream 0.1% caused HPA axis suppression in
approximately 16% of pediatric subjects ages 6 to 23 months, who showed normal adrenal
function by Cortrosyn test before starting treatment, and were treated for approximately 3
weeks over a mean body surface area of 41% (range 15%-94%). The criteria for suppression
were: basal cortisol level of <56 mcg/dL, 30-minute post-stimulation level of <18 mcg/dL, or an
increase of <7 mcg/dL. Follow-up testing 2 to 4 weeks after trial completion, available for 5 of
the subjects, demonstrated suppressed HPA axis function in 1 subject, using these same
criteria. Long-term use of topical corticosteroids has not been studied in this population [see
Clinical Pharmacology (12.2)].

Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater
risk than adults of HPA axis suppression and Cushing's syndrome when they are treated with
topical corticosteroids. They are, therefore, also at greater risk of adrenal insufficiency during
and/or after withdrawal of treatment. Pediatric patients may be more susceptible than adults
to skin atrophy, including striae, when they are treated with topical corticosteroids. Pediatric
patients applying topical corticosteroids to greater than 20% of body surface are at higher risk
of HPA axis suppression.

HPA axis suppression, Cushing's syndrome, linear growth retardation, delayed weight gain,
and intracranial hypertension have been reported in pediatric patients receiving topical
corticosteroids.

Manifestations of adrenal suppression in children include low plasma cortisol levels and an
absence of response to ACTH stimulation. Manifestations of intracranial hypertension
include bulging fontanelles, headaches, and bilateral papilledema.

Mometasone Furoate Cream 0.1% should not be used in the treatment of diaper dermatitis.

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & &)
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Pediatric Use

Since safety and efficacy of Mometasone Furoate Topical Solution USP, 0.1% (Lotion) have
not been established in pediatric patients below 12 years of age, its use in this age group is
not recommended.

Mometasone Furoate Topical Solution USP, 0.1% (Lotion) caused HPA axis suppression in
approximately 29% of pediatric subjects ages 6 to 23 months, who showed normal adrenal
function by Cortrosyn test before starting treatment, and were treated for approximately 3
weeks over a mean body surface area of 40% (range 16%-90%). The criteria for suppression
were: basal cortisol level of <56 mcg/dL, 30-minute post-stimulation level of <18 mcg/dL, or an
increase of <7 mcg/dL. Follow-up testing 2 to 4 weeks after stopping treatment, available for
8 of the subjects, demonstrated suppressed HPA axis function in 1 subject, using these same
criteria. Long-term use of topical corticosteroids has not been studied in this population [see
Clinical Pharmacology (12.2).

Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater
risk than adults of HPA axis suppression and Cushing's syndrome when they are treated with
topical corticosteroids. They are, therefore, also at greater risk of adrenal insufficiency during
and/or after withdrawal of treatment. Pediatric patients may be more susceptible than adults
to skin atrophy, including striae, when they are treated with topical corticosteroids. Pediatric
patients applying topical corticosteroids to greater than 20% of body surface are at higher risk
of HPA axis suppression.

HPA axis suppression, Cushing's syndrome, linear growth retardation, delayed weight gain,
and intracranial hypertension have been reported in pediatric patients receiving topical
corticosteroids.

Manifestations of adrenal suppression in children include low plasma cortisol levels and
absence of response to ACTH stimulation. Manifestations of intracranial hypertension
include bulging fontanelles, headaches, and bilateral papilledema.

Mometasone Furoate Topical Solution USP, 0.1% (Lotion) should not be used in the treatment
of diaper dermatitis.

Daily Med <https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=human&query=
MOMETASONE+FUROATE&pagesize=20&page=1> (2018/2/27 7 7 & &)
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