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S B,

Ay

%2: 0O B L., A FARM, X HEf
%3 WIHMEIC T 2R (%) THER, JWERE ; HPLC




e

PRAF

1

1

NS 1
B & 54 4 HH pan (7 A %) (fl st A1)
BRAA R 0.5 # A 1 % H
sl o S © ©
g 23~24C | | ) O O
5 W B 7 e s
(2 7) 10C [ o o
5C O O O
y‘i\éﬁl*z (o)
23~24°C O O O
1:)5/(5’1:1/7 U — A () 40C o o o
(LA 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
(o) | 23~24C 100 102.7 104.5
’ 40°C 100 103.0 105.0
5C O O
*1
?@%ﬁ) 23~24C | 4 %i%?’:ﬁi O O
40°C O O
5C O O O
%é k2 o
sapayyn | G | 2C o N o
W 10% 19
(L) 5C 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
agns 5C 100 101.2 103.9
(o) | 23~24C 100 104.4 103.9
° 40°C 100 102.5 99.6
5C O O
k1
?@i}a) 23~24C | o f‘oigiﬁx O O
40°C O O
5°C O O O
y‘i\éﬁl*z (o)
23~24°C O O O
rS5FFIra—y | (K 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
e 5C 100 100.1 100.1
(o) | 23~24C 100 103.7 103.3
¢ 40°C 100 99.1 101.0

*1: 0 b2 L
%2: O k72 L. X 4y

* 3 MIMEIC A9 25647 R (%) TFon, WiEl ; HPLC




. 1 1
o Wl 17
B & A4 T Spf (7 X %) (fh st A
BH AR 0.5 #» A 1 % H
5C
AN 23~24°C HEn 8 8
(5 3) OC 1B B e e 5 5
. 5C o) @) )
a4 2 .
23~24°C O @) o)
N N 1 —
;3/(1); KA K27 I (FFm) 40°C e) X X
(L) 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
3 5C 100 101.4 96.9
E'(i) 23~24°C 100 101.1 101.8
40°C 100 100.4 98.8
. 5°C @) )
*1
ﬂ@; 23~24C | EE?A ) @) o)
(ta3) 10°C D7 E R o 5
5C 0 @) o)
sh 4 *2 0
23~24
B RS RV T (em) | 2P ° - -
0 0.3% 40
(L) 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
S 5C 100 105.0 98.9
(%) 23~24°C 100 106.9 100.3
40°C 100 104.8 105.1
. 5°C
B | oo | BEACTIED 8 8
(&) L0C 1B B e o o
5C O @) X
*2
ﬁgﬁn 23~24°C @) @) o)
A BT LB 5% 40°C O O O
(i) 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
. 5C 100 98.8 95.7
&4 B o
%) 23~24°C 100 97.1 90.2
40°C 100 93.3 88.3

*1: 0 ZfbZr L

%2: O Bz L, X 4y
%3 WIHMEIC T 2R (%) THRR, JERE ; HPLC




e

RAF

1

1

B A S A4 T Py (7 Rx %) (f st A
BH G 0.5 #» A 1 %A
5C
WA | oo | BEACEED 8 8
(&&3) LOC 1B B i e A 5 o
5C O O O
y‘i\éﬁl*z (o)
10% YV FAmut | (i) 23 %4(: 8 8 8
D s
() 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
4 e 5C 100 97.6 101.2
(%) 23~24°C 100 98.6 99.2
40°C 100 93.2 94.1
5°C
M| o | BEACEED 8 8
e 8 5 e E A
(&4 3H) 40 f el o o
5C O X X
s *2 o
) " 23~24°C o) ) @)
7 — LRE (Fm) 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
4 e 5C 100 97.3 98.5
(%) 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
%é k2
o " 23~24°C o) A A
:;/0//1/57 Yo 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
g 5°C 100 101.0 101.5
(%) 23~24°C 100 100.5 95.4
40°C 100 99.5 95.4

*1: 0 Z&fe7e L

*x2: 0 Bk L. A FAPMN, X SHrEE
* 3 FIHMEIC KT 278 (%) TR, HEE ; HPLC




. 1 1
o W A7
B A SE A4 T Spf (7 RAH) (f s+ A
BH AR 0.5 » H 1 %A
5C @) @)
k1 7
?ﬁi}a) 23~24C iﬁgiiiw ~ HEA
40°C EEre) W
5C o) @) @)
*2
fﬁ%m 23~24°C @) @) @)
eV < 40°C © e ©
(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
4 e 5C 100 98.5 101.5
(o) 23~24°C 100 103.9 103.6
40°C 100 96.4 88.3
5°C @) @)
*1
?@%ﬁ) 23~24C | i%iﬁi © ©
40°C @) @)
5C @) O O
s *2 o
Lassva—y | G | P20 o ° o
27— 1% @F
CRLFIE) 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 100 100.1a 97.7a
5°C @) @)
*1
?@%ﬁ) 23~24C | gy i%iﬁi © ©
40°C @) @)
5C O O O
%é k2 o
a5y Ay — | Gem) | e 8 S S
A 10% 40¢C
(SLAIHE) 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
N 5C 100 99.1 98.5
E?ji) 23~24°C 100 102.5 98.0
40°C 100 110.72 109.92

a : BRI P & B VTR ABRRFICB W TR OEFIC L 0 Bt EEERE < e 2 EA SO bz
(BR1F : T AT v VKR TORE) .
*1:0 ez L
*2: O B, X SEf
* 3 MIHMEIC T 257 (%) THRARA. WEE ; HPLC



. 1 1
A e PRAF
Bl A 3504 FH Py (FNRAEH) (st A1)
BRAA R 05 #» A 1 %A
5C
AU 23~24C HEO 8 8
LRSS
(a3) 40°C H & 0O 0O
. 5C @) O O
*2
@gﬁn 23~24C O O O
P — R 0.5% 40°C O A A
(FLAIME) 5C 7.58 7.90 7.91
pH 23~24C 7.58 7.93 7.99
40°C 7.58 8.08 8.13
3 5C 100 102.4 99.8
[ =N o
o) 23~24C 100 103.3 102.7
40°C 100 100.2 92.9
5C
A | oo | EEAEAED o 2
s RN AAEE N
(a3) 40°C H Pl O O
. 5C ®) @) X
*2
.. . ﬁgﬁn 23~24C O O O
RTNT 7 R 40C O O &
2uglg S
G ) 5C 6.21 6.48 6.48
pH 23~24C 6.21 6.46 6.50
40°C 6.21 6.55 6.38
3 5C 100 99.6 100.5
[=i==N 0
%) 23~24C 100 100.9 94.1
40°C 100 96.3 89.3
*1: 0O ez L
%2: O Bk L. A FADRH, X A
* 3 PIIMEICKT 25 F% (%) TR, JIEE ; HPLC
(2004 FAFRHEE)
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KXV—8 JILA5YH

)—LEttastAFE DESEL

e wE | e ! ! ! 2
B & A4 T pan (7 RAH) (fl st A3 (ZILAH) (fh st A
BHMGRE 105 »H1 1 %A BRLEHE 105 »H1 1 % A
5C . — — . - -
Sl g 1 . FEAE FEAE
(&3 23~24C HEao O ~ o O O
40C | 7V—x O O 7Y —2n O O
5C - - — — - -
%1
?%éﬁ) 93~94C | © o o o o o
SRR 40°C 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
PNIERY) 5C o o o o o o
E'(f) 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 - -
*1
?*égﬂ) 23~24°C | HEO O O
i spocC |77 O O
5C - - —
1
By V—nl=y = Gy | 22| O c °
_j — 40°C O O O
(FLAIE) 5C - - -
pH 23~24°C | 4.71 4.66 5.21
40°C 4.71 4.52 5.13
=T 5C - - -
E'(f) 23~24°C | 100.4 | 101.7 100.7
? 40°C 100.4 | 101.7 105.5
. 5C - — - -
%EE‘ ! 923~924°C H oD O O SN O O
(Ea7) we |7V o o 7Y — 1 o o
5C - - - - - -
o1
23~24°C O O O O O O
:,50});/\_/1/7 J—2A (i) 40C O O 0O 0O 0O 0O
(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
PNIERY) 5C o o o o o o
E'(f) 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 LT
*1: 0O &b/ L
%2 FoRERICKTIEE (%) . WEE ; HPLC




o e | e ! ! ! 2
Bic & 3R A 4 T pan (7 Rx %) (fh st A (7L A H) (fh s+ A
BRIAHE 105 A1 1 » A BHAGRE 105 » A1 1 » A
5C - - - -
*1
f§§é> 23~24°C ;3%?; o o ;%ﬁfl o o
" 40°C @) o) O 0O
5C _ _ _ _ _ _
oL N - -
_ . 93~24°C O o O O —EOHE | Y
N GRE) | o 0 O O O | i |~
(FLFIME) 5C - - - - - -
pH | 23~24C | 5.61 5.80 5.88 5.97 6.04 6.24
40°C 5.61 6.34 6.49 5.97 6.50 6.62
g | 9C - - - - - -
(o) | 23~24C | 976 99.4 99.1 99.7 100.5 | 103.5
0 40°C 97.6 99.7 103.8 99.7 1035 | 105.3
5C — -
1
fZi%) 23~24C 7ﬁﬁf; © ©
40°C O O
5C — — -
%%ﬁl*l [o)
93~24°C O O O
A R 7Y —
5 RA k7 y—a | ) | = 2 o o o
. (o)
> 5C — — —
A 14
(RLAE) pH | 23~24C | 7.65 7.71 7.53
40°C 7.65 7.56 7.38
5C — — —
s Bk
a(f) 23~24C | 987 100.4 | 104.4
° 40°C 98.7 103.0 99.3
5C — —
S 1 o (SR
" 23~24°C O O
W I 7 U—2A
(ta5/) 40°C _ _
5C — — —
%%ﬁl*l [o) j \I‘
ATy Ay Y — | (i) 23;)?5” © © o
2 10% 5
7 14 - - -
(RLAE) pH | 23~24C | 4.91 4.83 4.89
40°C — — —
5C - - -
s Bk
E‘(f) 23~24C | 96.5 95.3 96.6
0 40°C — — —
— RBRAE R LTV AR
*1: 0O &b L
*2: g EICHTIER (%) . WEE ; HPLC
(1994 FHERHEE)

HANDIRFE4 1T 2019 4F 12 A BFS COBGACEESE L L,
FERIZER Ui ORI CEE R AR 2 L

<]




RNV—-9 JLAz0—> a3 EttinARIEDEEEL

. 1 1
pn W e
Bl & HE 414 HH oy (ZNAH) (ftsh A1)
BR A1y 0.5 » H 1 %A
5C — -

Ax .

() | 23~24C Y] 72 o O
40°C - -

AN A 5¢C N ~ _

(gm) | 28~24C O VeV VeV )

A F T I Tm 40C - - -
—vay [HRE 5C — —_ _

pH 23~24°C 7.20 717 7.09

40°C — — —
. 5C - - -
=]

E'((;f) 23~24°C 96.5 91.8 94.7
40°C - — —
5C — -

AN .

(g | 23724C | meaommii © ©
40°C - -

. 5C - — —
*1
éf%) 23~24°C O O O
7ua VAR 5% 4(3,(3 — — —
5C - - -

pH 23~24°C 4.53 4.45 4.50
40°C — — —

e | °C N - -

(%) 23~24°C 96.6 100.4 102.9
40°C — — —

— HBRAE IR L TRy
*1: 0O Zfk7 L
%2 FORBITHT D ESE (%) TFoR, WERE ; HPLC
(1994 FAFRHE )

9. Btk
LR

10. && -2

AN OWRFEA T 2019 4 12 H R COEALRMN CEESE L LT,
ERIZE L Tl OIRA SCE R A R 2 2 &

(1) EEABELGESR - A, SENFRERSR - SEICHT HFE®

BARRNA




2) a%
(TILARERE)
10K [5g (F=—7) X10]
504K [6g (F=2—7) X50]
104 [10g (F=—7) X10]
50 & [10g (F=—7) X50]
200 g [l
(TIVARD)—L)
104K [bg (F=—7) X10]
104 [10g (F=2—7) X10]
(ZIARZO—23Y)
10 A& [10g Off) x10]
Q) FREBE=E
M L7
(4) REFEDME
£FV—10 BEOHE

i
3

il

W 7e4 KIRDOI

B

\;

<Fa—T>

Fao—T  TAI=ZTA R ZF LY
Fyro7 AR TF L
<>

RV zF L

T GO AP N = 0 il PO

TV A L ERE

Fa—T TAI=ZTL-RIZF LU XITII=T A -
TIVAZ Y Y — L TR IR
Frv7 R)xTF L

R = F L
TNAFR— 3y )RR = F L
Froy7 oK) ey

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

B4R



V. ARICEYT SEB

1. ZREXIEENR
5 - BGREE (EATHIESEMBOELGT) | HofE, EREE, ALEE, 392 - his, &
Sh. FEplE GERBHEERE. A bu 7 LA BESRZ 25 Te) | ZTEBHMEIIEE, 180k
Re VT~ b—=FT A, RALAER, VLGOS, v =270, REVERE - 7 v
A B, KEERE, HREE, HIEREE

2. HREXIIHRICEET HFE

5. %heE - HIRICEEET HEE

PGB D 1RSS5 « FERICITHH L2 L Z2FRIE 528, Rte 25 P T 50
Do HLEITIE, HONHUOHEURFER (EHWEH) . PrEEANC X DR E1T 2 ., X
FInb LM EBET L2 L,

(fi# )

B BB ARV A HAIORRINC & 0 A2 U 7= B 0 FiES0I@ & O ERESS & FRE)S BAE(L L
TGN D D, o, BOORBRICEIBFRERNVECEZHHL TS I BICh P XIZLD
FLIR 3 HFEPEALBE S A L72 0 . 7 b E— PR SRR BB AR VT NI TR L7212
D33 B TWREEIZ T R U EREEIC X 0 ARYMRINZ 3 2% L T < BIEFIH 2\, 7 A LR T
TR BE AR VE A TIC NI W TR BIE 23 L T 2IER S & D | BZOIE
BIRVVBIE O METIEH D0, BERGZ 0 9 W95 - BB R~O B &R BB ARV Al
OHMME A IR TH D,

(Z %)
FIFREE D« AT v A RAVHAIFEEEfVT7. 1995 ;5 p. 44« [EFY ¥ —Fuft, KK

3. HiERUHAE
(1) FAERUVAEOMEER
WE L 1A 1~ A BB T 5,
7k, SERIC X0 EEEET D,
(2) FAERUVAEOFRERE - BRI

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 [

HHY

5 « FEREEN O EME BRI T D 01%TAZ Y VT T U HNVR R AT )L
(MF) #REE QN7 V—20OHF AN EHET 57202, 0.12% % A % U EEBRT AT )L
(BV) #SBE Y U—25, 0.064%_Z A X oo FuF o B 250 (BD) ME RO Y
— LTI L LT, AAERRA EiiT 5,

kbR
THA

Zhiax kA, EIM, “EER, BRI

ES

W2« BRERIE R O W VROl Rl 484 ) (FRBT X 4R)

EEPAS
BRPULE

LA O 5 A0 - RIEANRE - BOEREE. MRS, BEER (RFA) . §RiE2Z (2
). BFEEAEMERER. 7 M E—MEEER (R %

2RO 6 - WRHMETIRIS - BOEREE, 1BIEHEE, 7 U MRS R (ERMET) . R
% (BRMEM) | SAAER (ERMET) . e 7 — VB

3. 4fH. THINL O 8 A - I EMERIME

7
BRoh AL e

- FLIE R O hr

JREBIART L » AL, aFaxrTuA( ROLHE S, strongest D I /)LF o X5 1 A
RAAAI OO & O PUVA*IRIEZ iifT L T o B

BEEliC b T — b, A MU RY— N EHWEEE

R 51k

BRI 72 RIFRE O B35 N A IR ICAFAE T D 1 IRER &2 A CHBRERAZIC L. ERE 1D
8 L F TORMORERILA A H B OV I AR 2 (B T 7

SRTERE. A5 H OB A AR OBEREAL, A2 O FA & A OPBRERALIZ 1 H 2~3 [l H
MR LT,

ek, AMVHWIRIE, WEARRE - RAEREAT 1B, BRMEANES - SRR 3 M E L
7o

722 L, SNRBI I IO EZ R L, IS RGOS AL, RO sk T & L,
ATRIEA XA IR 2 TR & L Cflkie L 7=,

F7o, WO N RE LT Ga1EE ORi R CRlBRA & T LT,

AFATE

HRME - BREET R, 1BHRBHAE B & U 7o R GBI RO O A B ik
2t BIEH

* : Psoralen-Ultraviolet A




BihE  AEBRB R L-2REEE
1 H2~3 [AHABE L, AAERBREZITo MR E ., ‘RV—1, RV =277,
®V—1 AEBMBBEUEBL-2BIEE
e “ HEE 2 RERGT D
i PR iR 22 SEH 3 51 —
% ¥ Blzzn FEHA JiE: 45 e % S W
MF 8 61 37 60.7 NS «
o 3 % BV #F 61 30 49.2 "
1 TR - K
mE BRARHE MF i 61 57 93.4 . | e
1% BV & 61 52 85.3
MF #k78 60 39 65.0
1 % BV #E 60 35 58.3 N.S. N.S.
S . MF & 60 50 83.3
2 | HRHLEARLS - BEREE | o e BV iﬁg 50 T 500 N.S. | N.S.
MF 8 60 56 93.3
3 1 BV #E 60 55 91.7 N.8. N.S.
MF #78 60 27 45.0
1 % BV #& 60 13 21.7 ok ok
MF #78 60 45 75.0
3 2% | BV 60 32 533 | TN | **
MF 8 60 52 86.7
T 3 M BV #iF 60 42 70.0 | R
LR MF 75 62 24 8.7 | g .
1% BD & 62 20 32.3 -
MF #78 62 47 75.8
4 2 BD #7; 62 42 er7 | VS | NS
MF & 62 57 91.9
3% | BD WP 62 5% ss7 | VS | NS
MF 7 U — & 60 40 66.7
4 N.S. | NS
. 3% [BVvZVU—n& 60 40 66.7
VRS . OS:
5 RIS - RS R NF 7 — L a0 55 ] s s
1% |BV2ZU—& 60 56 93.3 o o
N7
LEES MF 27 U—24]| 61 37 60.7 | o | ns
1% [BV 7 U—A 61 40 65.6 " "
, MF 7 U —& 61 50 82.0
Ny ﬁl]x,'g/\. A e 20
6 mﬁ;'ﬂﬁﬂdi &Ekﬁi 2 @1 BV 7 U SN 61 51 33.6 N.S. N.S.
MF 7 U — A 61 58 95.1
3B% BV U—»A 61 59 96.7 N.S. N.S.
MF 7 U — A 62 16 25.8 " 5 " 5
1% |BVZU—. 62 9 14.5
. MF 7 U —& 62 46 74.2 < 5 < 5
2% |BVZ U—A 62 35 56.5
MF 7 U — & 62 52 83.9 < 5 < 5
~FE‘|/( -
S 3% BV 7V —2 62 46 74.2
MF 7 U — A 58 15 25.9 NS NS
1#% [BD 2 VU—2 58 19 32.8 o o
8 MF 7 U — XA 58 35 60.3 " 5 ”
2% [BD 27V —.x 58 46 79.3
MF 7 U — & 58 41 70.7 < 5 < 5
3#% |BD 2 VU—& 58 53 91.4
a) VRIEBHIA A & Ll U7- AR UGERE © TTRIE. 35 L SRR, 23R 0 B, o0, A, Bk @ 6 B
TEMI L. [2vev@gie) LLEZHEZE Ui,
b) S: ZEHE, W : Wilcoxon O 5 ZEMFME [N.S.:p = 0.05, * : p<0.05, %3k :p<0.01]




BV—-2 2RBUEEOEEELLER
MF #8 & BV #E & O LLEg
. PR BE A | fEFI% | MF>» BV | MF>BV | MF = BV | MF<BV | MF<BV Emﬁ%;]
iEEEs - (3 HE 61 4 14 35 7 1 N.S. *
1 BGHRIE |18z | 61 6 17 29 8 1 % % 5k
e snys LA | 60 2 9 41 7 1 N.S. N.S.
92 Dﬁg%ﬁg 2% | 60 2 9 37 12 0 N.S. N.S.
3#%| 60 0 12 41 7 0 N.S. N.S.
1A 60 5 22 30 3 0 * % * sk
3 SRR |2 W% 60 5 28 24 3 0 % % % %
3 H# 60 11 25 21 3 0 * % * %k
MF #E & BD #0F & O Lh#g
/),,—'—.(\Fi a)
. PR BE2H [ fEH1% | MF>BD | MF>BD | MF = BD | MF<BD | MF< BD ZQ’E”&%W
1H#%| 62 0 18 37 7 0 % %
4 WV | 25me | 62 0 19 32 10 1 N.S. | NS
3% | 62 1 15 34 10 2 N.S. N.S.
MF 7 U —2 L BV 7 U—2Ah LDk
"'ﬁ";u a)
L PR BZ2A [ fEFI% | MF>BV | MF>BV | MF = BV | MF<BV | MF< BV *f’“t%w
iR AR - |3 HE| 60 0 9 41 7 3 N.S. | NS.
5 FEHREE 1% | 60 2 16 30 3 N.S. N.S.
1A 61 0 9 39 13 0 N.S. N.S.
6 %PWK’?&JELJ@ 2% | 61 2 10 34 14 1 N.S. | NS
CBEREE (w61 3 7 41 8 2 N.S. | N.S.
1A 62 1 13 45 3 0 * * sk
7 SRR | 2m%| 62 9 20 28 4 1 % % % %
3 H# 62 8 19 29 4 2 * % % %
MF 27 V—2xi& BD 7 U —24 L DL
A;—'—»J\':i a)
il PR BE2H | fEHI% | MF>BD | MF>BD | MF = BD | MF<BD | MF<BD *SR'E' &
18#%| 58 2 4 32 18 2 % %
8 | WWIEERE |o5miz| s 2 5 30 19 2 *
3W%| 58 3 4 26 19 6 % % * %
a) S : FFEME, W : Wilcoxon OFF 5 IEMFIteE [N.S.: = 0.05, * :p<0.05, %% :p<0.01]
Ze% : BlER
BIVEFAREBLIRIL, B T MF#EIC LY 246 6 6 1 (2.4%). BVHEEIZL D 184 f
4] (2.2%), BDHREIZXL Y 6241+ 241 (3.2%) ICEIERANEE L, 7 U —AT
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L. 29 B 8l (27.6%) Th o7z, RWEHOFEEIZ., AT v A RIJE, BFEK, BiMm
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[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,
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(risr#iss, Scheffe 1)
1 1 ! I 1
9 10 11 12 13 (8)

| =——— mEmmg ——

(VI 5. HERANER L Z OB DHEBM



@ 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,
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I/ FH O FEAE RIVEH OFEERIFE BB - FHE (%)
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(2) REMEEBHER
EAL S LT T U HNRUEET AT L (MF) OFEFAEED 5= BRTE H K UMk M85
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ﬁ FEUEIRAR 7 (n=4) mvitro| ok S O o
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AR T TIESE LA | a~10 | 10 meke TR E
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N =
3 i S k. K 200 mg/kg LL_ECIR RHUIID 238
li% e (n=4) BT | 2000500 ) by Ty L e gt L (27]
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5 =
£ S estradiol FTLEFEIZF T 10 mg/kg
% ESY D (i (ne3) ey 3,10 | BERETTEHNBERIESAED b,
- (AR A AES)

*1: R ; v A ICRFR) . A X (¥—2) | v b (WistarR) . vH¥ (ARG
* 2 : stretching 7% ; BRI O K2 T4 1 FEE#2 12 phenylquinone 0.02%/K¥EHE 20 mL/kg % JEIEN S

L. EEND 15 % DK R stretching BB OIHL L [F1E & B2,
%3 : BT (g/mL)
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v b (SD %, Wistar %) ICMF#F, 7 ) —ARkOn—yar%d, 4 X (E—=2N) 12
MF #0525 L7273, RIX—2 (R &30 FHIORBR T b5 e/ s &1
Lo THEHITA SRR - T [29])

2) 7> b (SDFH) & MF Z#N#5 LTS, SECFEo bienoiz B9,

3) MF o F# 512k v~ A2 (ICR%) O*7 v b (SD %. Wistar ~F\) ZHEEAER
& U THRE OIS ST . U v SRR O MG, THALE OVEE. RIS ZEE, 56
E AR ORBIEENRD Hiv, BRI, G5 RETH L ORI L > TAEL D
BIBKEERNVECRAORE, HIZHBEREICHEY T REEPEEGE LTS EEZL
nr- [29] 5

RX—-2 SMEHHR
S o B LN} B LDso®, mg/kg
B | REE R g | (2) It (959 {Z IR )
. M| 24.8~ 31.0 5 >2000
& a)
vvA | ICR Sl | KT M| 21.1~ 25.3 5 >2000
B D it | 137.0~156.8 5 >175
34 ME | 97.8~117.3 5 >175
7 J—2nb | HE | 140.0~158.5 5 >175
353 M| 116.7~133.9 5 >175
. n—3 g 29| | 141.5~156.9 5 >3
5k SD S g M | 121.3~133.9 5 >3
77 ) HE | 106.6~118.8 5 = 4000
e
M| 75.8~ 92.6 5 >4000
- Mt | 145.7~176.6 10 | 461.5 (239.0~ 894.4)
ME | 120.4~152.2 10 468.8 (227.6~1035.2)
) . | 137.6~169.8 10 300.3 (155.1~ 576.5)
& a)
Wistar | 5 | KT i | 106.1~126.5 10 | 617.9 (310.1~1288.1)
— g 9 M| 11.3~ 14.4* 4 >17.5
Sl g R i34 i3 9.2~ 10.9*% 4 >17.5
) 5% 7 7 BT I LOKIHKIHRE L TS
b) 0.1%. 0.5% KN 2.5% %A% vy, Bk T4 LG alhe /el & 3 glkg 2% 5

0 0.1%r—yarEfAv, HBRTH LG TaE ke & 3 g/kg 25
d) 2.5%8F & AV, REBRFH LRGSR kmE 0.3 glkg 2185
e) LDso i3, 14 Hi% (T v MR &G 0H 35 HT%) Bliss tklc X W HH

* B (kg)
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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=1REDPLER) e (mg/ke/ ) (mg/ke/ A

v b |l (n=15)
D7) | (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

B . 5 BRI
(n=1BEDILE) BRIMM | R (mglkg/ ) (mgfkg/ )
Z v b |HE (n=100) I : 0.003
(SD %) |#t (n=100) . # : 0.01
= W (n=23) 1 4] 12353 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
BRICHW T, 0.006 mglkg THaVL D% B B O VO HEER DR T 282 b7z (231,
Y X (HAREGEHE) OREOISRERY (EE 6~18 H n = 12~15) |2 MF Z k&5
L7 BRIZIH VT, 0.2 mglkg THRIZOIEFIHIA 2 Hiv, 1.0 mglkg TREMIZIREDN ., IHIR
ICAEHFOLETRRIBEDOIENR R LN 24, 5o b (SD R) OFEEY - 38 (EHE
17~21 H n=22~24) (2% FEH L2 BRI, 0.01 mg/kg TREMWIZ o HEREED, HAERIC
PREEE PN DT B4,



®X—5 4HEHRER

BARMEER (mg/kg/H)
) il &5 B b BlLENY)
RERE A GR#) . n | B | (mg/kg/RH) G ~D i=5) HiE IR
VLR Iz
BT O 7> b 0.001, B 0.0010 | #E: 0.012 .
. (SD %) . KT | 0.003, 0.003 » |[#iEE7
IR 15/EE 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
TER AV 0.04,
(AARBE®RE) | | &FE | 0.2 0.04 v 029 0.04 9 |#lgwT
12~15/f# 1.0
- . 7 vk 0.001,
HE?E%U (SD %) . KT | 0.008, 0.001 7V 0.037 |#£E9| 0.003 0
’ 22~24/F¢ 0.01
B R MR B B L [ 1) IREBIE 2) KEERSREICE > THEERA LR
BT o THIEIZ LIZFT A 3) IR - BT 4) BEREE 5) HESRIKT 6) WE 7) HoE

(6) RFTRIB LR
VX (2a—Y=F 2 FARUA MEUIAARAGHE n = 72) (2R 2B —
MF 8B KO UV —ATiHE5H<, MF 2—y a U TIEERd oo 7o,
UHF (Zm2—Y =T FARUA MEn=6) (23T MF 8 O B SRR K OHRES

ORI

Hﬁﬁl {7'?1‘5(‘ ntuy) %ﬂﬁ‘ Ty ]\ (Hartley 7‘[4\‘) ij-‘a—é$k%’@\/ﬂl‘$%)wu&) Eﬂfcﬁfﬁo
7~ [35] [36]0

(7 Zoihn4EH%EH
1) FUEM, 7L AX— (FALEY )

E/LE v b (Hartley 5&2) 1ZxF9 5 Maximization test (n = 20) (23T MF (2128 ik
BT LR =IO by, £72, AFEERR (o = 10) K OYECHEAE/ERER
(Adjuvant-strip £ n = 10) (2B THIT LF—PE Tl Tl - 7= 137 [38])
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4 7 AU 7 (KETHEA - 2016 4F 8 J)
D4 G & W Laboratories, Inc.
k784 Mometasone Furoate, USP Ointment 0.1%
KT - Hikk Ointment, 0.1%: 15 gin 1 TUBE, 45 gin 1 TUBE
KRR 1987 4

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.

& - &

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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St G & W Laboratories, Inc.
W 7E4 Mometasone Furoate Cream 0.1%
FIE - Hikk Cream, 0.1%:15gin 1 TUBE, 45 gin 1 TUBE
AR 1987 4F
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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

HiE - 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 TAYA (WETHEH @ 2016 412 H)
D4 G & W Laboratories, Inc.
HR5E44 Mometasone Furoate Topical Solution USP, 0.1% (Lotion)
FIE - Hikk Topical Solution, 0.1% (Lotion) : 30 mL in 1 BOTTLE, 60 mL in 1 BOTTLE
TRFRAE 1987 4
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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

o4 NOVASONE CREAM, OINTMENT AND LOTION

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

+ Cream : 15 g tube

* Lotion : 30 mL bottle

A - Bk

KA H 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
Y - B 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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KE DU SCE
: Mometasone
Furoate, USP
Ointment
0.1%
(2016 4~ 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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Furoate Cream
0.1%
(2016 £ 7 H)

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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Furoate Topical
Solution USP,
0.1%(Lotion)
(2016 4F 12 )

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?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 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 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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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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: Mometasone
Furoate, USP
Ointment
0.1%
(2016 £ 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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