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AT A NEE 4 (0.7) 15 (0.2) - 19 (0.3)
PEIERRIS - - 5 (1.6) 5 (0.07)
AEES 2 (0.3) 38 (0.6) 14 (4.6) 54 (0.7)
BAEES TS - 2 (0.03) - 2 (0.03)
A A Rk 2 (0.3) 22 (0.3) 16 (5.2) 40 (0.6)
E . - 7 (0.1) 6 (2.0) 13 (0.2)
HOBE - - 2 (0.7) 2 (0.03)
IARENTw - - 1 (0.3) 1 (0.01)
FalbRERR R S 21 9 (1.6) 11 (0.2) 2 (0.7) 22 (0.3)
B i Hz f 9 (1.6) 20 (0.3) - 29 (0.4)
7 R - - 2 (0.7) 2 (0.03)
HE ARk - - 1 (0.3) 1 (0.01)
B R R 1 (0.2) 1 (0.02) - 2 (0.03)
% & - 2 (0.03) - 2 (0.03)
[EEIIFS - 11 (0.2) - 11 (0.2)
BRILE - - 1 (0.3) 1 (0.03)
— P 0D i R 7 (1.2) 2 (0.03) - 9 (0.1
R 1 (0.2) - - 1 (0.03)
JTVJE 1 (0.2) — - 1 (0.03)
B EE 3 (0.5) 29 (0.5) 1 (0.3) 33 (0.5)
B Ji& O il 1 (0.2) 20 (0.3) - 21 (0.3)
PEfil B R % 1 (0.2) 9 (0.1) - 10 (0.1)
SRS 1 (0.2) - 1 (0.3) 2 (0.03)
ZDih — 3 (0.05) — 3 (0.04)
aRE - 2 (0.03) - 2 (0.03)
woNE - 1 (0.02) - 1 (0.01)
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2. SR
(1) HEES5EERAR
Fy FERO T 22T 5 LD 1ZKD L Y Tho7- 20

Wistar 27 v b dd B2~ 7 %
B 58
eyl LDso (mg/kg) el LDso (mg/kg)
) F >3000 4 >3000
e |
? >3000 ? >3000
q 397.3 o4 81.7
R i
? 365.8 ? 81.7
- J 413.7 o4 156.4
] e
? 351.3 ? 117.8

Van der Waerden %

(2) REBRSEMHRAR
Wistar 52 7 » M2 6.25~100pg/kg/day % 3 # ke N5 Uizt 2~3 L 0 REEIMOMmH & B
BB L2 BB R OWIR O ZERER B bz, 72, sRKEMERET 20pg/kg/day & &z bz 20
R, I ORERITEE GRS 1~2 7 H CREIET A 2 E R I Y
Wistar 52 7 » T 2.5~40ug/kg/day % 6 1 Az TG L-%6 . matkmtE & I ZEEER OB 4 54
f: 20) .

(3) &EhEHLESMHRER
IR Wistar 27 v b OB RN 400pg/kg/day & F2 T 5 L7256, N A% O glucocorticoid (2361 L
AR RRD bz 7,

4) ZDthoiEkEH
1) REREHHER
=k LA SRHEVEE LR v MIARAIZ 2.5~3mg NG M O 10%8RE 0.1g BAR 1235\ T RS EMEIX
O LIRS T,

2) RIBMERER (RE—XRRIEME. BRHEEREME)
MV, BFNCRE42IEHE 15, #ilEME) OIESR

3) SEMEHER

Za—U—T 2 RIRUA FREET AR 0.05% % &6 T HE, 7V — b IIANAROEBMIZEBNT,
WFIIZEB W T O RTIEITEED e no T2,
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1. ELE5NETORTRR
JuaREYy— L7 ua e R AT VIR 1973 FICTEETHRIE S TLSR, BCKEETERZEIN TV,
B, REIZBT AHAGRINTZZE IR, HELAVCHEIZILTOERBY THY . AETOEGRIRN &1

Bins,

(TILER—FEHE 0.05%., TILER—FH1)—L0.05%)

4. EEXILHR

OiRf - KIEXM (ETHEEARE. EF—LEE. BARERZET)
OfFLHE (EMBHERE. AOTILR, BEERBEET)

OB HMmE
Otifi
omEEn
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O URILIE S EHLIRIE
ORI Y 73 F—TZ

ORFHEEE
OHfLRfE

OEEMRME - 704 K
OWFIERE (HLa4a F—L R, BRAFE)

o704 FEE
OXMEER

OfFEXRAE (Pa—Y I ABRREXREED)
OFM) Vg (BREREZEL)
OMMiEE (BiEZELD)

6. AR UAE

W 1A I~ EERE 2 BT 5, ks, RIS X D EEHERET S,

KE R OREICBT 2ARBRIUTUTO LB TH D,

=4 pNES|

74 CLOBETASOL PROPIONATE GEL, 0.05%., CLOBETASOL PROPIONATE CREAM USP,
0.05%. CLOBETASOL PROPIONATE OINTMENT USP, 0.05%

=4 Fougera Pharmaceuticals Inc.

pailpith T, 7V —nh iE

o g iz z7 u gy —)L7a et e A7) 05mg &4

ZhRE X 1T 2h e AT A RIS GBI 31T D RAE K OFEFE D FRr 2

FEK OV & 1R 2 BEEEEICHE T L TBT 5,

AFENIFERNR S R BT AT 0 A RTH D720, IamiTEm 2 BETE L, 1 BHH
12509 ZH X TREH L7222 &

tDsE 72 AT v A K &[RRI LR ORI BAZICBI=E L
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&35,
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HITITZHORE L A%
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E4 ek

Hoe4 Dermovate Cream, Dermovate Ointment

24 GlaxoSmithKline UK

FHY 7=, B

=3 (7 V—L) 7Ry —L7F o F o Br 250 0.0525% wiw

(K B) sagZy—L7avd e A7 0.05375% wiw

BRSPS

7 a_E = UIEFEIRNRBFTAT oA R CTh D, A7 mA FRUGHED TR &%
RO RIE f OFRFEIT R LR 92 2 &,
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MiELR O &

FHARRE - BE
7 U — DR T E I RRCE LT D,
ORI R, B SUIBRR ORI RHTE LT %,

BA. BEHERV 1 HBO/NE

JERPUETHET L H 1~2 FATEEKICHoREEESBAT 5 (ZOERSE
FERBERIZALNDZ LB D), FO%IE, FRHEEEZRES T XTI L V10550
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A A AN = 15 e A R
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ZEMREN TN D,

W EDFT N TOREFALLHIET D WTRENED & D FALI Tk 5 L7219 23 K,
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WH 1 I~EEEEEZ BT 5, 2B, RIS K VEEERT S,

KEKROEEICB T ZEKRBRIUILLTO LB TH S,

=44 P NES|

Woe Temovate Scalp Application 0.05%

2t4 Fougera Pharmaceuticals Inc.

FRY Scalp application

EE: a7 a e d BT ATV 0.05%

ZHRE IR He AT v A RITRENEZ 759 RS EE s & B R OO SHER RS 8 D e o OMREE DFEIR T %F
L., ERORAEE LTERTLZ &,

MIEK O & 1H2ME (F1E &1R) BT D,

AANTFRS) T D72, HEITERE 2 MR ETE L, 1HEHIC 50mL Zi#x T L
A AR

AEN e EORIE TR LRV &,

(201247 1)
=4 H[E]
W 7e Dermovate Scalp Application
e d GlaxoSmithKline UK
F Scalp application
o 7 aRE =T a et T AT L 0.05% wiw
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2. BB HEREKRZIRER

(M

EARICBE S HiEIMERR
HARDOERM LED 1951 iG] OEOFTHEIILL TOLEEBY THY, KEORMLEL VA —RZ T U T D5y
BT822 D,

AINC BT D EOTER

9.5 b1t

PEAR SUTIEIR L TV D ATRENVED & 5 VR, TR ORI Gt Z ERlD & S D 5E 12D A
T2 &, AT LILBENRDLHEITIE. REUIRINTDI 2 IREHOM A 28T 5 Z &, BiE
B (7 v 8 CHEFBIEARRESh T Y, [825H]

H g s3I

K E DOERFCE: Pregnancy Category : C

(2020 429 H)
Animal reproduction studies have shown an adverse effect on the fetus and there are
no adequate and well- controlled studies in humans, but potential benefits may
warrant use of the drug in pregnant women despite potential risks.

A —ANZ U T D5%E . | Pregnancy Category : B3
The Australian categorisation
system  for  prescribing | Drugs which have been taken by only a limited number of pregnant women and
medicines in pregnancy women of childbearing age, without an increase in the frequency of malformation or
(2024 =3 %) other direct or indirect harmful effects on the human fetus 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.

(2)

MRS L7245 H

INREFICEET HEEE
HARDHRAI SCED 197 /8ME% | OEOTHIILL TOLEEBY TH Y, KE DRSS CER OPEEO SPC & i
i,

KIRIZ BT D EoEE

9.7/NR%Z

R O3 % EHE (ODT) 13l 2 2 &, REEEZ R TBZEANH D, 12, Bieoi3EEE (ODT)
LRIBEDIERRN S DD TIEETHZ L, [8.25H]

i FLHA

KEOWASFE | CLOBETASOL PROPIONATE GEL, 0.05%, CLOBETASOL PROPIONATE
(2020 -9 H) CREAM USP, 0.05%, CLOBETASOL PROPIONATE OINTMENT USP, 0.05%
Pediatric Use : Safety and effectiveness of clobetasol propionate gel, cream and ointment
in pediatric patients have not been established. Use in children under 12 years of age is not
recommended. 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 or after withdrawal of treatment. Adverse effects including
striae have been reported with inappropriate use of topical corticosteroids in infants and
children.
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
an absence of response to ACTH stimulation. Manifestations of intracranial hypertension
include bulging fontanelles, headaches, and bilateral papilledema.
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(Ointment : 2023 48 H)
(Cream : 2023428 A)
(Scalp : 2023 48 H)

(2012 -7 A) TEMOVATE Scalp Application, 0.05%
Pediatric Use : Use of TEMOVATE Scalp Application in pediatric patients under 12
years of age is not recommended.
Pediatric patients may demonstrate greater susceptibility to topical corticosteroid-
induced HPA axis suppression and Cushing syndrome than mature patients because
of a larger skin surface area to body weight ratio.
HPA axis suppression, Cushing 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
an absence of response to ACTH stimulation. Manifestations of intracranial hypertension
include bulging fontanelles, headaches, and bilateral papilledema.
H i RLAEP A
JL[E D SPC Dermovate Ointment, Dermovate Cream

Paediatric population

Dermovate is contraindicated in children under one year of age.

Children are more likely to develop local and systemic side effects of topical
corticosteroids and, in general, require shorter courses and less potent agents than adults.
Care should be taken when using clobetasol propionate to ensure the amount applied is
the minimum that provides therapeutic benefit.

Duration of treatment for children and infants

Courses should be limited if possible to five days and reviewed weekly. Occlusion should
not be used.

Dermovate Scalp Application

Paediatric population

Children are more likely to develop local and systemic side effects of topical
corticosteroids and, in general, require shorter courses and less potent agents than adults.
Care should be taken when using clobetasol propionate to ensure the amount applied is
the minimum that provides therapeutic benefit.

Duration of treatment for children and infants

Courses should be limited if possible to a few days and reviewed weekly.

4.4 Special warnings and precautions for use

Paediatric population

Dermovate Ointment, Dermovate Cream, Dermovate Scalp Application

In infants and children under 12 years of age, long-term continuous topical corticosteroid
therapy should be avoided where possible, as adrenal suppression can occur.

Children are more susceptible to develop atrophic changes with the use of topical
corticosteroids.
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