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WRZFIE) . 7 X v NERE, KB, BREE (Va— ) 7B EREGT) . Y o E (E
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KEKOEEIZRST DARBRIUILLTO LB TH S, (2019 48 2 H KAL)

=4 K[E]

Woe4 TEMOVATE Cream, 0.05%. TEMOVATE Ointment, 0.05%
eI Fougera Pharmaceuticals Inc.

F 7Y —Ah, WE

=g s lgHizrz ey —Lr7a et BT ATV 0.5mg &H
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k544 Dermovate Cream, Dermovate Ointment

St4 GlaxoSmithKline UK
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F & U CHEMOBFEE 195 - BUBREE, i
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W1 H I~EEEE 2 BT 5, 2k, ERIC KD EEHERT S,

(=4 K

W7z Temovate Scalp Application 0.05%

=44 Fougera Pharmaceuticals Inc.

Y Scalp application
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E4 ek
W74 Dermovate Scalp Application
24 GlaxoSmithKline UK
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INRE S VYR DR S5 AR
BRI B A LINIC & Lo, I —EITEHEZ1T O Z &,

(2017 10 )

2. BHME T HERERZIRHER
(1) $E4mICBE 9 5B TR

AFRIZBT DM LR ks, i, RAFE~ORE ] OBEOFTHITILLTDO LB TH Y | KE FDA
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FAEARRE S TVD 9],

73 ¥A

FDA : Pregnancy Category C (2018411 A)

2% O

FDA ®433A : Pregnancy Category

C : 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.

INRFICEAT 5588
AIIZBITHHEH EOEE VNEE~O®KE ] OEOFTHEIILLTO LB THY . KEDOUWA CEL W)
WED SPC & IR 5,

(A EoEE]  VNEE~OMEM )
ANREIIR U CTRBEMA SUIEEE (ODT) 13, EFEELZRTBEANHLOTRIT S Z &, Fk,
Bleo3EEYE (ODT) LFRBROIERNH LD THEETDHZ &,

ot FLEPA

KEOFALE | TEMOVATE Ointment, 0.05%, TEMOVATE Cream, 0.05%

(2018 4= 11 H) Pediatric Use : Safety and effectiveness of TEMOVATE Cream and Ointment in pediatric
patients have not been established. Use in pediatric patients 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 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 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.

(201247 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.
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(Ointment :2017 48 H)
(Cream:2017 410 )
(Scalp:2017 410 A)

Dermovate Ointment, Dermovate Cream

Paediatric population

Clobetasol 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.

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.

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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