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Rz B JiE - - 2 (0.7) 2 (0.03)
Hz b - - 1 (0.3) 1 (0.01)
R R 1 (0.2) 1 (0.02) - 2 (0.03)
% & - 2 (0.03) - 2 (0.03)
[EEJ TIPS - 11 (0.2) - 11 (0.2)
BRILE - - 1 (0.3) 1 (0.03)
— 3t M O RS 7 (1.2) 2 (0.03) - 9 (0.1)
B G R 1 (0.2) - - 1 (0.03)
JTVJE PR 1 (0.2) - - 1 (0.03)
1B BUE 3 (0.5) 29 (0.5) 1 (0.3) 33 (0.5)
P2 & 0> U 1 (0.2) 20 (0.3) - 21 (0.3)
P B RS 2% 1 (0.2) 9 (0.1) - 10 (0.1)
&P 1 (0.2) - 1 (0.3) 2 (0.03)
Z D — 3 (0.05) — 3 (0.04)
Tt A KRR - 2 (0.03) - 2 (0.03)
% - 1 (0.02) - 1 (0.01)
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b B &
TR it R % 8 # AT 278 % At 286 # Al
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IR I 38 BUE 1% 27 15 63 i 90 5
RIVE s B 5 28 11 77 105 {4
I VE FH RS BLE (51 28 14.7% 1.7% 2.3%
R 8 0D R AE 0 29 (0.8) 29 (0.7)
S - 3 (0.08) 3 (0.08)
EFER - - 26 (0.7) 26 (0.7)
Z DD KRB 23 (12.5) 31 (0.8) 54 (1.4)
AT aA NEE 1 (0.5) 8 (0.2) 9 (0.2)
BAEES - 3 (0.08) 3 (0.08)
A A PRk - 5 (0.1) 5 (0.1)
EESIES - 3 (0.08) 3 (0.08)
— 3t O RS 22 (12.0) 12 (0.3) 34 (0.9)
BEAE 5.7 17 (0.5) 22 (0.6)
B & O 1R 4 (2.2) 15 (0.4) 19 (0.5)
AN - 1 (0.03) 1 (0.03)
%R - 1 (0.03) 1 (0.03)
B OE 1 (0.5 - 1 (0.03)
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DeEE B v b
- REEARAE R AEH dd-Y RV~ 2 | Ry ML E X — L 100 K& TN 200mg/kg HEZE PN $¢ 512 C e
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SER i3} HARB@RENE T | N TR, BRI (2 TN | 10mg/kg $FIRPIEE G- Tl B 78I <
W E B AR BTz,
MR - BIRERR
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2. FHR
(1) BEpHx5EM4RER

F vy RO 22T 5 LDso ZKD L Y Tho7-20

Wistar 2 7 >~ b dd R~ A
e R LY
P51 LDsy (mg/kg) P51 LDsy (mg/kg)
) F >3000 g >3000
e A
? >3000 ? >3000
J 397.3 J 81.7
£ i
? 365.8 ? 81.7
- J 413.7 g 156.4
i} i
? 3513 ? 117.8

Van der Waerden %

(2) RERSSMHHAR

)

4)

Wistar 5% 7 > MZ 6.25~100pg/kg/day % 3 7 HEfi iz TG L2356, 2~3 8 X 0 REEMoMmf &, #&
BB U7 RIB R O OZERESGBD bz, £, REEMRIL 20pg/kg/day & &z bz 20,
BB, IO ERITHRERILE 1~2 DA TEETLHZ ERERISNE Y,

Wistar 58 7 v MZ 2.5~40pg/kg/day % 6 71 Hidfke TG L7856, datkmt: & IZIERROEm A b
7= 20) .

HIEHRAEEMHER
1T Wistar 27 v h ORI 400pg/kg/day & B TG L= 854
TAEFAER RO sz 17,

e

M #2%: @ glucocorticoid (Z3£i# L

Z DGR EN

1) BERAEMEAER

N b LA SRHEVEEVE v NSRRI 2.5~3mg BN KON 10% 808 0.1g BATIZ 380 CRFIENEITRR
O LIRS T,

2) RIFMEHER (RE—RRIEE. RAERRE)

V. BGNCEET A 150 REME) OEZMR

3) SEMEHER

Za—U—=F Y FRUA FREEY Y FITAF0.05% 2 56T 28E. 7 U — L UISHEOBARIZ BT,
WP HIIZB DT EIEEMEITRED b eno T,
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<FTvoLky - HY

(3) FRFFDEBEERICONT
V. RANCEETLHE 1. A (2) AROKE] MR OMEIR) OHZM

b, RPBEHE
LR

6. BE
(TILEA—FEE 0.05%)
5¢ [1 F=2—71] x10, 30g [1 F2—7]
(TILER—}51)—L0.05%)
5¢ [1 F=2—7] x10, 30g [1 F=2—7]
(TILER— R AL TO—2 32 0.05%)
10g [1 8 kL] x10
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1) Clobetasol 17-Propionate #+FH A EEARMFZEHE « BEARFEAN. 1976 ; 4 : 507.
2) ZHHEHR : VEHARBEEFRE. 1975 5 37 @ 633.

3) U WE  PHHAKER. 19755 37 1 622.

4) HMATEREGIED - V6 H AR SR, 1976 5 38 ¢ 111.

5) BT =AHED> - P HARKERE. 1975 5 37 ¢ 553,

6) ZHEPTIFIZD - V6 HARZER. 1975 ; 37 : 565.

7) KT NED - P HARRER. 1975 ;5 37 @ 640.

8) Clobetasol 17-Propionate &4 AR B2 7 FBAFSEBE « 75 H AR &L 1982 5 44 : 677.
9) fM P JEEECEEER. 1976 ; 10 : 313.
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1. ELGSHETORFTRR

JaRE Y =) a B R AT UL 1973 FEICERETHRIE SALTLLR, MK ETHREIN TN D
ek, AICE T AR INTHEETER., HEEKCHEIZIUTO LB THY %ITODE&EE%/RJ: [
W75,

(TILER—FEE0.05%. TILER—FU1)—L0.05%)
4. NEEXR (TR

OiR% - RIEXE GEITHIE
OFEPH (EMPHEE. AMOTJILR, BE
OE =B

ORz#E

OHREEh

OXPL - v5H5

ORI L B#ERS
OEMARKIV T F—TX
ORTFHEEE

OfLRIE

OEEMRE - 704 F

ORFREE (Y/LaA F—P R, BIRAFE)
O7zInA FEE

OXfEERH

ONEXRAE (Pa— U IiEBREBAEED)
OFM) VN\E (AREREZED)
OMEREE (BHEEED)

EARE. EA—ILEE. BAREXRESE)
EMBEET)

6. BiERUAE
WH 1 I~ KRR R 2 BT 5, 2k, JERIC L D IEEERET 5,

KEROREICB T 2&GRIRUIL T O LB TH D,

4 P NES|

A 7E TEMOVATE Cream, 0.05%. TEMOVATE Ointment, 0.05%
2414 Fougera Pharmaceuticals Inc.

R 7V —h B

B lgHicz a_EZ Yy — L7 a et BT ATV 0.5mg &H
ILEDEESNIES AT A RIS GBI I8 1T D RAE K& OFEFE DR 2
FEKR OV & 1 H 2 BURERCHE < ART LTS 5,

AHNIHE RN RIFIAT oA FTH LD, infiTdEk 2 BE & L, 1#EH
(2 50g 2 THM LN &,

DRI Ip AT v A R & FERIC LRLER D65 B AR ﬁLLkﬁi AANT & 2 1HH

kA2 L, 2 BEUNITIER O ZENZTR D SR WA ICITZ o e L A%
BT 5,
KN BEOFIETHER LW &y

(202049 A)
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E4 eS|

k544 Dermovate Cream, Dermovate Ointment

St4 GlaxoSmithKline UK

FiRY 7Y —Lh, WE

=3 (7 V) —2) 7axXEZ)—L7abF BB 271 0.0525% wiw

(K B) sagZ)—L7a At R AT 0.05375% wiw

BRESIT RN R

I aRE Y — NIRRT AT A RCTHDH, AT A FOGTED o &R
FRODJNE e O FE IS LR T2 2 &,

g (RFIPHIC D e g2 bR <) . Rt ERE, RS, MR 7
<~ h—=TFT A, I aRXE =)L XTI OFHNAT v A KRN LARWMO R A,

MiEL O =

BGARR  BE
7 U — DR TS EICRRCE LT D,
WOB IR, BB SUIBRR O ZEITRFCE LTV %,

BA. BEHERV 1 BBO/NE

JERN U ET HE T H I~2 BAEREKICHSREZ2E BT 5 (2RSS
EEAFICALGNDZELH D), FO%IE, EHREEEZBS T XXX V0550
ANCET T2, RIEHACANBAR RN AA 2 6T 2 BRTIE, ARFIEAR R IR
L A RAN I ey o P

JERDEEEZ o b — LT 5T, 7 axX¥ ) — L7 o4 B A7 0N
fla— Az IKLTH IV,

BB A Lo, X0 EEMEORBICKT L TiX, 7 ax_E S — LR R AR 57~
WIT, MBS U 2 R Y = F L 7 VAT X BBENERIT 5, W IT—
DI DBEEETHIIRENE LN D, T OH%IL, @, BEER L CoERh R I

Frsha,

FER2NEALT 5 3T 2~4 BELIRIC S L2 W Eid, 18R K U2l & iRt 2
VR B D,

BRI 4 H Z 82 THkee L7e W 2 &, kRIS E 25513, K ahossnid
AR5 &,

1AM ORI EGEIL S50 7T 22BN &,

FEMROVERE BRI EE LT 7 v _E Y — U L ARG A oIk L, gL
Rl A MR L LTk 5 2 &,

7Ry — )V ORI K > TBEFEO R EHREREDO U Ny KR4 U 5 AlRetk:
N 5D,

HAMKEELRE  BRZEVYRTES

AT Y — FRRFTAT v A NOMEHRE CORMIZIRE S %, MEk&s (1
Hifal, @2mE, FE2L) 28ELTHLLV, ZHTHBEEORBIZEDNTHD
ZEREINTVA,

WEOT X TOREIBALRLTIET B FIHEtED H D EALI Tk 5 L72IE 5 B &y,
Z OIRPRIIEEERALA & B AR L721E 9 0 K, SER K ORI ORI 4% & fakit
WIZCOWTEMMICIHMIZ 35 2 &,

INRRUELSIRD % S HARM
WSS 5 BUAPIZ & E BIC—EIZEHMEi+ 5 2 &, BEHEIZAW AW &

BEEA~DEA
FGHIRNIRRS) 5 HURIZE &, BEHEITHWRWT &,

(7 —2A 120204 12 H)
(R : 2020 4F 12 H)




XIOI. 3Z2&H

(TILER—FRANLTO—2 320 05%)

4. HEERITHER

FLLTEBORELRE

OiE% - RExRH#

Ofr

6. BIERUAE

WE 1A I~EENE R B 5, ek, RIS K EEHERT D,

KEKROEEICB T 2EKRRIUILLTO LB TH D,

=4 K

W7z Temovate Scalp Application 0.05%

=4 Fougera Pharmaceuticals Inc.

F Scalp application

Bl JaRy) =T a Ed CEET ATV 0.05%

AT A RICBSE % =3 AR BE s O 55 B OO SE R G R DO RE Je OMEFE DFEIR I %
L. SEHHEORPHGRE LTS 2 &,

FE R OV 1A2E (F1E, &1E) 86715,
AFNTFRS) T D720, IpEIEke 2 M ETE L, 1EMIC SomL Z#2 THEH L
A AR
Az B EARETHERA LN &,
(20124£7 1)
=4 B
W 7E4 Dermovate Scalp Application
2tt4 GlaxoSmithKline UK
i Scalp application
ELS JaRE =T a A T ATV 0.05% wiw

BRE ST R

7axXEZ ) — )L E VIO ATa A RBNEZ L2 WAT oA REGSHEOTEEO T
SRS AR LEMIMERT S Z &,
WO, FERMER SR R

MIEROH=

BehAR % - BRRIT

BA. BHERV 1 ZED/NR

FERDUGEDRFEO bIND ETORADED 7 u Y — LK & GINIBHIZEBAMT 5,
D%, MEFPRIEL LTI H1ES LIFZNALL IR GREEZH LS Z L bR T
BHo,

INREUELH R DR 5 LA
BRI BA LIIC & £, I —EITEHE 21T 5 Z &,

(2020 12 H)
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2. BHZE T HERERIRER
(1) WEIRICEE 9 2iBsHER

(2)

AADEMLED 19.5 i) OEOFLHIILL FO LY TH Y KE FDA L3525, A=A LT V7
TGA @ Prescribing medicines in pregnancy database (2, AF| D77 =V — /38D FEHEUT 2V (2020 4F 11 HEL
1£) .

AR T DM LOEE

9.5 bEiF

PEAR SUFIEIR L TV D ATRENED & 5 L VEICIZ, 1B ORIt L BRI & S D 5a I DA
T2 &, AT L2XBENRDLHAITIT. REUIRINTDI 2 IREHOM A 28T 2 2 &, @k
B (7 b)) CHEGBEAIRESATHND 17, [825H]

S

FDA : Pregnancy Category C (202049 H)

2% O

FDA ®73%A : 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.

INRZEIZER T HECE
HARDOUHT SCED 197 /83%) OEOTHEIILL FTDO LB TH Y | KREORMN LER OFEED SPC & i
B D,

AIRZRBIT B EOEE

9.7/NRZ

FHIFE R X3 EERE (ODT) 13T 5 2 &, BREREZ R TBZENRH D, £z, Beo13&EENE (ODT)
CRBEDIER R HHDTHEETHZ L, [82 5]

8t FLEPVA

KEOUFLE | TEMOVATE Ointment, 0.05%, TEMOVATE Cream, 0.05%

(2020 49 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.




XIOI. 3Z2&H

(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.

b

RLEPVA

F[E D SPC
(Ointment : 2020 4512 H)
(Cream : 2020 &£ 12 H)
(Scalp : 2020 4F 12 H)

Dermovate Qintment, 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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