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woNE - 1 (0.02) - 1 (0.01)




VI. &£ (FRLOIESF) 1T SRR

(AHNTa— g)
FIERF] 3961 B, 90 B (2.3%) ICRMWEAMNRE Sz, FOER D OIE—EMEORIFEK 34 £ (0.9%) .
EDIK - E 261 (0.7%). HEORIEEK 194 (05%) Thorz (FHMEOFHERE),

TFTILER—,RANLTO— 32 0.05%DEIERADIEERHKINIKR

e PR A a @
AR R 8 # T 278 » Pt 286 # FIf
AR A I B B 184 {31 3,777 #il 3,961 %1
IR I3 BUE 11 27 13 63 13 90 13l
RIE 2B 28 1 77 1 105 14
I B FH A8 BLE (51 28 14.7% 1.7% 2.3%
A0 3 0 29 (0.8) 29 (0.7)
o - 3 (0.08) 3 (0.08)
EFER - - 26 (0.7) 26 (0.7)
Z DD EEAEIK 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)
S IR - 5 (0.1) 5 (0.1)
ZESITES - 3 (0.08) 3 (0.08)
— 2P D TR 22 (12.0) 12 (0.3) 34 (0.9)
BBUE 5@2.7) 17 (0.5) 22 (0.6)
B Ji& O il 4 (2.2) 15 (0.4) 19 (0.5)
AN - 1 (0.03) 1 (0.03)
R - 1 (0.03) 1 (0.03)
SRR ES 1 (0.5) - 1 (0.03)

9. RERRERBRICRIETZE
RIE STV

10. BEERE
BEEN TV



. BALDIE

VI. &£ (FRLOIESF) ICEI SRR

(HE -2 )—L)
14 BREDIE
141 EFRIZFROTE

BEIGRUSAO AR (BFET. TR E) A LR2VWE S EETDZ &,

14.2 RHEBRERDIE
IRFHE LTREM LA &y

(RANLTA—T3)
14 BREDZIE
14.1 ZRIZFHEDTE

1411 RUSA O BEY (BBE T, O Z D %72 8) ITIMEM LenZ &,

14.1.2 kRO TITEH LznwZ &,
14.2 ERIZRERFDIE
IREH & LTHEA LN &

12. Z0HDFE

(1)

(2)

BRER{EAICE D 1ER

165, 1 EREREAICE D < 1B

FREEE I RIIREMEN L7258, IR & 2 VIR IR, woRMERLEE, IR RSN 2 b

oL OWERH D W,

JEEGPRRER T E D < 1H#R
BEEN TV




X. JERRPREABRICREY SIHE

1. FEHER
(1) EHREHK (VI EHEEBICEHILSRAL BH)

(2)

)

(4)

BI R BRI
AR L

T e REEHR

—REEEE & U ORISR OB (iR, B8 ES), SRR,
TOMEM SERFRBI T DR, A, RPN QR ETRIEE D

AR ALE 5 1
I

A E. R EODERICKT2E], 7 FLvF U ST ReF Yy 7eFaral rofEER

Y A2 N
ER) .

VDA 2 EM, Bl

R EICKTT 2 EH, Bl ik
IR FHICRTT 2ER (BB HEH. 2o+ 21/EH. e

F O ot (BERRIBEARREA 3T 216, 77 4 7% 0 —F%RAB) 2Rt Lz, R,
Fi80 TR E A G- D HAR NN E T & OFIRIE D238 & F1, £ O O— IR FEFAE T 1%

EIEEN X BH1EM)
wEOZT L
BOLNR-T219,

AERTH H Co/I7] FEER I 15 ESTERES
PR R R
- —HRAEAR dd-Y Rt~ 2 |1 BRI 42 500mg/kg EENFE 512 T ATEIRYAI
i & U CEME, Em RS oM
fil, H25 AW, RUGME, il
PR SO DI IS AP AR Thi 1
& U CIUBE RO, S DR
75)%%‘ i E_)?h/f_o
- B ¥ EH) dd-Y SR~ v 2 Sy TElElds 77 = % [B]4 | 500mg/kg MEIEN 1 512 T 20 7041
TR A 2% B R IEE) O MF 23D BT,
- PR RN IR dd-Y B~ 7 2 |0.6%BEREETR 2 EVEPN | 200mg/kg B2 N 510 T T O B8
B4, writhing reflex | 1EH 23580 Hiuiz,
DIEIE & VAV
- AR JE & AF dd-Y RHEE~ 7 2 | _v b X —L 100 K Of 200mg/kg REZE PN £ 5-12 C i
50mg/kg % fE e P“JTQ? IRAE R 0] A3FR 0 H 7=,
EE 323/} HAR A et o 3 | N TRENG, BRI T (2 TN | 10mg/kg B AR $¢ 5Tk B 38 <
P E K= AL RD BTz,
MR - fEIRERR
- FIRIEM dd-Y ZHEME~ 2 |0.2ml/10g OFITZR /K | 50mglkg N EEH- KDY 200mg/kg o
Wistar RHEMET > b | A& S B GAZ B W TR EHMBRD b
776
T DD AR

BRI L

IRIRAT %)
- PRERZRR I T D AE

X DPEL AR




X. JERGPREAERICBIY 51EE

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) .
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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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JaRE =) a B BT AT UL 1973 FEICEETHIE SN TLLEE, BCKEE TR I TN D,
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)
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O URILIE S EHLIRIE
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ORFHEEE
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OEEMRME - 704 K
OWFIERE (HLa4a F—L R, BRAFE)

o704 FEE
OXMEER
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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 KE

W 7e4 TEMOVATE Cream, 0.05%., TEMOVATE Ointment, 0.05%

=4 Fougera Pharmaceuticals Inc.

pailpith 7 ) — b, B

o g iz z7 u gy —)L7a et e A7) 05mg &4
ZhRE STz S AT A RIS GBI 31T D RAE K OFEFE D FRr 2

LR O & 1H2EEEHICE XL TBAT 2,

KANIIEF IR AR RTAT oA RTHAH-0, BEITEG 2 AR E & L, 1AM
12509 A THEHLRWZ &,

Mg a2 T v A R ERERIZ_EFREROTEH BAEIZRE L2 X, RANC X 216
k422 &, 2 BBUNIZIEIRDOSENZ D SR WEEICIEZHo RE L%
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AN BEORTETHA LW &y

(2020 49 H)
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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
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FROGIE J ORI LI 2 &,
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FHARRE - BE
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A A AN = 15 e A R
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WIT, BTG U 2R = F Lo 7 4 VAT L BBENERIT 5, @ IT—
DIHDEEETHIRENE LN D, T OH%IL, @, BEELR L CoERh R
Frans,

FERD AT 5 T 2~4 BB LINIZEGE L2 WEE1E, 1R &K O &2 Faklid 5
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ZEMREN TN D,

W EDFT N TOREFALLHIET D WTRENED & D FALI Tk 5 L7219 23 K,
Z OVRFRITBREHRALA & B O L7213 9 28 K, JEIR & OERHBIR OF4E & falii
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WH 1 I~EEEEEZ BT 5, 2B, RIS K VEEERT S,
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=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%

AT v A RITRENEZ 7397 H A BE s & B BE D BH R BRI K 0D JAE M OMEFE O JE R T xt
L., ERORAEE LTERTLZ &,

MER O & 1H 2B GE1E, &K1E) B6AT D,
AFNIR) TH D70, IR 2 M E T& L, 1EMIC 50mL 2 % TEFA L
NIk,
AR B EAFECHER L2 &,
(201247 H)
=4 e [E]
7% Dermovate Scalp Application
e GlaxoSmithKline UK
F Scalp application
EE: 7 aRg S =T a et T AT L 0.05% wiw

7 aNXE =) XS DOFHNAT v A RIRFRG LIRWAT 1A REORHEDIERO T
FLR R LM 5 2 &,
WO, EEGVERUR R R

e GR8 I - SRR PT
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FERDUGERFEO MDD ETOR ADED 7 u_XE Y — L& & (INZBHRIZEBAAT 2,
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INERRUELS R DRSS HRE
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2. BB HEREKRZIRER

(M

(2)

EiRIZBET 5EMER

AAROIRISCED 195 i) OEOFHEIZLLTO LB THY | KE FDA L3R D, A=A 707
TGA @ Prescribing medicines in pregnancy database (2, AA&|D 7 = U —438OFEHEIT 720 (2020 47 11 H Bl
1E)

AR T DN LOER

9.5 b1t

PEAR SUTIEIR L TV D ATRENVED & 5 VR, TR ORI EBMEZ BRI & S D 5E 12D A
ERT 22 &, AT L2HENRDLHAEITIT. REUIRMNTDOI 2 IREHOM A 28T 25 2 &, BimE
B (7 b)) CHESFBEAIRESA TS, [825H]

FDA : Pregnancy Category C (2020 4-9 A)

2E SO

FDA 4348 : 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.

INRZ(CRE T BEEE
AAROEASCED 19.7/08E% ) OEOTHIZILLTO LB TH Y | KEORM CE K OZEEO SPC &1
5,

AKIINZBT HHEH EOEFE

9.7/hR

T 3 ERE (ODT) 13T 2 2 &, BEREZ R ITBENAH D, £z, Bleo3%ENE (ODT)
CRBEDIER NS DO THETAHZ L, [8.2 5]

gt RLHEAVA

KEOUHISCE | TEMOVATE Ointment, 0.05%, TEMOVATE Cream, 0.05%

(2020 /-9 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.
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(Ointment : 2020 /=12 A)
(Cream: 2020 4£ 12 A)
(Scalp : 2020 4F- 12 H)

(2012 -7 H) 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 RLAE A
H[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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