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e 1 SRR & 2% 2 (0.02) 0(—) 2 (0.02) 0(—) 0(—) 0 (=) 2 (0.01)
= BAES 39 (0.35) 4 (1.9) 43 (0.38) | 21 (0.46) 5 (4.8) 26 (0.56) | 69 (0.43)
» e IK=E TN = 19 (0.17) 0 (—) 19 (0.17) 7 (0.15) 0 (—) 7 (0.15) | 26 (0.16)
| Z oo RBE 8 (0.07) 2 (1.0 10 (0.09) 5 (0.11) 0 (—) 5 (0.11) | 15 (0.09)
| B fafdiebk B2 2L 0 (—) 0 (—) 0 (—) 1 (0.02) 0 (—) 1 (0.02) 1 (0.01)
” EZE 4 (0.04) 0(—) 4 (0.04) 3 (0.07) 0(—) 3 (0.06) | 7 (0.04)
IEEJ RS 8 (0.07) 0(—) 8 (0.07) 3 (0.07) 0(—) 3 (0.06) | 11 (0.07)
B, WLRE - iR 6 (0.05) 0(—) 6 (0.05) 3 (0.07) 0(—) 3 (0.06) | 9 (0.06)
SRR 1 (0.01) 0 (=) 1 (0.01) 0 (=) 0 (=) 0 (=) 1 (0.01)
/N 103 7 110 52 5 57 167
£ 5 1 (0.01) 0 (—) 1 (0.01) 0 (—) 0 (—) 0 (—) 1 (0.01)
ZoM | fbE R 0 (=) 0 (=) 0 (=) 0 (=) 1 (1.0) 1 (0.02) 1 (0.01)
/B 1 0 1 0 1 1 2

* o HUEEAT & ODT*O0f M ; HALEAM, ODT*I24 1 flE e,
* ok HEE, RAE, TOM; BASRAAICE T,
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%

A Rk 7

22 VERT ATk S 1 184

RV R B8k 13

FIlE S B EL 17

RIERFEELE (%) 7.1
g [ SUEOBRE | BRI - o 2 (1.1)
VB TP R 9 (4.9)
| EEUE, & | 2 (1.1)
g o 1 (0.5)
| 2 (1.1)
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X. FFEREREHBRICEEI SEA

. REHER
() EHREHR

(VI Hh3EPLCBI2HE | OEBR
(2) REMEBAER
RX—1 —jgm
. B5RE
g o B7 ] mgike) o o
(nlFf) e 88 ik
S
g o S5y 1TEh, B X2 — | BENR — R R
o S 7# B 150, 500 | (CHEZEEBH AT, FEOHRIE | [30]
* (12/#%) FlARRSD &L o 72,
fE 32 wiE e L CH vz MNMNDimethyl
é@ﬂ% PR - L - O EES #IRA (0.5, 10, 25 | acetamide DIFALSAD L DILIEL | (3]
= b BRI BRI,
5 X 1075, 10~ (g/mL) TH G EH%
5 X 1076 | |c—iBPEOREDTE () | IR
i G I7AvaES in vitro ~10~¢ | lEHE K Z /R U721, R~z n
(@mL) | 396 (1) O T ICHRIEH O6
B8R BT,
X 10-6 0% i ~ rf A i H IR mE O 2 38
TR 7 vk in vitro 5 B @er "R L UL R O W 2
~104 | w7,
T — A BT T (A
A B R P A _ j _ 50 ma/kg It 2~3 537 1 UL
ey 7> b BHIRA | 05~50 | e st U
H 104 mg/kg AR RN
| DU L glkg CHEREICRAINL . BRI
[ | WUSERERE ) oo | v | 10010 | i oss L i | ()
% e e BEHIK LT,
A R x5 I
BHEICEGRRS,. T RLvFy v
N7 RLVvFY o, AT aTrL ) —
BRI KT % . . N A AT K B U RS B O - S
(e *= BRIRPS | 10~50 | e s e, 7 R LT ) o
12 & B BRI & b T h I B B
N L7
S AR T SRS X B L R
A A U et . . B We. DAL ROT £ F ALY
5 = L e N T [ o
B X b ORI,
= - ARICED ZLOENIH DR, R
D FIPRVEH (5/8) AN 10~100 &, JRT Na™, KTHRitENHT RIS | [31]
fi mLiz,
%K, 7y b (Wistar &) . V¥, v~7 2% (DS HR)

(3) ZOMOEBHER
AR L




2. SR

() EpRS5EEEER

SEBLOKEIIRK =20 LB Tho B2

KX—2 SMESEHRER

LDso (mg/kg)

Fehik

T, /it &0 KT fEREN
~ A Y3 10/# | > 5000 |139.1 (111.9~172.7) 137.2 (111.5~167.0)
(dd &) il g 10/# | > 5000 | 86.7 ( 72.8~103.5) 126.8 (106.5~150.9)
~ A Ji3 10/8f | > 5000 | 154.5 (123.6~193.2) 133.7 (106.0~168.8)
(ICR %) i3 10/t | > 5000 | 78.1 ( 65.8~92.8) 102.9 ( 83.9~126.1)
7 vk Jii3 10/ | > 5000 > 4000 > 4000
(Wistar 5%) i3 10/&t | > 4000 > 4000 > 4000
7w K Y3 10/8 | > 5000 > 4000 > 4000
(SD %) i3 10/ | > 4000 > 4000 > 4000
LDso : 50% 35t & () 135sKfE

(2) REEHESSMHEHAR
1) AR
X3 IRTEBY, T (SD A, M) (2 30 HREHEFE T 5217 -k
T. & b mglkg/ B £ CORFERHECHITARL . AMBRERL . RomoZl, §lE -
g - PRI OZERE, PN - RS O NEAR WV LR, @H a L FaxTad MICTRISn S 1ER
WA BT, K 30 H R0 HOBEIC LY, EiZ b smEiE L7 B3]
v~ (Wistar &, M) 12 30 HREEHR TG 21T - 1-BRO BRI L A & 5 Bk
T AT AR TR - 72 B2,
£X—-3 FIUSHHARER

iyl - B b e R e B B
GRE) e, o/t BTN | S5 (mg/kg/ H) (mg/kg/ H)
7 vk
(SD %) Mk 30 H A -y 0.01, 0.05, 0.5, 5.0 0.01
& 10/8%

2) 1B TR
BX—4 7T LB, 7y b (SD R, MEHE) (2 26 BRI T 5 21T > 72siRics
T, & 1 mgkg/ B £ TOEFERHHTHNITRL . T _XTarFaxTof NEERHZT
HEND D TH T, R 4 BT 12 WH IS, (FIFeecmiE Lz B
7 v & (Wistar &, MERE) (2 26 WREG TG 21T > TCBROmII AT A Z Y HRR
T AT U R T ro 7= [85]
RX—-4 EBEStERER

HY)Fll . BhH & e KA R B
GRED) . me | T | BGEES (mg/kg/H) (mg/kg/H)
7 v b
(SD ) Ml | 260 | &F 8gf}ﬁmfb0m‘ 0.005
% 10/BE Hon Ul L

(3 EEHEHR
AR L



4) DATRMEEER
MR L
(6) E£EHRESMHHAR
TR O MAIIRIX -5 D LB Th b, HEHMIT~TU A THEIRE 7 NG, 7Y BT
B9 HNDEE 6 A, HETE 9 B bilgE 8 ARG L7 221231 (36]
£RX—-5 LEHABREE

e R E (mg/kg/A)
kBRI EulZpi 5. P h & HEY
T (R M. e | iR (mg/kg/ H) e | A~ bR HAER
A )7
YRR G & A & ERER
Z vk Bhﬁ#ot# 5 R D HEAEET
SR QO (SD %) e 05. 2.0 AR b, TR OLE
AR AR HE - 12/8¢ A ENOEFERBEROEFERRIKT
I - 24/7F 7% 0.5 mg/kg TH B, 2.0 mg/kg
TIHAETFRPEON -T2,
~ ]72 X}'J e
(ICR %) iff KT |0.156, 0.625, 2.5 Oogﬁﬂ
22~23/ 1 ’
N TE 7y B 7 b H
Hu;;g;;a (SDF) # | F| 031, 1.25, 5 i) 2”31’@‘
e 5~6/T
AV
(NZW ) i | % F 0'6(25‘/k2'/55‘)10 0.625
12~15/% Herxe
S N 7 v b
Hﬁﬁgv (SD %) . g?\a%\az 0.02
A 20~24/8¢ :

( TVIL. 6. (5) #HtF) DIEZM)

(6) FRTRIEMEELER
MR L
(N ZothoEkEk
PURME (BELEY )
0.5 mg. 5 mg/kg Z [ H 3 81 X% 6 [\ Fich5 L CHIENEE 21 B BICHEREBREIT > 72,

TFT 4 7 FARIERIEFEBA T, SRR OHEERRB IS W TH IR D bR
7- 811
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XI. 3F&H

1.

FHENETORTRR
AAIDHETOAGRKRIUILL T DO LB TH D,
RXI—1 SNETOHREFTKRE
&4 TAU A (ETEH 2018 4E 3 A)
AR Merck Sharp & Dohme Corp.
WR5e44 DIPROLENE- betamethasone dipropionate ointment
HIE - Btk Ointment, 0.05% : 15 g in 1 TUBE, 50 g in 1 TUBE
TR 1983 4
DIPROLENE Ointment is a corticosteroid indicated for the relief of the inflammatory and
ZhiE « ZhiR pruritic manifestations of corticosteroid-responsive dermatoses in patients 13 years of age or
older.
Apply a thin film of DIPROLENE Ointment to the affected skin areas once or twice daily.
Therapy should be discontinued when control is achieved. If no improvement is seen within 2
weeks, reassessment of diagnosis may be necessary. DIPROLENE Ointment is a super-high-
potency topical corticosteroid. Treatment with DIPROLENE Ointment should not exceed 50
g per week because of the potential for the drug to suppress the hypothalamic-pituitary-
adrenal (HPA) axis [see Warnings and Precautions (5.1)].
Hik - H&E DIPROLENE Ointment should not be used with occlusive dressings unless directed by a
physician.
Avoid use on the face, groin, or axillae, or if skin atrophy is present at the treatment site.
Avoid contact with eyes. Wash hands after each application.
DIPROLENE Ointment is for topical use only. It is not for oral, ophthalmic, or intravaginal
use.
4 T AU (MGETHEA 2018 4E 3 H)
=t Merck Sharp & Dohme Corp.
HR7E44 DIPROLENE AF- betamethasone dipropionate cream
HI - Bk Cream, 0.05% : 15 gin 1 TUBE, 50 gin 1 TUBE
TR 1983 4

&
punaig
o
Bt
i

DIPROLENE AF Cream is a corticosteroid indicated for the relief of the inflammatory and
pruritic manifestations of corticosteroid-responsive dermatoses in patients 13 years of age or
older.

& - &

Apply a thin film of DIPROLENE AF Cream to the affected skin areas once or twice daily.

Therapy should be discontinued when control is achieved. DIPROLENE AF Cream is
a high-potency corticosteroid. Treatment with DIPROLENE AF Cream should not exceed
50 g per week because of the potential for the drug to suppress the hypothalamic-pituitary-
adrenal (HPA) axis /see Warnings and Precautions (5.1)].

DIPROLENE AF Cream should not be used with occlusive dressings unless directed by a
physician.

Avoid contact with eyes. Wash hands after each application.
Avoid use on the face, groin, or axillae, or if skin atrophy is present at the treatment site.

DIPROLENE AF Cream is for topical use only. It is not for oral, ophthalmic, or intravaginal
use.




&4

TAUD (ETHEH - 20184E 3 A)

e Merck Sharp & Dohme Corp.
e DIPROLENE- betamethasone dipropionate lotion

FIE - Hikk Lotion, 0.05% : 30 mL in 1 BOTTLE, 60 mL in 1 BOTTLE
AR 1983 4

DIPROLENE Lotion is a corticosteroid indicated for the relief of the inflammatory and
pruritic manifestations of corticosteroid-responsive dermatoses in patients 13 years of age or
older.

% - H&

Apply a few drops of DIPROLENE Lotion to the affected skin areas once or twice daily and
massage lightly until the lotion disappears.

Therapy should be discontinued when control is achieved. If no improvement is seen within 2
weeks, reassessment of diagnosis may be necessary. DIPROLENE Lotion is a super-high-
potency topical corticosteroid. Treatment with DIPROLENE Lotion s hould be limited to 2
consecutive weeks and amounts should not exceed 50 mL per week because of the potential
for the drug to suppress the hypothalamic-pituitary-adrenal (HPA) axis /see Warnings and
Precautions (5.1)].

DIPROLENE Lotion should not be used with occlusive dressings unless directed by a
physician.

Avoid use on the face, groin, or axillae, or if skin atrophy is present at the treatment site.

Avoid contact with eyes. Wash hands after each application.

DIPROLENE Lotion is for topical use only. It is not for oral, ophthalmic, or intravaginal
use.

4

=2 Z7 V7 (KETHFEHHE 2017411 A 15 H)

St

Merck Sharp & Dohme (Australia) Pty Limited

W 7e4

ELEUPHRAT CREAM, OINTMENT AND LOTION

AT - Btk

Eleuphrat Cream, Ointment 0.05% w/w (0.5 mg/g): 15 g tubes
Eleuphrat Lotion™ 0.05% w/w (0.47 mg/mL): 30 mL bottles
% 0 A=A M7 U T CIERIAAR A

HERAEH B

ELEUPHRAT Cream tube : 199249 H 22 H
ELEUPHRAT Ointment tube : 2007 4£ 11 A 12 H
ELEUPHRAT Lotion bottle : 1992 4£9 A 22 H

ZhHE « BhF

Eleuphrat is indicated for the relief of the inflammatory and pruritic manifestations of
corticosteroid-responsive dermatoses. These include atopic eczema . infantile eczema,
nummular eczema, contact dermatitis, neurodermatitis, anogenital and senile pruritus,
lichen planus, intertrigo and psoriasis.

Eleuphrat Lotion is indicated wherever hair impedes access to the skin in the treatment of
corticosteroid-responsive dermatoses particularly on the scalp, chest and underarms, etc. It is
also indicated in the treatment of seborrhoea and psoriasis of the scalp.

ML - &

Eleuphrat Cream, Ointment: Apply a small amount to the affected area twice daily. For some
patients adequate maintenance therapy may be achieved with once daily application.

Eleuphrat Lotion: Apply twice daily. Part the hair with a comb, then apply with nozzle directly
on the scalp. Squeeze bottle gently.

In most cases, 4 weeks continuous treatment should be considered the maximum.

Children: Administration of topical corticosteroids to children should be limited to the least
amount compatible with an effective therapeutic regimen.
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(1) B3 2 MEME®R (FDA, A —A ~Z U 7 553%)
AROEFIILO 19.5 i OEOLHIILLFO L FY THY . FDA CKERMICE) | 4
—A LT VT EEITRRD,
72%. FDA Ti&, 201546 H 30 H&Z b - T, Tk T L T& 72 FDA IR 2 /bR L/ 4a
(A/B/C/D/XDEFL: BAT IV —) ORGLEM T LI, BUED KETA SCEITITFGE
057, FDA fpfEZsedl L7z,

e

FDA : Pregnancy Category C (201843 H)

F—=ANZ U T DB
An Australian categorisation of risk of drug use in pregnancy

A (2017411 H)

2% . OB
FDA : Pregnancy Category
C : Animal reproduction studies have shown an adverse effect on the fetus, there are
no AWC studies in humans, AND the benefits from the use of the drug in pregnant
women may be acceptable despite its potential risks.
OR animal studies have not been conducted and there are no AWC in humans.
F—A KZ U7 D434 (An Australian categorisation of risk of drug use in pregnancy)
A : Drugs which have been taken by a large number of pregnant women and women
of childbearing age without any proven increase in the frequency of malformations

or other direct or indirect harmful effects on the fetus having been observed.
AFIZBT D EoEE
9.5 1147
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Pediatric Use

Use of DIPROLENE Ointment in pediatric patients younger than 13 years of age is not
recommended due to the potential for HPA axis suppression /see Warnings and Precautions

(5.1)].

In an open-label HPA axis safety trial in subjects 3 months to 12 years of age with atopic
dermatitis, DIPROLENE AF Cream 0.05% was applied twice daily for 2 to 3 weeks over a
mean body surface area of 58% (range 35% to 95%). In 19 of 60 (32%) evaluable subjects,
adrenal suppression was indicated by either a <56 mcg/dL pre-stimulation cortisol, or a
cosyntropin post-stimulation cortisol <18 mcg/dL and/or an increase of <7 mcg/dL from the
baseline cortisol. Out of the 19 subjects with HPA axis suppression, 4 subjects were tested 2
weeks after discontinuation of DIPROLENE AF Cream, and 3 of the 4 (75%) had complete
recovery of HPA axis function. The proportion of subjects with adrenal suppression in this
trial was progressively greater, the younger the age group.

Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater
risk than adults of systemic toxicity when treated with topical drugs. They are, therefore,
also at greater risk of HPA axis suppression and adrenal insufficiency upon the use of topical
corticosteroids.

Rare systemic effects such as Cushing's syndrome, linear growth retardation. delayed

weight gain, and intracranial hypertension have been reported in pediatric patients,
especially those with prolonged exposure to large doses of high potency topical corticosteroids.
Local adverse reactions including skin atrophy have also been reported with use of topical
corticosteroids in pediatric patients.

Avoid use of DIPROLENE Ointment in the treatment of diaper dermatitis.
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Pediatric Use

Use of DIPROLENE AF Cream in pediatric patients younger than 13 years of age is not
recommended due to the potential for HPA axis suppression /see Warnings and Precautions

(5.1)].

In an open-label HPA axis safety trial in subjects 3 months to 12 years of age with atopic
dermatitis, DIPROLENE AF Cream 0.05% was applied twice daily for 2 to 3 weeks over a
mean body surface area of 58% (range 35% to 95%). In 19 of 60 (32%) evaluable subjects,
adrenal suppression was indicated by either a <5 mcg/dL pre-stimulation cortisol, or a
cosyntropin post-stimulation cortisol <18 mcg/dL and/or an increase of <7 mcg/dL from the
baseline cortisol. Out of the 19 subjects with HPA axis suppression, 4 subjects were tested 2
weeks after discontinuation of DIPROLENE AF Cream, and 3 of the 4 (75%) had complete
recovery of HPA axis function. The proportion of subjects with adrenal suppression in this
trial was progressively greater, the younger the age group /see Warnings and Precautions

(5.1].

Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater
risk than adults of systemic toxicity when treated with topical drugs. They are, therefore,
also at greater risk of HPA axis suppression and adrenal insufficiency upon the use of topical
corticosteroids.

Rare systemic effects such as Cushing's syndrome, linear growth retardation, delayed weight
gain, and intracranial hypertension have been reported in pediatric patients, especially those
with prolonged exposure to large doses of high potency topical corticosteroids.

Local adverse reactions including skin atrophy have also been reported with use of topical
corticosteroids in pediatric patients.

Avoid use of DIPROLENE AF Cream in the treatment of diaper dermatitis.
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Pediatric Use

Use of DIPROLENE Lotion in pediatric patients younger than 13 years of age is not
recommended due to the potential for HPA axis suppression /see Warnings and Precautions

(5.1)]

In an open-label HPA axis safety trial in subjects 3 months to 12 years of age with atopic
dermatitis, DIPROLENE AF Cream 0.05% was applied twice daily for 2 to 3 weeks over a
mean body surface area of 58% (range 35% to 95%). In 19 of 60 (32%) evaluable subjects,
adrenal suppression was indicated by either a <56 mcg/dL pre-stimulation cortisol, or a
cosyntropin post-stimulation cortisol <18 mcg/dL and/or an increase of <7 mcg/dL from the
baseline cortisol. Out of the 19 subjects with HPA axis suppression, 4 subjects were tested 2
weeks after discontinuation of DIPROLENE AF Cream, and 3 of the 4 (75%) had complete
recovery of HPA axis function. The proportion of subjects with adrenal suppression in this
trial was progressively greater, the younger the age group.

Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater
risk than adults of systemic toxicity when treated with topical drugs. They are, therefore,
also at greater risk of HPA axis suppression and adrenal insufficiency upon the use of topical
corticosteroids.

Rare systemic effects such as Cushing's syndrome, linear growth retardation, delayed weight
gain, and intracranial hypertension have been reported in pediatric patients, especially
those with prolonged exposure to large doses of high potency topical corticosteroids.

Local adverse reactions including skin atrophy have also been reported with use of topical
corticosteroids in pediatric patients.

Avoid use of DIPROLENE Lotion in the treatment of diaper dermatitis.
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