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(%) | s0C - - -
* O &7z L — = WBR A FEHE LT

k% RREEICHTLEE (%) , MEE; HPLC
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poFrva—y | smr | 00 - - - - - -
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* ok PIMEICHT T D ER (%) THFoR, EE ; HPLC
15 By SRR AL I
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N5,

B) BWIHHTAHZ L, AP BRDLNBRWIEETH 1y AUNOBEHANZEE LV, )

8. At
Y LR
9. EYFHHERE
A% L7
10. RAFOHHKS ORERHRBRE
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£RXI-1 SETORFTRR
[ 4 TAVA (ETHEH 2018 42 3 H)
ey Merck Sharp & Dohme Corp.
k5844 DIPROLENE- betamethasone dipropionate ointment
A - Bk | Ointment, 0.05% : 15 gin 1 TUBE, 50 g in 1 TUBE
TR 1983 4
DIPROLENE Ointment is a corticosteroid indicated for the relief of the inflammatory and
ZHRE - zh pruritic manifestations of corticosteroid-responsive dermatoses in patients 13 years of age or
older.
Apply a thin film of DTIPROLENE 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 - HE 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.
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T AU (YGETHEA 2018 43 H)

2xtt4 Merck Sharp & Dohme Corp.

544 DIPROLENE AF- betamethasone dipropionate cream
FITE - Ktk Cream, 0.05% : 15 gin 1 TUBE, 50 gin 1 TUBE

KA 1983 4%

PGPS

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

Sk - Ji 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 T AU (MGETHEA 0 2018 453 H)
2tt4 Merck Sharp & Dohme Corp.
s DIPROLENE- betamethasone dipropionate lotion
I - Hikk Lotion, 0.05% : 30 mL in 1 BOTTLE, 60 mL in 1 BOTTLE
HKERAE 1983 4F

PGPS

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.

M - &

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 FA—=ANMZ7 V7 (SGETHEHAH 2017411 H 15 H)
2tt4 Merck Sharp & Dohme (Australia) Pty Limited
kR5e44 ELEUPHRAT CREAM, OINTMENT AND LOTION

AT - ik

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 FEMCIER A AT

HEBAFEH H

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

&t
b
[y
&t
i

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.

M - &

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.

2. BHEITHERIRER

(1) B3 2uEsMEH (FDA, A —A ~7 U 7 53%H)

AFNZBT DM EoE Mk, Ew, RAWFE~OREL] OHEOGTHIFLL TO LB ThH
D, KFDA, —A Z VT L3R5, 708, FDA TIE, 201646 30 H&2H - T,
INECTHEM L TE 7 FDA BBVERESE (A/B/C/D/XDEL: BHT IV —) OFKFL
AT LIS, BUEOKERMSCEICIIREN H D720, FDA p¥EEHE L7z,

(EAH EorE]  Thkhm, M, ZHAEE~OHKE )

PEAE SUTHTHR L TV D ABEME O & B NIZx L TR LanZ EREE LV, (B
(¥R, UHF) THERAFIIEMN 2L20838E S Tn5, ]

I3 ¥

FDA : Pregnancy Category C (201843 H)

A=A T U T DN
An Australian categorisation of risk of drug use in pregnancy

A (2017411 )




(FEOBE)
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 N7 U T D434 (An Australian categorization 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.

(2) /NREZBET % R
AINCHBT DM EoEE VNREA~ORE ) OHOFTEIZLLFTO B0 TH Y, KE DKM
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[EH Eorg] UhEE~DRE
AR, #HAR, LR, SRR, B - KREFEAUIEEE (ODT) 13%F
P 29 2 KT BENNHDHLOTHRUTHZ &,
Fiz, BleodEmEE (ODT) LRBROIERR®H 2O THEETHZ &,
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KE O SCE

: DIPROLENE-
betamethasone
dipropionate
ointment

(2018 %3 H)

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 <5 mcg/dL pre-stimulation cortisol, or a
cosyntropin post-stimulation cortisol <18 mecg/dL and/or an increase of <7 mecg/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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: DIPROLENE AF
-betamethasone
dipropionate
cream

(2018 % 3 H)

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 mecg/dL pre-stimulation cortisol, or a
cosyntropin post-stimulation cortisol <18 mecg/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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: DIPROLENE-
betamethasone
dipropionate
lotion

(201843 H)

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 <5 mecg/dL pre-stimulation cortisol, or a
cosyntropin post-stimulation cortisol <18 mecg/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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