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(1) #0%
A b N
AR FA— RN Yk

(2) *4
Betnevate N Ointment
Betnevate N Cream

(3) AFRDMHE
N PRRAR_—= Kk N#E ARXBFER=FNZ V=LA ASNTND T TV~ A ¥ Rl D B4 Neomycin
DOFEXLFDO N ZfHF TP RRN—F NHE, X hXX—FsN7Z U —AhEms LT,

2. — &4
(1) % (&f%)
RE XA BT EEBRT ATV (JAN) | 7T UF~A VU (JAN)

(2) *& (&%)
Betamethasone Valerate (JAN) . Fradiomycin Sulfate (JAN)
betamethasone (INN) . neomycin (INN)

Q) AT L
REAZJUFEBIRATIL L R=V /7L K=Y 1 35K : -metasone/-methasone
TS5V0FTA L URERIE Streptomyces J& DI S PEAE T B HIAEWE - -mycin

3. BEANITFHER
REAZUEEBIRTIL IS5 OFH 7 A L UBEEE

H:N

+ 3H.S0.

TS50 A U BHEE : R'=H R*=CHNH;
750434 v CHEE : R'=CHNH, R*=H
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4. HFRARUDFE
RAAROEEBRIRTIL
7712 CorH37FOg
> T-5 : 47658
7S50 TA L UBEIE
7717 1 CosHasNgO13 + 3H2SO4
sy & : 908.88

5. {E%4 (&4iE)

REAZJUEREBRIATIV
9-Fluoro-11p,17,21-trihydroxy-16p-methylpregna-1,4-diene-3,20-dione 17-pentanoate (IUPAC 447512 K %)

7504742 BRERIE
2,6-Diamino-2,6-dideoxy-a-D-glucopyranosyl-(1—4)-[2,6-diamino-2,6-dideoxy-p-L-idopyranosyl-(1—3)-
B-D-ribofuranosyl-(1—5)]-2-deoxy-D-streptamine trisulfate (IUPAC #4412 K %)

TIS504T4 L0 CHERIE
2,6-Diamino-2,6-dideoxy-a-D-glucopyranosyl-(1—4)-[2,6-diamino-2,6-dideoxy-a-D-glucopyranosyl-(1—3)-
B-D-ribofuranosyl-(1—5)]-2-deoxy-D-streptamine trisulfate (IUPAC #4412 L %)

6. EERA. J4a. BE, EEES
RAAZOEREBIXTIL  EEHBZ X% DH-103
TS0 A D UREEIE . A~ A VUBBBE, MR A~A v, W7 704~ A v

1. CAS %8B 5
2152-44-5 (Betamethasone Valerate)
1404-04-2 (Neomycin)
119-04-0 (Neomycin B)
66-86-4 (Neomycin C)
1405-10-3 (Neomycin Sulfate)
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MMER e L
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WMt ch s, BREE RH35%

B (RS, BR. BER
RAAZJOEREBRIXTIL
BN 0 K9 190°C (43 fiR)
T304 URERE
fl s 252~280°C

FR IS ELAZ B T 3
RAAZJOEEBIXTIL
MR L
T304 URERE
pKa : 8.88

HEFREK

REAZJUEERIZATIL

EARE (logP) :n-A 2 % 7 —/L—K (pH7.1) ; 4.8
DS50H <AL UEREEE

MR L

F DD E LR MEE
REARZUEEBIATIL

AL ) = IRREEITIZ L, V=

FEeEE (o) §: +77~+83 (%, 01g. A% /—/L, 20mL, 100mm)

DS50H <AL UEREEE

FEYEE (a) B : +535~+59.0° (Bt L= o 1g, /&, 10mL, 100mm)

pH : 5.0~7.5 (100mg/mL ¥A#%)
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MY ER e L
IS4 A L UREEE
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1INV L CTH MR TR 7K, KB O F F 23°CIZ 2 FEME L TH IMBIOK T2 D70,
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RAAROEEBRIRTIL
HE [(RE ALY VERERBRTAT V] IZLD
DS TA L UREE
HiR 17704 ~A v URilstE) 12X
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WH O
R L
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Y LR

pH, ZEELL. #E. LE. TEL pHEFE
RERAR—FNYY—L
pH : 4.0~6.0

BREDHE
NERAR—FNEKE

M TII 220

H R —iakBRiE TAEMIIREERBRIE ) O T L PARE I B HRIEI OB 217 9 & & 50cfulg LA T,
RNEFRR—=FNY Y=L

M CII22n

H R — iRl T/ EMBRIERRERTE ) DORIERHBERS A RIE SV BR 21T 9 & &, 50cfulg LA,

2. HFIOHMR

(M

(2)

)

BUES CEERD) OEE
RERR=FNHE - R LRR—=LNIJ—LA
1gF HRRZ A2V UEREBET ATV 12mg, BRT7 7 V4~ A > o filigtE 3.5mg  (F11f)

kY

A FRA— b NE&E

#7700, ARV EYD

RERR—=KNY Y=L

T RATTIAT VA= AGTEY v B8R T T 4 e LY = & b s 2—)L 1000,
pH FH i
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. FlEDEAEL (MEEFHEL)

MR L

. A%
LR

(U= RIS PRAFHA PRIFIEHE WOR
5
AR 3% 25°C/60%RH 36 % A Fa—7 Eib7Za L
5
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< &% : Betamethasone Valerate >

betamethasone valerate
cream, betamethasone
valerate ointment,
betamethasone valerate
lotion

:E. Fougera & Co. a
division of Fougera
Pharmaceuticals Inc.

| 2E SR OWNE
FDA:Pregnancy Category C 1.Animal reproduction studies have shown an
(BETAMETHASONE adverse effect on the fetus, there are no adequate
VALERATE - and well-controlled studies in humans, and the

benefits from the use of the drug in pregnant
women may be acceptable despite its potential
risks.

2.There are no animal reproduction studies and no
adequate and well-controlled studies in humans.

2021512 1)
A=A NZ U ToRERRE | B3 Drugs which have been taken by only a limited
(BETNOVATE number of pregnant women and women of
: Aspen Pharma Pty Ltd childbearing age, without an increase in the
2025 4 1 H¥) frequency of malformation or other direct or
indirect harmful effects on the human fetus having
been observed.
Studies in animals have shown evidence of an
increased occurrence of fetal damage, the
significance of which is considered uncertain in
XHER LT A humans.
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< &% : Betamethasone Valerate >

HH i RLAN A
KE OIS S PRECAUTIONS:
(BETAMETHASONE General:
VALERATE - Pediatric patients may absorb proportionally larger amounts of topical

betamethasone valerate
cream, betamethasone
valerate ointment,
betamethasone valerate
lotion

:E. Fougera & Co. a division
of Fougera Pharmaceuticals
Inc. 2021 - 12 H)

corticosteroids and thus be more susceptible to systemic toxicity (See
PRECAUTIONS-Pediatric Use).

Information for Patients:

5. Parents of pediatric patients should be advised not to use tight-fitting diapers or
plastic pants on a child being treated in the diaper area, as these garments may
constitute occlusive dressings.

Pediatric Use: Pediatric patients may demonstrate greater susceptibility to
topical corticosteroid-induced HPA axis suppression and Cushing's syndrome
than mature patients because of a larger skin surface area to body weight
ratio.

Hypothalamic-pituitary-adrenal (HPA) axis suppression, Cushing's syndrome, and
intracranial hypertension have been reported in children receiving topical
corticosteroids. Manifestations of adrenal suppression in children include linear
growth retardation, delayed weight gain, low plasma cortisol levels, and absence
of response to ACTH stimulation. Manifestations of intracranial hypertension
include bulging fontanelles, headaches, and bilateral papilledema.

Administration of topical corticosteroids to pediatric patients should be limited to
the least amount compatible with an effective therapeutic regimen. Chronic
corticosteroid therapy may interfere with the growth and development of children.

H[E D SPC
(Betnovate Ointment,
Betnovate Cream :
Glaxo Smithkline UK,
2024 -7 A)

4. Clinical particulars

4.1 Therapeutic indications

Betamethasone valerate is a potent topical corticosteroid indicated for adults,
elderly and children over 1 year for the relief of the inflammatory and pruritic
manifestations of steroid responsive dermatoses. These include the following:
Atopic dermatitis (including infantile atopic dermatitis)

Nummular dermatitis (discoid eczema)

Prurigo nodularis

Psoriasis (excluding widespread plaque psoriasis)

Lichen simplex chronicus (neurodermatitis) and lichen planus

Seborrhoeic dermatitis

Irritant or allergic contact dermatitis

Discoid lupus erythematosus

Adjunct to systemic steroid therapy in generalised erythroderma

Insect bite reactions

4.2 Posology and method of administration

Paediatric population

Betamethasone valerate 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; therefore, courses should be limited to five days and occlusion should not
be used.

Care should be taken when using betamethasone valerate to ensure the amount
applied is the minimum that provides therapeutic benefit.

4.3 Contraindications

Betamethasone valerate is contraindicated in dermatoses in infants under one year
of age, including dermatitis.
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4.4 Special warnings and precautions for use

Risk factors for increased systemic effects are:

-Use on occluded areas of skin e.g. on intertriginous areas or under occlusive

dressings (in infants the nappy may act as an occlusive dressing)

-In comparison with adults, children may absorb proportionally larger amounts of

topical corticosteroids and thus be more susceptible to systemic adverse effects.

This is because children have an immature skin barrier and a greater surface area

to body weight ratio compared with adults.

Paediatric population

In infants and children under 12 years of age, treatment courses should be limited

to five days and occlusion should not be used; long-term continuous topical

corticosteroid therapy should be avoided where possible, as adrenal suppression

can occur.

4.8 Undesirable effects

Endocrine disorders

Very rare: Hypothalamic-pituitary adrenal (HPA) axis suppression
Cushingoid features (e.g. moon face, central obesity), delayed weight
gain/growth  retardation in children, osteoporosis, glaucoma,
hyperglycaemia/glucosuria, cataract, hypertension, increased
weight/obesity, decreased endogenous cortisol levels, alopecia,
trichorrhexis
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