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Betamethasone-Najo 0.1%

Topical Ointmet

Betamethasone

Betamethasone -Najo 0.1%

Betamethasone

Topical ointment

Each 100 g ointment ; contains 0.1 g betamethasone (as

valerate)

CATEGORY:

Corticosteroid (topical); anti-inflammatory, steroidal

(topical).

MECHANISM OF ACTION:

Corticosteroids diffuse across cell membranes and

bound to plasma proteins and stimulate synthesis of

various _inhibitory _enzymes _responsible for  the
i-i effects of topical

INDICATIONS:

Topical betamethasone ointment is used to treat skin
irritation and itching caused by skin conditions such as
eczema, psoriasis, contact dermatitis and seborrhea. It
works by reducing redness, inflammation, swelling, and
irritation of the skin.

PRECAUTIONS TO CONSIDER

Pregnancy: Topical betamethasone, should not be used
extensively in large amounts or for protracted periods in
pregnant patient or in patients who are planning to
become pregnant.

breasts prior to nursing.

Pediatrics: Adrenal suppression, cushings syndrome,
intracranial and growth

systemic absorption of topical corticosteroids have been
documented in children. Therefore special care must be
exercised when these agents are used in children and
growing adolescents, especially if factors that increase
absorption are involve

Pediatric therapy continuing for longer than 2 week and
consisting of doses in excess of one daily application should
be evaluated carefully by the physician. This is especially
important if medication is applied to more than 5 to 10% of
the body surface o if an occlusive dressing s used. A tight
fitting diaper or one covered with plastic pants may
constitute an occlusive dressing.

trics: Geriatrics specific problems are not expected to
limit the usefulness of topical corticosteroids in the elderly.
However, elderly patients may be more likely to have
preexisiting skin atrophy secondary to aging. Purpura and
skin lacerations that may raise the skin and subcutaneous
tissue from deep fascia may be more likely to occur with the
use of topical corticosteroids in geriatric patients. Therefore,
topical corticosteroids should be used infrequently, for brief
periods, or under close medical supervision in patients with
evidence of pre-existing skin atrophy.

Special warning:

Visual disturbance may be reported with systemic and topical
corticosteroid use. If a patient presents with symptoms such
as blurred vision or other visual disturbances, the patient
should be considered for referral to an ophthalmologist for
evaluation of possible causes which may include cataract,
glaucoma or rare diseases such as Central serous
chorioretinopathy (CSCR) which have been reported after use
of systemic and topical corticosteroids.

Long term use of topical steroids can result in the
of rebound flares after stopping treatment

tudies in animals that topical
are systemically absorbed and may cause fetal
abnormalities, especially when used in large amounts,
with occlusive dressings for prolonged periods of time.
FDA pregnancy category C.

Breast-feeding: It is not known whether topical
corticosteroids are distributed into breast milk. However
problems in humans have not been documented.
Topical corticosteroids should not be applied to the

(topical steroid withdrawal syndrome). A severe form of
rebound flare can develop which takes the form of a
dermatitis with intense redness, stinging and burning that
can spread beyond the initial treatment area. It is more likely
to occur when delicate skin sites such as the face and
flexures are treated. Should there be a reoccurrence of the
condition within days to weeks after successful (reatmem a

should be with caution and specialist advise is

recommended in these cases or other treatment options

should be considered.

This can be prevented by slow reduction of the treatment,

for instance continue treatment on an intermittent basis

before discontinuing treatment.

Laboratory value alterations- Decrease of Eosinophil count,

total; increase of Glucose (blood and urine).

Proper use of this medication:

~Keeping away from eye.

“Not bandaging or otherwise wrapping the treated skin

area unless directed to do so by physician.

-Proper use of occlusive dressing, if prescribed.

~Not using on face, groin, or axillae unless directed to do so

by physician.

-Missed dose: using as soon as possible, not using if almost

time for next dose.

~Checking with physician if symptoms do not improve

‘within one week or condition becomes worse.

~Not using tight fitting diapers or plastic pants on a child if

the diaper area is being treated with this medication.

-Compliance with full course of therapy.

-Keep out of reach of children.

MEDICAL CONSIDERATIONS:

Except under special circumstances, this medication should

not be used when the following medical problems exists:

~Hypersensitivity to topical corticosteroid prescribed or any

of it orto any other

Risk benefit should be considered when the following

medical problems exits:

“infecton at treatment site (may be exacerbated f no
i tis used

~Skin atrophy , pre- existing (may be exacerbated due to

atrophigenic properties of corticosteroids);

Medium to very high potency topical corticosteroids should not

be used in the treatment of rosacea and perioral dermatitis and

should not be used on the face, groin, or axillae;

“Topical corticosteroids should not be used in the treatment of

ane;

SIDE EFFECTS:

in systemic side effects such as hyperglycemia, glycosuria, and
S v o oA

withdrawal reaction should be suspected.

pituitary

from use of ery

high potency products and from use of less potent topical

steroid preparations when occlusive dressings or

excessive quantities were used. In all cases of HPA axis

suppression the effect was reversible upon

discontinuation of therapy.

Those indicating the need for medical attention:

Incidence less frequent or rare: allergic contact dermatitis;

folliculitis, furunculosis, ~ pustules, pyoderma  or
i i in

skin atrophy; skin infection, secondary; stripping of

epidermal layer; telangiectasia.

Incidence rare- with prolonged use or other factors that

increase absorption: Acneiform eruptions; cataracts,

posterior subcapsular; Cushing's syndrome; dermatitis,

perioral; ecchymosis; edema; gastric ulcer; glaucoma,

secondary; hirsutism or hypertrichosis;_hypertension;

jic syndrome; or other

changes in skin pigmentation; infection, aggravation of

miliaria rubra; protein depletion; skin laceration; skin

maceration; striae; subcutaneous tissue atrophy; unusual

loss of hair.

Those indicating need for medical attention only if they

continue or are bothersome:

Incidence less frequent or rare- Burning, dryness,

irritation, itching, or redness of skin, mild and transient;

increased redness or scaling of skin lesions, mild and

transient; skin rash, minor and transient.

DOSAGE AND DIRECTION:

Usual adult dose

Apply to affected areas, one or two times a day

Usual pediatric dose

Apply to affected areas, one time a day.

STORAGE:

Store below 30zand protect from freezing.

REFERENCE:

USP DI Drug Information for the Health Care

Professional, 2007, page: 918-925.

Issue date: 09.2024
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