130 mm

Package Insert

— 0 ™
el [{w43FY OINTMENT
Clobetasol Propionate Ointment USP, 0.05%
Description

White semisolid with characteristic odour and free
from any grittiness and foreign matter.

Pharmacodynamics

Globetasol propionate is a highly active corticosteroid

with topical anti-inflammatory activity. The major

effect of clobetasol propionate on skin is a non-

specific anti-inflammatory response, as a result of

Pharmacokinetics

Clobetasol propionate ointment has been shown to
depress the plasma levels of adrenal cortical
hormones following repeated nonocclusive
application to diseased skin in patients with psoriasis
and eczematous dermatitis. These effects have been
shown 1o be transient and reversible upon completion
ofatwo-week course of treatment.

Indication

Clobetasol Propionate is a potent topical
indicated for of
more resistant dermatoses such as psoriasis
(excluding widespread plaque psoriasis). recalcitrant
eczemas, lichen planus, discoid lupus erythematosus,
and other conditions which do not respond
satisfactorily to less active steroids.

Recommended Dose

h of
Clobetasol Propionate can be enhanced by occluding
the treatment area with polythene film. Overnight
occlusion is usually adequate to bring about
satisfactory response. Thereafter improvement can
usually be maintained by application without
occlusion.

Mode Of Administration

Topical

Contraindication

QUACE ECZEMA Ointment is contraindicated in
patients who are hypersensitive to clobetasol
propionate, to other corticosteroids. or to any
ingredientin this preparation.

Warning and Precautions

Systemic absorption of topical corticosteroids should

It should not be applied with an
ocolusive dressing to large areas of the body. Long-
term continuous topical therapy should be avoided,
especially in children. If Clobetasol Propionate is
required for use in children, it is recommended that the
treatment should be reviewed weekly, o that the least
potent corticosteroid that will control the disease can
besselected. It should be noted that, the infant's napkin
might act as an occlusive dressing. The face, more
than other areas of the body, may exhibit atrophic
changes after prolonged treatment with potent topical
corticosteroids. If applied to the eyelids, care is
needed to ensure that the preparation does not enter
the eyes as might cause corneal ulcers, raised intra-
ocular pressure and reduced visual function. Any
spread of infection requires withdrawal of topical
corticosteroid therapy and systemic administration of
appropriate antimicrobial product. Topical

P twice daily
untilimprovement occurs; normally within a few days
in the more responsive conditions. Discontinue the
therapy when control is achieved. If alonger course is
required, itis recommended that treatment should not
be continued for more than 4 weeks without the
patient's condition being reviewed. Repeated short
courses of the Clobetasol Propionate may be used to
control exacerbations. A less potent preparation
should be used if continuous steroid treatment is
necessary. In vary resistant lesions, especially where

may be hazardous in psoriasis for a
number of reasons including rebound relapses,
development of tolerance, risk of generalized pustular
psoriasis and development of local and systemic
toxicity due to impair barrier function of the skin. If
used in psoriasis careful patient supervision is
important.
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Drug Interactions

Potentially hazardous interactions

No hazardous interactions have been reported
Potentially useful interactions

No such interactions are reported, although

clobetasol topical applications can be combined with
anantibiotic

Pregnancy and Lactation

b topical Iactation

Storage Condition

Store in a dry place and below 30°C.
Do not freeze.

Shelf Life

36 months from the date of manufacture.

Presentation:

Topical ointment 10g aluminum collapsible tube and
flowerpot type white HDPE cap packed in a duplex

has ot been established

Side Effects

QUACE ECZEMA Ointment is generally well tolerated
when used for two-week treatment periods.

The most frequent adverse reactions reported to
clobetasol propionate ointment have been local and
have included burning sensation and stinging
sensation in approximately 1% of the patients. Less
frequent adverse reactions were itching, skin atrophy.
and cracking and fissuring of the skin

The following local adverse reactions are reported
infrequently when topical corticosteroids are used s
recommended. These reactions are listed in an
approximately decreasing order of occurrence:

burning, itching, irritation, dryness, folliculitis,
hypertrichosis, acne form eruptions,
hypopigmentation, perioral dermatitis, allergic

contact dermatitis, maceration of the skin, secondary
infection, skin atrophy, striae, and miliaria. Systemic
absorption of topical corticosteroids has produced
reversible. HPA axis suppression, manifestations of
Gushing's syndrome, hyperglycemia and glucosuria
in some patients. In rare instances, treatment (or
withdrawal of treatment) of psoriasis with
corticosteroids is thought to have exacerbated the
disease or provoked s postural form of the disease, so
careful patient supervision is recommended
Symptoms And Treatment of Overdose

Acute overdosage is unlikely to occur, however, in
case of chronic overdosage or misuse the features of
hypercorticism may appear and topical
corticosteroids should be discontinued.
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