TO p i C I 0® S Ointment

Clobetasol Propionate USP & Salicylic Acid BP

DESCRIPTION

Topiclo® S ointment contains the active compound Clobetasol Propionate, a synthetic
corticosteroid and Salicylic Acid, a keratolytic agent, for topical dermatologic use. Clobetasol
is an analog of prednisolone having a high degree of glucocorticoid activity and a slight
degree of mineralocorticoid activity. Salicylic Acid is a keratolytic and antiseptic agent.

INDICATIONS

For the relief of the inflammatory manifestations of hyperkeratotic and dry
corticosteroid-responsive dermatoses such as : psoriasis, chronic atopic dermatitis,
neurodermatitis (lichen simplex chronicus), lichen planus, eczema (including nummular
eczema, hand eczema, eczematous dermatitis), dyshidrosis (pompholyx), seborrheic
dermatitis of the scalp, ichthyosis vulgaris and other ichthyotic conditions.

Treatment beyond 2 consecutive weeks is not recommended, and the total dosage should
not exceed 50 g/week because of the potential for the drug to suppress the
hypothalamic-pituitary-adrenal (HPA) axis.

Use in pediatric patients under 12 years of age is not recommended.

DOSAGE AND ADMINISTRATION

Apply a thin layer of Topiclo®$ ointment to the affected skin areas twice daily and rub in
gently and completely. For some patients, adequate maintenance therapy may be achieved
with less frequent application.

As with other highly active corticosteroids, therapy should be discontinued when control has
been achieved. If no improvement is seen within 2 weeks, reassessment of diagnosis may
be necessary.

It should not be used with occlusive dressings.

CONTRAINDICATIONS
Ointment is contraindicated in those patients with a history of sensitivity reactions to any of
its active ingredients.

SIDE-EFFECTS

The most frequent adverse reactions reported for Clobetasol Propionate ointment were
burning, irritation, itching and stinging sensation. Less frequent adverse reactions were skin
atrophy, cracking and fissuring of the skin, stinging, cracking, erythema, folliculitis, numbness
of fingers, skin atrophy, and telangiectasia. Cushing syndrome has been reported in infants
and adults as a result of prolonged use of topical Clobetasol Propionate ointment. The
following additional local adverse reactions have been reported with topical corticosteroids -
dryness, acneiform eruptions, hypopigmentation, perioral dermatitis, allergic contact
dermatitis, secondary infection, irritation, striae and miliaria. Salicylic Acid preparations may
cause dermatitis. Patients applying a topical steroid to a large surface area or to areas under
occlusion should be evaluated periodically for evidence of HPA axis suppression.

PRECAUTIONS

The ointment should not be used on the face, groin or axillae.This ocintment is not for
ophthalmic use. Systemic absorption of topical corticosteroids can produce reversible HPA
axis suppression with the potential for glucocorticosteroid insufficiency after withdrawal from
treatment. Manifestations of Cushing syndrome, hyperglycemia and glucosuria can also be
produced in some patients by systemic absorption of topical corticosteroids while on
therapy. Patients receiving super-potent corticosteroids should not be treated for more than
2 weeks at a time, and only small areas should be treated at any one time due to the
increased risk of HPA suppression. Clobetasol produced HPA axis suppression when used
at doses as low as 2 g/day for 1 week in patients with eczema. Pediatric patients may be
more susceptible to systemic toxicity from equivalent doses due to their larger skin surface
to body mass ratios. If irritation or sensitization develops with the use of this ointment,
treatment should be discontinued and appropriate therapy instituted. If concomitant skin
infections are present or develop, an appropriate antifungal or antibacterial agent should be
used. If a favorable response does not occur promptly, use of the ointment should be
discontinued until the infection has been adequately controlled.

USE IN PREGNANCY & LACTATION

Since safety of topical corticosteroid use in pregnant women has not been established, drugs
of this class should be used during pregnancy only if the potential benefit justifies the potential
risk to the fetus. Drugs of this class should not be used extensively in large amounts or for
prolonged periods of time in pregnant patients. Since it is not known whether topical
administration of corticosteroids can result in sufficient systemic absorption to produce
detectable quantities in breast milk, a decision should be made to discontinue nursing or to
discontinue the drug, taking into account the importance of the drug to the mother.

PHARMACEUTICAL PRECAUTION
Keep away from light and wet place. Do not store above 25 °C temperature. Keep out of
reach of children. Do not store at refrigerate.

PACKAGING
Topiclo®S Ointment: Tube containing 10 g / 20 g of ointment. Each gram ointment contains
Clobetasol Propionate USP 0.50 mg & Salicylic Acid BP 30 mg.
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Clobetasol Propionate USP

DESCRIPTION

Topiclo® lotion contains 0.05% w/w Clobetasol Propionate. Clobetasol Propionate is
a very active topical corticosteroid, which is of particular value when used in short
courses for conditions which do not respond satisfactorily to less active steroids.

INDICATIONS

Topiclo® lotion is indicated for the treatment of resistant dermatoses such as
psoriasis (excluding widespread plaque psoriasis), recalcitrant eczemas, lichen
planus and discoid lupus erythematosus and other skin conditions which do not
respond satisfactorily to less active steroids in patients 18 years of age or older.

DOSAGE AND ADMINISTRATION

Topiclo® lotion is for topical use only, and not for ophthalmic, oral or intravaginal
use. Topiclo® lotion should be applied to the affected skin areas twice daily and
rubbed in gently and completely. The total dosage should not exceed 50 g (50 mL or
1.75 fl. oz.) per week because of the potential for the drug to suppress the
hypothalamic-pituitary-adrenal (HPA) axis. Topiclo® lotion contains a topical
corticosteroid; therefore treatment should be limited to 2 consecutive weeks for the
relief of the inflammatory and pruritic manifestations of corticosteroid responsive
dermatoses and up to 2 additional weeks in localized lesions (less than 10% body
surface area) of moderate to severe plaque psoriasis that have not sufficiently
improved after the initial 2 weeks of treatment with Topiclo® lotion. Unless directed
by physician, Topiclo® lotion should not be used with occlusive dressings.

SIDE EFFECTS

As with other topical corticosteroids prolonged use of large amounts, or treatment of
extensive areas can result in sufficient systemic absorption to produce the features
of hypercorticism. Prolonged and intensive treatment with a highly active
corticosteroid preparation may cause local atrophic changes in the skin such as
thinning, striae and dilatation of the superficial blood vessels, particularly when
occlusive dressings are used or when skin folds are involved. In rare instances,
treatment of psoriasis with corticosteroids (or its withdrawal) is thought to have
provoked the pustular form of the disease. There are reports of pigmentation
changes and hypertrichosis with topical steroids. Clobetasol Propionate is usually
well tolerated, but if signs of hypersensitivity appear, application should be stopped
immediately. Exacerbation of symptoms may occur.

USE IN PREGNANCY AND LACTATION

There is inadequate evidence of safety in human pregnancy. Topical administration of
corticosteroids to pregnant animals can cause abnormalities of foetal development
including cleft palate and intrauterine growth retardation. The relevance of this
finding to human beings has not been established, however, topical steroids should
not be used extensively in pregnancy, i.e. in large amounts for prolonged periods.
There may be a very small risk of abnormal foetal development in the human foetus.

CONTRAINDICATIONS

Rosacea, acne vulgaris, perioral dermatitis and primary cutaneous viral infections
(e.g. herpes simplex, chickenpox). Hypersensitivity to the preparation. The use of
Clobetasol Propionate skin preparations is not indicated in the treatment of bacteria
(e.g. impetigo) perianal and genital pruritus. Dermatoses in children under one year
of age, including dermatitis and napkin eruptions.

PRECAUTIONS

Long-term topical continuous topical therapy should be avoided where possible,
particularly in infants and children as adrenal suppression can occur readily even
without occlusion. Topical corticosteroids 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 or systemic toxicity due to
impaired barrier function of the skin. If used in psoriasis careful patient supervision
is important. Appropriate anti-microbial therapy should be used whenever treating
inflammatory lesions which have become infected. Any spread of infection requires
withdrawal of topical corticosteroid therapy and systemic administration of
anti-microbial agents. Bacterial infection is encouraged by the warm, moist
conditions induced by occlusive dressings, so the skin should be cleansed before a
fresh dressing is applied.

PHARMACEUTICAL PRECAUTIONS
Store at or below 30 °C temperature. Keep away from light and wet place. Keep out
of reach of children.

PACKAGING
Topiclo® lotion: Each bottle contains 60 mL lotion. Each gm lotion contains
Clobetasol Propionate USP 0.5 mg.
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Topiclo NN’

Clobetasol Propionate USP, Neomycin Sulphate USP and Nystatin USP Ointment

DESCRIPTION

Topiclo NN® is a combined preparation of Clobetasol Propionate, Neomycin Sulphate and
Nystatin. Neomycin Sulphate is an antibiotic of the aminoglycoside type and is used to treat
infections with bacteria. Nystatin is an antifungal that kills fungi and yeasts by interfering with
their cell membranes. The mechanism of the topical steroids like Clobetasol, in general, is not
known. However, Clobetasol Propionate is highly active corticosteroid with topical
anti-inflammatory activity. The major effect of Clobetasol Propionate on skin is a non-specific
anti-inflammatory response, partially due to vasoconstriction and decrease in collagen
synthesis. Neomycin binds to the ribosomal 30s and 50s sub-units of susceptible bacteria and
inhibits protein synthesis. Neomycin also creates a misreading of the genetic codes of the
mRNA template and this causes incorrect amino acids to be incorporated into the growing
polypeptide chain. Nystatin acts by binding to sterols in the cell membrane of the fungus with a
resultant change in membrane permeability allowing leakage of intracellular components.

INDICATIONS

@ Short term treatment of recalcitrant eczemas

® Neurodermatoses

® Psoriasis where secondary bacterial infection or fungal infection is present
® Other skin inflammatory conditions

DOSAGE AND ADMINISTRATION

Adults: Apply to the affected area once or twice daily until improvement occurs. Treatment
should not be continued for more than 7 days without medical supervision. If a longer course is
necessary, it is recommended that treatment should not be continued for more than 4 weeks
without the patient's condition being reviewed.

Elderly: Topiclo NN® is suitable for use in elderly.

Children: Topiclo NN® is suitable for use in children (2 years and over) at the same dose as
adults.

CONTRAINDICATIONS

This medication is contraindicated in rosacea, acne vulgaris and perioral dermatitis, primary
cutaneous viral infection (eg-Herpes simplex, chicken pox) and hypersensitivity to the
preparation.

WARNINGS AND PRECAUTIONS

Long-term continuous topical therapy should be avoided where possible, particularly in infants
and children, as adrenal suppression can occur readily even without occlusion. If applied to the
eyelids, care is needed to ensure that the preparation does not enter the eye, as glaucoma
might result. If this medication does enter the eye, the affected eye should be thoroughly
washed with copious amount of water.

USE IN PREGNANCY AND LACTATION

There is little information to demonstrate the possible effect of topically applied Neomycin in
pregnancy and lactation. However, Neomycin present in the maternal blood can cross the
placenta and may give rise to a theoretical risk of foetal toxicity, thus the use of the preparation
is not recommended in pregnancy and lactation. The safety of Clobetasol Propionate has not
been established in lactating mothers.

SIDE EFFECTS

As with other topical corticosteroids, prolonged use of large amount or treatment of extensive
areas can result in sufficient systemic absorption to produce the features of hypercortisolism.
Dermal and epidermal atrophy which can occur specially on the face. Hypersensitivity reaction
like skin rashes may occur in 6% to 8% of patients when neomycin is applied topically.

PHARMACEUTICAL PRECAUTIONS
Store between 15 °C - 25 °C temperature. Keep away from light and wet place. Keep out of
reach of children.

PACKAGING

Topiclo NN®Ointment: Tube containing 15 g ointment. Each gram ointment contains
Clobetasol Propionate USP 0.5 mg (0.05%), Neomycin Sulphate USP 5 mg (0.5%)
and Nystatin USP 100,000 units.
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