DISUF-H CREAM

DESCRIPTION

White, opaque cream.

COMPOSITION

Fusidic Acid (Micronised) 2.0% wiw
Hydrocortisone Acetate (Micronised)  1.0% w/w

PHARMACODYNAMICS

Fusidic acid is an antibiotic with a bacteriostatic or
bactericidal activity, mainly against Gram positive bacteria.
Fusidic acid inhibits bacterial protein synthesis although, in
contrast to drugs such as the macrolides or tetracyclines, it
does not bind to the bacterial ribosomes, but inhibits a factor
necessary for translocation of peptide subunits and
elongation of the peptide chain.

Hydrocortisone acetate diffuses across the cell membrane
and stimulates transcription of messenger RNA (mRNA) and
subsequent protein synthesis of various inhibitory enzymes
responsible for the anti-inflammatory effect of topical
corticosteroids. These anti-inflammatory effects includes
inhibition of early processes such as edema, fibrin
deposition, capillary dilatation, movement of phagocytes into
the area, and phagocytic activities.

When applied topically, this product is effective against
staphyiococci, streptococci, corynebacteria, Neisseria and
certain Clostrida and Bacteroides.

PHARMACOKINETICS

In vitro studies show that fusidic acid can penetrate intact on
human skin. The degree of penetration depends on factors
such as the duration of exposure to fusidic acid and the
condition of the skin. Hydrocortisone acetate can be
absorbed when given locally.

INDICATION

Disuf-H Cream is indicated for the treatment of dermatitis,
including atopic dermatitis and contact dermatitis, where an
infection with bacteria sensitive to fusidic acid is suspected
or confirmed.
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CONTRAINDICATIONS

Hypersensitivity to fusidic acid and its salts. As with other
topical corticosteroid preparations, Disuf-H Cream is
contraindicated in primary bacterial, viral and fungal skin
infections, skin manifestations in relation to tuberculosis or
syphilis, perioral dermatitis and rosacea.

WARNINGS AND PRECAUTIONS

« Caution in pregnant patients and in patients with
tuberculosis of the skin.

Caution should be exercised when the product is used
near the eye, since hydrocortisone acetate can cause
glaucoma if the preparation gets into the eye.

Pediatric therapy continuing for longer than 2 weeks
should be evaluated carefully by the physician.

Long term continuous therapy should be avoided in
infants as adrenal suppression may occur.

Steroid antibiotic combination should not be used for more
than 7 days in the absence of any clinical improvement.
Bacterial resistance has been reported to occur with the
use of fusidic acid applied topically.

As with all topical antibiotics, extended or recurrent
application may increase the risk of contact sensitisation
and the development of antibiotic resistance.

As Disuf-H cream contains a corticosteroid it is not
recommended in the following conditions: atrophic skin,
cutaneous ulcer, acne vulgaris, fragile skin veins and
perianal and genital pruritus.

Contact with open wounds and mucous membranes
should be avoided.

As with all corticosteroids, prolonged use on the face
should be avoided.

PREGNANCY AND LACTATION

Topical corticosteroids should not be used extensively, in
large amounts or for prolonged periods in pregnant patients,
as fetal abnormalities have been seen in animals due to
systemic absorption. There is inadequate evidence of safety
in human pregnancy. Safety in nursing mothers has not been
established. Topical corticosteroids should not be applied to
the breast prior to nursing.
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DRUG INTERACTION

None known

MAIN SIDE / ADVERSE EFFECTS
Topical use of steroids may result in skin atrophy,
telangiectasia or skin striae, especially during prolonged
application. As with all other corticosteroids, folliculitis,
hypertrichosis, perioral dermatitis, contact dermatitis,
depigmentation and systemic activity, although rare, may
occur. Mild stinging, irritation and hypersensitivity reactions
to the active ingredient in the form of skin rashes have rarely
been reported.

OVERDOSE

Acute overdosage is very unlikely to occur. However, chronic
overdosage or misuse may result in increased risk of topical
or systemic side effects.

DOSAGE AND ADMINISTRATION

For topical use only.

Route of administration
is added.

Apply sparingly to the affected area:

* Uncovered lesions
2-3 times daily.
« Covered lesions

Less frequent application may be adequate.

Note: The information given here is limited. For further
information, consult your doctor or pharmacist.

Storage:
Store below 30°C.

Presentation/Packing:
15 g aluminium tube.

Product Registration Holder /
Manufactured by: HOVID Bhd.
121, Jalan Tunku Abdul Rahman
(Jalan Kuala Kangsar),

30010 Ipoh, Perak, Malaysia.

Revision date: December 2017
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