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CP PHARMA FUSIDIC ACID CREAM 2% W/W

DESCRIPTION

White, opaque cream.

COMPOSITION
Fusidic Acid (micronised) 2.03% w/w
Equivalent to Fusidic Acid 2% w/w

PHARMACODYNAMICS

Pharmacotherapeutic group: Other antibiotics for topical use, ATC
code: DO6AX01.

Fusidic acid is a potent antibacterial agent. Fusidic acid and its salts
show fat and water solubility and strong surface activity and exhibit
unusual ability to penetrate intact skin. Concentrations of 0.03 - 0.12
mcg fusidic acid per ml inhibit nearly all strains of Staphylococcus
aureus. Topical application of fusidic acid is also effective against
streptococci, corynebacteria, neisseria and certain clostridia.

PHARMACOKINETICS

In vitro studies show that fusidic acid can penetrate intact human skin.
The degree of penetration depends on factors such as the duration of
exposure to fusidic acid and the condition of the skin. Fusidic acid is
excreted mainly in the bile with little excreted in the urine.

INDICATIONS

CP Pharma Fusidic Acid Cream 2% is indicated for the treatment of skin
infections caused by Staphylococci, Streptococci, Propionibacterium
acnes, Corynebacterium minutissimum and other organisms sensitive
to fusidic acid. The most important indication being: Impetigo, Boils,
Carbuncles, Paronychia, Infected wounds, Sycosis barbae, Hidradenitis,
Erythrasma, Folliculitis.

CONTRAINDICATION
Hypersensitivity to the active substance or to any of the excipients in
this product.

WARNINGS AND PRECAUTIONS

Bacterial resistance among staphylococcus aureus has been
reported to occur with the use of topical CP Pharma Fusidic Acid
Cream 2%. As with all antibiotics, extended or recurrent use may
increase the risk of developing antibiotic resistance.

Extended or recurrent use may increase the risk of developing
contact sensitisation.

CP Pharma Fusidic Acid Cream 2% should therefore be used with
care when applied in the proximity of the eyes.

DRUG INTERACTION
No interaction studies have been performed. Interactions with
systemically administered medicinal products are considered
minimal as the systemic absorption of topical CP Pharma Fusidic
Acid Cream 2% is negligible.

PREGNANCY AND LACTATION

Pregnancy

No effects during pregnancy are anticipated, since systemic exposure
to topically-applied fusidic acid/sodium fusidate is negligible. Topical
CP Pharma Fusidic Acid Cream 2% can be used during pregnancy.

Breast-feeding

No effects on the breast-fed new-born/infant are anticipated since
the systemic exposure of topically-applied fusidic acid/sodium
fusidate to the breast-feeding woman is negligible. Topical CP

Pharma Fusidic Acid Cream 2% can be used during breast-feeding
but it is recommended to avoid applying topical CP Pharma Fusidic
Acid Cream 2% on the breast.

MAIN SIDE/ADVERSE EFFECTS

The most frequently reported adverse reactions during treatment are
various skin reactions such as pruritus and rash,followed by application
site conditions such as pain and irritation.

Immune system disorders (rare): Hypersensitivity

Eye disorders (rare): Conjunctivitis

Skin and subcutaneous tissue disorders (uncommon): Dermatitis
(including dermatitis contact, eczema), Rash, Pruritus, Erythema.
Skin and subcutaneous tissue disorders (rare): Angioedema,
Urticaria, Blister

General disorders and administration site conditions (uncommon):
Application site pain (including skin burning sensation), Application
site irritation.

Paediatric population
Frequency, type and severity of adverse reactions in children are
expected to be the same as in adults.

Effects on ability to drive and use machines
CP Pharma Fusidic Acid Cream 2% administered topically has no or
negligible influence on the ability to drive and use machines.

SYMPTOMS AND TREATMENT OF OVERDOSE

Overdose is unlikely to occur.

Unless hypersensitivity to Fusidic Acid or any of the excipients exists,
accidental ingestion of CP Pharma Fusidic Acid Cream is unlikely to
cause any harm. The total quantity of fusidic acid will usually not
exceed the approved total daily oral dose of fusidic acid containing
products except in children aged less than 1 year and weighing <10
kg. Although in this instance a child of this particular age group is
unlikely to ingest a whole tube of CP Pharma Fusidic Acid Cream. The
concentration of the excipients is too low to constitute a safety risk.

DOSAGE AND ADMINISTRATION
FOR EXTERNAL USE ONLY.

CP Pharma Fusidic Acid Cream 2% w/w is applied to the affected
area 2-3 times daily generally for a period of 7 days, except in
treatment of acne where therapy should be extended for a longer
period according to the nature of this disease.

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

Storage: Store below 30°C.

Presentation/Packing: Cream of 15 g in an aluminium tube.

Product registration holder: HOVID Pharmacy Sdn. Bhd.,
121, Jalan Tunku Abdul Rahman (Jalan Kuala Kangsar),
30010 Ipoh, Perak, Malaysia.

Manufactured by: HOVID Bhd.,

121, Jalan Tunku Abdul Rahman (Jalan Kuala Kangsar),
30010 Ipoh, Perak, Malaysia.

For: CARING Pharmacy Retail Management Sdn Bhd (757411-u)
No. 1, Jalan 51/203A, Kawasan Perindustrian Tiong Nam,
Seksyen 51, 46050 Petaling Jaya.
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