CLOFENAC GEL 1% w/w

DESCRIPTION

Colourless gel with slight alcohol odour.

COMPOSITION

Diclofenac sodium 1% w/w.

PHARMACODYNAMICS

Diclofenac Sodium is a non-steroidal anti-inflammatory drug
(NSAID) with analgesic and antipyretic properties. It inhibits
the activity of the enzyme cyclo-oxygenase, resulting in
decreased formation of precursors of prostaglandins and
thromboxanes from arachidonic acid.

PHARMACOKINETICS

Diclofenac penetrates synovial fluid, readily crosses the
placenta and is excreted in breast milk. It is highly protein
bound. The terminal plasma half-life is about 1 to 2 hours. It
is metabolised to 4'-hydroxydiclofenac, 5-hydroxydiclofenac,
3'-hydroxydiclofenac and 4'5-dihydroxydiclofenac. It is
excreted in the form of glucuronide and sulphate conjugates,
mainly in the urine but also in the bile.

INDICATIONS

Non-steroidal anti-inflammatory drug indicated for the relief
of pain of osteoarthritis of joints amenable to topical
treatment such as knees and hands.

CONTRAINDICATIONS
Contraindicated in patients known to be hypersensitive to
diclofenac sodium.

WARNINGS AND PRECAUTIONS

Severe cutaneous reactions, including Stevens-Johnson
syndrome and toxic epidermal necrolysis (Lyell’s
syndrome) have been reported with diclofenac sodium.
Should only be administered onto intact skin, not on open
wounds or diseased skin areas.

Patients treated with diclofenac sodium should be closely
monitored for sign of hypersentivity reactions.

Discontinue diclofenac sodium immediately if rash occurs.
This preparation contains Sodium metabisulphite that may
cause serious allergic type reactions in certain susceptible
patients. Do not use if known to be hypersensitive to
bisulphites.
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PREGNANCY AND LACTATION
The use of diclofenac sodium is not advisable in pregnancy
and lactation.

DRUG INTERACTIONS
Concomitant use of diclofenac sodium and other NSAIDs
may increase the frequency of side effects.

MAIN SIDE / ADVERSE EFFECTS
Skin rashes and eruptions have occasionally been
reported and rarely urticaria.

+ Cases of hair loss, bullous eruptions, erythema
multiforme, Stevens-Johnson syndrome, toxic epidermal
necrolysis (Lyell's syndrome) and photosensitivity
reactions have been reported.

OVERDOSE AND TREATMENT

Clinical features

During recommended use there is practically no risk due to
overdosage.

Treatment
Wipe off the gel and discontinue.

DOSAGE AND ADMINISTRATION

Pump Clofenac Gel 1% w/w on the affected areas 3 to 4
times per day.

Each ml of Clofenac Gel contains 9.9 mg of Diclofenac
Sodium.

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

Storage: Store below 30°C.
Presentation/Packing: Bottle with pump head 60 g.

Product Registration Holder /
Manufactured by: HOVID Bhd.
121, Jalan Tunku Abdul Rahman,
30010 Ipoh, Malaysia.
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