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C-Fenac

Diclofenac Sodium
Tablet/TR Capsule/Injection

Description

C-Fenac is a preparation of Diclofenac is a non-steroidal anti-inflammatory agent with marked analgesic,
anti-inflammatory and anti-pyretic properties.

Mode of action

Anti-inflammatory, analgesic and anti-pyretic properties of diclofenac are thought to occur as a result of inhibition of
prostaglandin synthesis by selective inhibition of cyclo-oxyginase enzyme.

Pharmacokinetics

Diclofenc is well absorbed from Gl tract after oral administration, but with enteric-coated preparation, the time to
peak plasma concentration can be variable. There is some presystemic elimination but about 60% of the oral dose
reaches the systemic circulation. Peak plasma level achieved within 2 hours (range 1-4 hrs) after administration.
Following a dose of 75 mg injection, peak plasma concentrations are reached within 10-22 minutes. Approximately
60% of administered dose is excreted via the kidneys in the form of metabolites as their glucuronide or sulphate
conjugates and less than 1% in unchanged form. The mean elimination half-life is 1-2 hrs.

Composition

C-Fenac 50mg Tablet: Each enteric-coated tablet contains Diclofenac Sodium BP 50mg.

C-Fenac TR 100mg Capsule: Each Capsule contains Diclofenac Sodium BP 100mg.

C-Fenac 75mg Injection: Each 3ml ampoule contains Diclofenac Sodium BP 75mg.

C-Fenac Plus IM Injection: Each 2ml ampoule contains Diclofenac Sodium BP 75mg and Lidocaine Hydrochloride
USP 20mg.

Indications

Rheumatoid arthritis, osteoarthritis, low back pain and other acute musculo-skeletal disorders such as frozen
shoulder, tendinitis, tenosynovitis, bursitis, sprain, strain and dislocation, ankylosing spondylitis, acute gout, pain in
orthopaedics, dental and other minor surgery.

Dosage and Administration

C-Fenac 50 mg enteric coated tablets:

Adults

Atotal of 75-150 mg daily given in two or three divided doses. C-Fenac TR capsule: One capsule daily, taken whole
with liquid, preferably during meal. If necessary, the daily dose can be increased to 150 mg by supplementation with
conventional capsule.

Children

Enteric coated tablet: 1-3 mg/kg per day in divided doses. C-Fenac TR Capsule: Not recommended.

Elderly patients: In elderly or debilitated patients, the lowest effective dosage is recommended, although the
pharmacokinetics of diclofenac sodium are not impaired to any clinically relevant extent in elderly patients.
C-Fenac injection/C-Fenac Plus injection :

Adults: One ampoule once (or in severe cases, twice) daily by intramuscular injection.

Renal colic: One ampoule once daily intramuscularly. A further ampoule may be administered after 30 minutes, if
necessary. The recommended maximum daily dose of diclofenac is 150 mg, by any route. The recommended
maximum daily dose of lidocaine is 200mg. Children: In juvenile chronic arthritis, 1-3 mg of diclofenac/kg body wt.
daily in divided doses.

Elderly patients: In elderly or debilitated patients, the lowest effective dosage is recommended, commensurate with
age and physical status.

Contraindication

C-Fenac should not be given in patients with previous hypersensitivity to Diclofenac, asthmatic patients and in
whom attacks of asthma, urticaria or acute rhinitis are precipitated by Aspirin or other NSAIDs.

Precautions

C-Fenac should not be prescribed to pregnant women unless there is compelling reason for doing so. Patients with
a history of peptic ulcer, haematemesis, melaena, bleeding diathesis or with severe hepatic or renal insufficiency,
should be kept under close surveillance. If abnormal liver function tests persist or worsen, clinical signs and
symptoms consistent with liver diseases or if other manifestations occur (eosinophilia, rash), C-Fenac should be
discontinued. Use of C-Fenac in patients with hepatic prophyria may trigger an attack.

Side Effects

Epigastric pain, nausea and diarrhoea, headache and slight dizziness may be complained by some patients. These
are often transient, disappearing with continuation of medication. Occasionally skin rash, peripheral oedema and
abnormalities of serum transaminase have been reported. Very rarely reported side effects include activation of
peptic ulcer. haematemesis or melaena. blood dyscrasia (in course of extensive usage). There have been isolated
reports of anaphylactoid reactions.

Use in pregnancy & lactation

Diclofenac should not be used during pregnancy, unless there are compelling reasons for doing so. The lowest
effective dose should be used. These types of drugs are not recommended during the last trimester of pregnancy.
Very small quantities of diclofenac may be detected in breast milk, but no undesirable effects on the infant are to be
expected.

Drug interactions

Concomitant ingestion with acetylsalicylic acid lowers the plasma concentration of each other. Diclofenac increases
the plasma concentrations of digoxin, methotrexate and antagonize the activity of diuretics and the risk of
nephrotoxicity of NSAID is-increased. Activity of sulfonylureas is increased by NSAIDS.

Storage

Store at temperature within 30°C, protected from light & moisture. Keep out of the reach of children.

Packaging

C-Fenac 50 mg Tablet: Box containing 10x10 tablets in blister pack.

C-Fenac TR 100mg Capsule: Box containing 10x10 capsules in blister pack.

C-Fenac 75mg Injection: Box containing 10 ampoules of 3 ml.

C-Fenac Plus IM Injection: Box containing 20 ampoules of 2 ml.

Manufactured by:

W Chemist Laboratories Ltd.
College Row, Barishal, Bangladesh.




