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Diclofenac Suppository A

50 & 100 mg </
Category:

Nonsteroidal anti-inflammatory drugs (NSAIDs).

Chemical formula:

Benzeneacetic acid, 2-[(2,6-dichloroplenyl) amino]-, mono-sodium salt;
C14H10C12NNa0y,

Action & Pharmacokinetics:

Nonsteroidal anti-inflammatory drugs have analgesic, and antipyretic activities. Although
the exact mode of action is not know, the major mechanism is believed to be inhibition of
cyclooxygenase activity and prostaglandin synthesis. Although most NSAIDs are primar-
ily used for their anti-inflammatory effects, they are effective analgesics and useful for
relief of mild to moderate pain.

These agent do not alter the cause of the underlying disease.

After absorption, more than 99% of diclofenac is reversibly bound to plasma albumin.
Diclofenac is eliminated through metabolism and subsequent urinary and biliary excretion
of the glucuronide and the sulfate conjugates. Approximately 65% of the doses is excreted
in the urine and 35% in the bile.

Indications:

Rheumatoid arthritis, osteoarthritis, ankylosing spondylitis, nonrheumatic inflammations
such as athletic injuries, bursitis, capsulitis, synovitis, tendinitis, dysmenorrhea.
Contraindications:

This drug is contraindicated in patients with hypersensitivity to diclofenac, patients who
have experienced asthma, urticaria, or other allergic type reactions after taking aspirin or
other NSAIDs.

Severe, rarely fatal, anaphylactic- like reaction have been reported in such patients.

« In children <6

« In children < 15 (adult dosage form).

« In patients with renal and hepatic insufficiency.

Adverse reactions:

CNS: Headache, vertigo, drowsiness, dizziness.

CV: Edema; water retention; hypertension; CHF.

DERM: Rash; urticaria; fasciitis; photosensitivity; contact dermatitis; exfoliation.

EENT: Tinritu.

Gl: Diarrhea; Vomiting; abdominal cramp; dyspepsia; peptic ulcer: Gl bleeding.

GU: Acute renal failure; nephrotic syndrome.

HEMA: Fall in hemoglobin; bruising; prolonged bleeding time; thrombocytopenia;
purpura;anemia.

RESP: Breathing difficulties in aspirin sensitive individuals.

OTHER: Hypersensitivity reactions.

Precautions and warnings:

Pregnancy: Category C.

Lactation: It is undetermind (generally avoided).

Children: Safety and efficacy not established.

Elderly: Increased risk of adverse effects.

Gl effect: Serious Gl toxicity (e.g; bleeding, ulceration, perforation) can occur at any
time,with or without warning symptoms.

Renal effects: Acute renal insufficiency; interstitial Nephritis.

Hyperkalemia; hyponatremia; and renal papillary necrosis may occur.

Uses and Administration:

Diclofenac is used mainly as the sodium salt for the relief of pain and Inflammation in
various condition.

Diclofenac sodium suppository is given rectally 100 mg in case of need.

How Supplied:

Packs of 10 suppositories.

Storage:

Store below 30°C.

Manufactured by Aburaihan Pharmaceutical Co.
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