Elderly The elderly have increased frequency of adverse reactions to NSAIDs especially gastro
intestinal bleeding and perforation which may be fatal .

Gastrointestinal: Close medical surveillance is imperative in patients with symptoms indicative
of gastrointestinal disorders, with a history suggestive of gastric or intestinal ulceration, with
ulcerative colitis, or with Crohn’s disease as these conditions may be exacerbated .

Patients with a history of Gl toxicity, particularly when elderly, should report any unusual
abdominal symptoms (especially Gl bleeding)..

Gastrointestinal inflammation, bleeding, ulceration or perforation: Gl inflammation, bleeding,
ulceration or perforation, which can be fatal, has been reported with all NSAIDs at any time
during treatment, with or without warning symptoms or a previous history of serious Gl
events.

Precautions: Cardiovascular, Renal and Hepatic Impairment: The administration of an NSAID
may cause a dose dependent reduction in prostaglandin formation and precipitate renal
failure. Patients at greatest risk of this reaction are those with impaired renal function, cardiac
impairment, liver dysfunction, those taking diuretics and the elderly. Renal function should be
monitored in these patients.

Hepatic: If abnormal liver function tests persist or worsen, clinical signs or symptoms
consistent with liver disease develop or if other manifestations occur ( eosinophilia, rash),
Rapiflam tablets should be discontinued. Hepatitis may occur without prodromal sympotoms.

Use Rapiflam tablets in patients with hepatic porphyria may trigger an attack.

Haematological: Rapiflam tablets may reversibly inhibit platelet aggregation. Patients with
defects of hemostasis, bleeding diathesis or hematological abnormalities should be carefully
monitored.



Long term treatment: All patients who are receiving long term treatment with non-steroidal,
anti-inflammatory agents should be monitored as a precautionary measure e.g. renal function,
hepatic function (elevation of liver enzyme may occur) and blood counts. This is particularly
important in the elderly.

Respiratory disorders: Caution is required if administered to patients suffering from. Or with a
previous history of, bronchial asthma since NSAIDs have been reported to precipitate
bronchospasm in such patients.

Cardiovascular and cerebrovascular effects: NSAIDs may cause an increased risk of serious
cardiovascular thrombotic events, myocardial infarction, and stroke, which can be fatal. This
risk may increase with duration of use. Patients with cardiovascular disease or risk factors for
cardiovascular disease may be at greater risk.

NSAID is contraindicated for the treatment of peri-operative pain in a setting of coronary
artery bypass graft (CABG) surgery

Appropriate monitoring and advice are required for patients with a history of hypertension
and/or mild to moderate congestive heart failure as fluid retention and oedema have been
reported in association with NSAID therapy.

Clinical trial and epidemiological data suggest that use of diclofenac, particularly at high dose
(150 mg daily) and in long term treatment may be associated with a small increased risk of
arterial thrombotic events (for example myocardial infarction or stroke).

Patients with significant risk factors for cardiovascular events (e.g hypertension,
hyperlipidaemia, Diabetes mellitus, smoking) should only be treated with diclofenac after
careful consideration.



As the cardiovascular risks of diclofenac may increase with dose and duration of exposure, the
shortest duration possible and the lowest effective daily dose should be used. The patient’s
need for symptomatic relief and response to therapy should be re-evaluated periodically.



