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Etopan XL 400 mg, 600 mg, extended release tablets
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Etodolac 400, 600 mg
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For the management of signs and symptoms of osteoarthritis and rheumatoid arthritis.
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4.4 Special warnings and precautions for use
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Cardiovascular, Renal and Hepatic Impairment

In patients with renal, cardiac or hepatic impairment especially those taking diuretics and the elderly,
renal function should be monitored in these patients (see also section 4.3). Caution is required since the
use of NSAIDs may result in a dose dependent reduction in prostaglandin formation and precipitate renal
failure. The dose should be kept as low as possible.

Gastrointestinal bleeding, ulceration and perforation:

Serious gastrointestinal adverse effects such as bleeding, ulceration and perforation, which can
be fatal, has been reported with all NSAIDs at anytime during treatment, with or without

warning symptoms or a previous history of serious Gl events. If any sign of gastrointestinal bleeding
occurs, etodolac should be stopped immediately.

4.5 Interaction with other medicinal products and other forms of interaction

4.8 Undesirable effects
Gastrointestinal

The most commonly observed adverse events are gastrointestinal in nature. Peptic ulcers,
perforation or Gl bleeding, sometimes fatal, particularly in the elderly, may occur (see
section 4.4). Nausea, vomiting, diarrhoea, flatulence, constipation, dyspepsia, abdominal
pain, melaena, haematemesis, ulcerative stomatitis, exacerbation of colitis and Crohn's
disease (see section 4.4) indigestion, heartburn, rectal bleeding have been reported following
administration. Less frequently, gastritis has been observed. Pancreatitis has been reported
very rarely.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health according to the National
Regulation by using an online form

http://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.go
v.il
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