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As a non-steroidal anti-inflammatory analgesic in symptomatic management of
rheumatoid arthritis, osteoarthritis and ankylosing spondylitis, acute musculo-skeletal
disorders, such as periarthritis, tendenitis, tensynovitis, bursitis, sprains, strains and
dislocations, relief of pain in fractures, low back pain, acute gout psoriatic
arthropathy.

In the management of pain and inflammation associated with orthopaedic dental and
minor surgery.
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4.4 Special warnings and precautions for use

Close monitoring by a physician is required:

— In patients with seasonal allergic rhinitis, nasal polyps or chronic obstructive pulmonary diseases, as they are at
an increased risk of allergic reaction, such as asthma exacerbations ( referred to as analgesic-induced asthma),
Quincke's angieedema or urticaria.
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4.8 Undesirable effects

Nervous system disorders:
Common: CNS (central nervous system) disturbances such as headache, dizziness, drowsiness light-headedness,
agitation, irritability, fatigue

Gastrointestinal disorders:

Very common: gastrointestinal symptoms such as nausea, vomiting and diarrhea as well as minor gastrointestinal
hemorrhage that may result in anemia in rare cases

Common: dyspepsia, flatulence, abdominal pain, anorexia, gastrointestinal ulceration (occasionally with hemorrhage

and perforation diarrhea)

Uncommon: hematemesis, melena or hemorrhagic diarrhea

Renal and urinary disorders:

Uncommon: edema, particularly in patients with arterial hypertension or renal impairment failure

Very rare: renal tissue damage (interstitial nephritis, papillary necrosis), accompanied by acute renal impairment
failure, proteinuria and/or hematuria. nephrotic syndrome

Therefore, renal function should be regularly monitored.

Infections and infestations parasitic disorders:

Symptoms of aseptic meningitis with neck stiffness, headache, nausea, vomiting, fever or drowsiness are very rare
when using diclofenac. Patients with autoimmune disorders (SLE, mixed connective tissue disease) may have an
increased risk.

4.9 Overdose

a) Symptoms of overdose:

Overdose can cause Central Nervous System (CNS) symptoms such as headache, dizziness, drowsiness-light-
headedness, coma (including myoclonic seizures in children) as well as abdominal pain, nausea and vomiting.
Gastrointestinal hemorrhage as well as hepatic and renal dysfunction are also possible. Hypotension, respiratory
depression and cyanosis can also occur.
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