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As a non-steroidal anti-inflamatory analgesic in symptomatic management of rheumatoid arthritis
osteoarthritis and ankylosying 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
Gastrointestinal safety:

NSAIDs, including diclofenac, may be associated with an increased risk of gastrointestinal
anastomotic leakage. If diclofenac is used after surgery in the gastrointestinal tract, close medical
surveillance and particular caution are recommended.
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Cardiovascular and cerebrovascular effects:

Clinical studies and epidemiological data suggest that the use of diclofenac, especially at a high dose
(150 mg daily) and as part of long-term treatment, may be associated with a slightly increased risk of
arterial thrombotic events (for example, myocardial infarction and stroke).

[..]

As with other NSAIDs, allergic reactions, including anaphylactic/anaphylactoid reactions, can also
rarely occur with diclofenac use without prior exposure to the medicine. Hypersensitivity reactions

can also progress to Kounis syndrome, a serious allergic reaction that can lead to myocardial
infarction. Symptoms of such reactions at the patient's presentation may include chest pain
associated with an allergic reaction to diclofenac.

4.5 Interaction with other medicinal products and other forms of interaction

[.]

Anticoagulants and platelet aggregation inhibitors:

Caution is advised, as concomitant administration may increase the risk of bleeding. Although clinical
studies do not appear to suggest that diclofenac influences the effect of anticoagulants, there are
reports of an increased risk of bleeding in patients concomitantly receiving diclofenac and
anticoagulants. Hence, close monitoring of these patients is recommended.

4.6 Fertility, pregnancy and lactation

L.]

Fetal Toxicity
Premature Closure of Fetal Ductus Arteriosus:

Avoid use of NSAIDs, including Swiss Relief Dual Release, in pregnant women at about 28 weeks
gestation and later. NSAIDs, including Swiss Relief Dual Release, increase the risk of premature
closure of the fetal ductus arteriosus at approximately this gestational age.

Oligohydramnios/Neonatal Renal Impairment:

Use of NSAIDs, including Swiss Relief Dual Release, at about 20 weeks gestation or later in
pregnancy may cause fetal renal dysfunction leading to oligophydramnios and, in some cases,
neonatal renal impairment. These adverse outcomes are seen, on average, after days to weeks of
treatment, although oligohydramnios has been infrequently reported as soon as 48 hours after
NSAID initiation. Oligohydramnios is often, but not always, reversible with treatment discontinuation.
Complications of prolonged oligohydramnios may, for example, include limb contractures and
delayed lung maturation. In some postmarketing cases of impaired neonatal renal function, invasive
procedures such as exchange transfusion or dialysis were required.

If NSAID treatment is necessary between about 20 weeks and 28 weeks gestation, limit Swiss Relief
Dual Release use to the lowest effective dose and shortest duration possible. Consider ultrasound
monitoring of amniotic fluid if Swiss Relief Dual Release treatment extends beyond 5 days.
Discontinue Swiss Relief Dual Release if oligohydramnios occurs and follow up according to clinical
practice.

4.8 Undesirable effects

[.]

Cardiac disorders

[.]

Not known: Kounis syndrome.
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Gastrointestinal disorders:

Not known: ischaemic colitis.

The patient must be instructed to discontinue the medicine and consult a physician immediately at
the onset of moderately severe epigastric pain or in the event of melaena or haematemesis.

L.]

Infections and infestations:

Very rarely, symptoms of aseptic meningitis with nuchal rigidity, headache, nausea, vomiting, fever or
clouded consciousness have been observed during the use of diclofenac. Patients with autoimmune
disorders (SLE, mixed connective tissue disease) seem to be predisposed.

[.]

Swiss Relief Dual Release can very rarely cause allergic reactions.




