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4.3 Contra-indications

Like other non-steroidal anti-inflammatory drugs (NSAIDs), diclofenac is also contraindicated in patients in
whom attacks of asthma, angioedema, urticaria, or acute rhinitis are precipitated by ibuprofen, acetylsalicylic
acid or other non-steroidal anti-inflammatory drugs.

4.4 Special warnings and precautions for use

General

As with other nonsteroidal anti-inflammatory drugs including diclofenac, allergic reactions, including
anaphylactic/anaphylactoid reactions, can also occur without earlier exposure to the drug (see section 4.8
Undesirable effects). Hypersensitivity reactions can also progress to Kounis syndrome, a serious allergic
reaction that can result in myocardial infarction. Presenting symptoms of such reactions can include chest
pain occurring in association with an allergic reaction to diclofenac.

Gastrointestinal effects:

As with all NSAIDs, including diclofenac, close medical surveillance is imperative and particular caution should
be exercised when prescribing diclofenac in patients with symptoms indicative of gastrointestinal disorders, or
with a history suggestive of gastric or intestinal ulceration, bleeding or perforation (see section 4.8 Undesirable
effects). The risk of Gl bleeding, ulceration or perforation is higher with increasing NSAID doses including
diclofenac, and in patients with a history of ulcer, particularly if complicated with haemorrhage or perforation.
The elderly have increased frequency of adverse reactions to NSAIDs especially gastro intestinal bleeding
and perforation which may be fatal.

NSAIDs, including diclofenac, may be associated with increased risk of gastro-intestinal anastomotic leak.
Close medical surveillance and caution are recommended when using diclofenac after gastro-intestinal
surgery.

Haematologic effects:



Cataflam may reversibly inhibit platelet aggregation (see anticoagulants in section 4.5 Interaction with other
medicaments and other forms of interactions). Patients with defects of haemostasis, bleeding diathesis or
haematological abnormalities should be carefully monitored.

45 Interaction with other medicaments and other forms of interaction

Anticoagulants and anti-platelet agents:
Therefore, to be certain that no change in anticoagulant dosage is required, close monitoring of
such patients is required.

Other NSAIDs including cyclooxygenase-2 selective inhibitors and corticosteroids: Co-
administration of diclofenac with other systemic NSAIDs or corticosteroids may increase the risk of
gastrointestinal bleeding or ulceration. Avoid concomitant use of two or more NSAIDs.

Quinolone antibacterials:

Convulsions may occur due to an interaction between quinolones and NSAIDs. This may occur in patients
with or without a previous history of epilepsy or convulsions. Therefore, caution should be exercised when
considering the use of a quinolone in patients who are already receiving an NSAID.

Colestipol and cholestyramine:

These agents can induce a delay or decrease in absorption of diclofenac. Therefore, it is recommended to
administer diclofenac at least one hour before or 4 to 6 hours after administration of colestipol/ cholestyramine.

4.6 Pregnhancy and lactation

Pregnancy

Inhibition of prostaglandin synthesis may adversely affect the pregnancy and/or the embryo/foetal
development. Data from epidemiological studies suggest an increased risk of miscarriage and or cardiac
malformation and gastroschisis after use of a prostaglandin synthesis inhibitor in early pregnancy. The
absolute risk for cardiovascular malformation was increased from less than 1% up to approximately 1.5%.

The risk is believed to increase with dose and duration of therapy. In animals, administration of a prostaglandin
synthesis inhibitor has shown to result in increased pre-and post-implantation loss and embryo-foetal lethality.

In addition, increased incidences of various malformations, including cardiovascular, have been reported in
animals given a prostaglandin synthesis inhibitor during organogenetic period. If Cataflam is used by a woman
attempting to conceive, or during the 1st trimester of pregnancy, the dose should be kept as low and duration
of treatment as short as possible.

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may expose the foetus to:
-cardiopulmonary toxicity (with premature closure of the ductus arteriosus and pulmonary hypertension)
-renal dysfunction, which may progress to renal failure with oligo-hydroamniosis

The mother and the neonate, at the end of the pregnancy, to:

- possible prolongation of bleeding time, an anti-aggregating effect which may occur even at very low
doses

- inhibition of uterine contractions resulting in delayed or prolonged labour

4.7 Effects on ability to drive and use machines

Patients who experience visual disturbances, dizziness, vertigo, somnolence, central nervous system
disturbances, drowsiness, or fatigue while taking NSAIDs should refrain from driving or operating machinery.



4.8 Undesirable effects

Nervous system disorders

Rare:
Unknown

Somnolence, tiredness

Confusion, hallucinations, disturbances of sensation,
malaise

Eye disorders

Unknown: Optic neuritis

Not known Kounis syndrome

Vascular disorders

Very rare: Hypertension, hypotension, vasculitis

Gastrointestinal disorders

Rare: Gastritis, gastrointestinal haemorrhage, haematemesis,
diarrhoea haemorrhagic, melaena, gastrointestinal ulcer with or
without bleeding or perforation (sometimes fatal particularly in
the elderly)

Very rare: Colitis (including haemorrhagic colitis and exacerbation of
ulcerative colitis or Crohn’s disease), constipation,
stomatitis (including ulcerative stomatitis),

Unknown Ischaemic colitis

Reproductive system and breast disorders
Very rare Impotence

Clinical trial and epidemiological data consistently point towards an increased risk of arterial thrombotic
events (for example myocardial infarction or stroke)

49 Overdose

Symptoms

There is no typical clinical picture resulting from diclofenac over dosage. Over dosage can cause symptoms
such as headache, nausea, vomiting, epigastric pain, gastrointestinal bleeding, diarrhoea, dizziness,
disorientation, excitation, coma, drowsiness, tinnitus, fainting or convulsions. In the case of significant
poisoning, acute renal failure and liver damage are possible
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