


cular prophylaxis.

« Patients receiving Nimesulide who develop fever and/or flu like symptoms should discontinue
treatment.

* The use of Nimesulide may impair female fertility and is not recommended in women
attempting to conceive. In women who have difficulties conceiving or who are undergoing
investigation of infertility, withdrawal of Nimesulide should be considered

* No studies on the effect of Nimesulide on the ability to drive or use machines have been
performed. However, patients who experience dizziness, vertigo or somnolence after receiving
Nimesulide should refrain from driving or operating machines.

ADVERSE REACTIONS

Blood disorders

Rare: anemia*, eosinophilia*

Very rare: Thrombocytopenia, Pancytopenia, Purpura

Immune system disorders

Rare: Hypersensitivity*

Very rare: Anaphylaxis

Metabolism and nutrition disorders

Rare: Hyperkalemia*

Psychiatric disorders

Rare: Anxiety*, Nervousness*, Nightmare*

Nervous system disorders

Uncommon: Dizziness*

Very Rare: Headache, Somnolence, Encephalopathy (Reye’s syndrome)
Eye disorders

Rare: Vision blurred*

Very rare: Visual disturbance

Ear and labyrinth disorders

Very rare: Vertigo

Cardiac disorders

Rare: Tachycardia*

Vascular disorders

Uncommon: Hypertension*

Rare: Haemorrhage*, Blood pressure fluctuation®, Hot flushes*
Respiratory disorders

Uncommon: Dyspnoea *

Very rare: Asthma, Bronchospasm

Gastrointestinal disorders

Common: Diarrhoea*, Nausea*, Vomiting*

Uncommon: Constipation*, Flatulence*, Gastritis*, Gastrointestinal bleeding, Duodenal ulcer
and perforation, Gastric ulcer and perforation

Very rare: Abdominal pain, Dyspepsia, Stomatitis, Melaena
Hepatobiliary disorders

Common: Hepatic enzymes increased

Very rare: Hepatitis, Fulminant hepatitis (including fatal cases) Jaundice, Cholestasis
Skin and subcutaneous tissue disorders

Uncommon: Pruritus*, Rash*, Sweating increased*

Rare: Erythema*, Dermatitis*

Very rare: Urticaria, Angioneurotic oedema , Face oedema, Erythema multiforme , Stevens
Johnson syndrome, Toxic epidermal necrolysis

Renal and urinary disorders

Rare: Dysuria*, Haematuria*, Urinary retention*

Very rare: Renal failure, Oliguria, Interstitial nephritis

General disorders

Uncommon: Oedema*

Rare: Malaise*, Asthenia*

Very rare: Hypothermia

Investigations

Common: Hepatic enzymes increased*

*Frequency based on clinical trials

DRUG INTERACTIONS

Pharmacodynamics interactions

Patients receiving warfarin or similar anticoagulant agents or acetylsalicylic acid have an
increased risk of bleeding complications, when treated with Nimesulide. Therefore this
combination is not recommended and is contraindicated in patients with severe coagulation
disorders. If the combination cannot be avoided, anticoagulant activity should be monitored
closely.

Pharmacodynamics/pharmacokinetic interactions with diuretics

In healthy subjects, nimesulide transiently decreases the effect of furosemide on sodium
excretion and to a lesser extent, on potassium excretion and reduces the diuretic response.
Co-administration of nimesulide and furosemide results in a decrease (of about 20%) of the AUC

and cumulative excretion of furosemide, without affecting its renal clearance. The concomitant
use of furosemide and Nimesulide requires caution in susceptible renal or cardiac patients.

Pharmacokinetic interactions with other drugs:

« Non-steroidal anti-inflammatory drugs have been reported to reduce the clearance of lithium,
resulting in elevated plasma levels and lithium toxicity. If Nimesulide are prescribed for a patient
receiving lithium therapy, lithium levels should be monitored closely.

« Nimesulide inhibits CYP2C9, the plasma concentrations of drugs that are substrates of this
enzyme may be increased when Nimesulide are used concomitantly.

« Caution is required if nimesulide is used less than 24 hours before or after treatment with
methotrexate because the serum level of methotrexate might increase and therefore, the toxicity
of this drug might increase.

* Due to their effect on renal prostaglandins, prostaglandin synthetase inhibitors like nimesulide
may increase the nephrotoxicity of cyclosporines.

USE IN SPECIAL POPULATIONS

Pregnancy

The use of Nimesulide is contraindicated in the third trimester of pregnancy. Like other NSAIDs
Nimesulide is not recommended in women attempting to conceive. As with other NSAIDs,
known to inhibit prostaglandin synthesis, nimesulide may cause premature closure of the ductus
arteriosus, pulmonary hypertension, oliguria, oligoamnios, and increased risk of bleeding, uterine
inertia and peripheral oedema. There have been isolated reports of renal failure in neonates born
to women taking nimesulide in late pregnancy. Therefore, the potential risk for humans is
unknown and prescribing the drug during the first two trimesters of pregnancy is also not
recommended.

Nursing mothers
It is not known whether nimesulide is excreted in human milk. Nimesulide is contraindicated
during breastfeeding.

OVER DOSAGE

Symptoms following acute NSAID overdoses are usually limited to lethargy, drowsiness, nausea,
vomiting and epigastric pain, which are generally reversible with supportive care. Gastrointesti-
nal bleeding can occur. Hypertension, acute renal failure, respiratory depression and coma may
occur, but are rare. Anaphylactic reactions have been reported with therapeutic ingestion of
NSAIDs, and may occur following an overdose. Patients should be managed by symptomatic and
supportive care following an NSAID overdose. There are no specific antidotes. No information is
available regarding the removal of nimesulide by hemodialysis, but based on its high degree of
plasma protein binding (up to 97.5%) dialysis is unlikely to be useful in overdose. Emesis and/or
activated charcoal (60 to 100 g in adults) and/or osmotic cathartic may be indicated in patients
seen within 4 hours of ingestion with symptoms or following a large overdose. Forced diuresis,
alkalinization of urine, hemodialysis, or haemoperfusion may not be useful due to high protein
binding. Renal and hepatic function should be monitored.

PRESENTATION
Nise 100 mg Tablet: Pack of 20 tablets.
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Protect from heat, light and moisture.
Store below 30°C.
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For more information on our products
call PharmAssist helpline 0800-82222
Monday to Friday 9:00 am to 6:00 pm
or email us at : pharmassist@pharmevo.biz
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