- Each film coated tablet of Mefan® DS contains:
mefenamic acid BP 500mg.
- Each film coated tablet of M efan® 250 contains:
mefenamic acid BP 250mg.

Pharmacother apeutic group:

Mefenamic Acid tablet belongs to a group of medicines called non-steroidal
anti-inflammatory drugs (NSAIDs) with analgesic and antipyretic properties.

Indications:

Mefan use:

- As an anti-inflammatory analgesic for the symptomatic relief of rheumatoid arthritis,
osteoarthritis, and pain including muscular, traumatic dental pain, and headache.

- In Primary dysmenorrhoea.

- In Menorrhagia due to dysfunctional causes and presence of an

(Intra Uterine Device) when other pelvic pathology has been ruled out.

Dosage and administration:

- Mefan®tablets should be taken with or after food.

- Adults: The usual dose is 500 mg three times each day.

- For excessively heavy periods, and pains start taking your medicine on the first day of
excessive bleeding and continue as directed by doctor.

- Elderly: The adult dose can be used, although these tablets should be used with caution
in patients suffering from dehydration or kidney failure.

Contraindications:

Mefan® is contraindicated in cases of:

-Hypersensitivity to mefenamic acid.

-Inflammatory bowel disease.

-History of gastrointestinal bleeding or perforation, related to previous NSAIDs therapy.
-Active or history of recurrent peptic ulcer/haemorrhage.

-Severe heart failure, hepatic failure and renal failure.

- Patients who have previously shown hypersensitivity reaction (e.g. asthma,

br , rhinitis, angioed or urticaria) to these medicines.

Side Effects:

Common side effects :-

- Gastrointestinal disorders: Diarrhea.

Rare side effects :-

- Blood and the lymphatic system disorders: anaemia.

- Hypersensitivity reactions: dyspnoea, rashes.

-Metabolism and nutritional disorders: Glucose intolerance in diabetic patients.

- Hepatobiliary disorders : cholestatic jaundice.

- Renal and urinary disorders: renal failure including renal papillary necrosis.

- Hypotension , palpitation, headache, dizziness, nervousness, depression, drowsiness,
insomnia, vertigo, hearing, disturbances, fluid retention and blood pressure may be
raised.

Precautions:

M efan® should use with caution in:

- Patients on prolonged therapy should be kept under regular surveillance with particular
attention to liver dysfunction, rash, blood dyscrasias or development of diarrhoea.

- Appearance of any of these symptoms should be regarded as an indication to stop
therapy immediately.

- Patients suffering from: dehydration, renal disease, hepatic impairment, cardiovascular
impairment, respiratory disorders, gastrointestinal disorders and particularly the elderly.

Over dosage:

Over dosage includes the following:

headache, nausea, vomiting, epigastric pain, gastrointestinal bleeding.

Rarely: diarrhea, disorientation, excitation , coma, tinnitus, fainting, drowsiness,
occasionally convulsion.

- In case of significant poisoning renal failure and liver damage are possible.

- Patient should be treated symptomatically as required within one hour of ingesting of a
potentially toxic amount activated charcoal should be considered.

- Alternatively, in adult gastric lavage should be considered within one hour of ingesting
a potentially life threatening over dose.

- good urine output should be ensured.

- Renal and liver function should be closely monitored.

- Patient should be observed for at least four hours after ingestion of potentially toxic
amounts.

- Frequent or prolonged convulsion should be treated with intravenous Diazepam;
Heamodialysis is of little value since mefenamic acid and its metabolites are firmly
bound to plasma protein.

Drug Interactions:

« Concurrent therapy with other plasma protein binding drugs may necessitate
amodification in dosage.

« Anticoagulants Concurrent administration of mefenamic acid with oral

anti- coagulant drugs requires careful prothrombin time monitoring.
 Antihypertensives and Diuretics: a reduction in antihypertensive and diuretic effect
has been observed.

« Lithium: reduction in renal lithium clearance and elevation of plasma lithium levels.

« Aminoglycosides: elimination of aminoglycoside and increased plasma concentrations.
* Quinolone antibiotics: Patients taking NSAIDs and quinolones may have an increased
risk of developing convulsions.

« Drugs used in diabetes: inhibition of metabolism of sulfonylurea drugs, prolonged half-
life and increased risk of hypoglycaemia.

« Anti depressant (selective serotonin reuptake inhibitor): increased risk of
gastrointestinal bleeding.

« Ciclosporin: increased risk of nephrotoxicity.

» Methotrexate: reduce excretion of it and increased risk of toxicity.

« Zidovudine: increased risk of haematological toxicity.

« Carticosteroids: increased risk of gastro-intestinal bleeding and ulceration.

« Probenecid: excretion of ketorolac reduced by probenecid .

* Mifepristone: reduce the effects of mifepristone.

« Cardiac glycosides: NSAIDs may exacerbate cardiac failure, reduce GFR and increase
plasma cardiac glycoside levels.

Pregnancy and lactation:

-Mefenamic acid should not be used during pregnancy unless the potential benefit to the
patient outweighs the potential risk to the foetus.

-Mefenamic acid should not be taken by nursing mothers.

Driving and using machines.

Undesirable effects such as dizziness, drowsiness, fatigue and visual disturbances are
possible after taking NSAIDs. If affected, patients should not drive or operate machinery.
This medicine contains L actose:

May be unsuitable for patients with lactose intolerance, galactosemia , or glucosemia, or
glucose or galactose malabsorption.

Properties:

In common with most of non steroidal anti inflammatory drugs mefenamic acid inhibits
the action of prostaglandin.

Mefenamic acid is absorbed from the gastrointestinal tract, metabolized by cytochrome
P450 enzyme CY2C9 in the liver and predominantly eliminated through the urine.

List of Excipients:

Starch, Lactose, Magnesium stearate, Sodium starch glycolate, Sodium lauryl sulphate ,
povidone, Croscarmellose, Talc, Silicon dioxide.

Incompatibilities:

Un Known.

Shelf life:

24 months.

Special precaution for storage:

- Keep out of the reach and sight of children.

- Do not use mefenamic acid tablet after the expiry date which is stated on the label.
- They should be stored in a cool, dry place, not exceed 30°C.

- Keep in original container.

Nature and contents of container:

Box of two Blisters.
Each Blister contains 10 tablets

Special precaution for disposal:

- Medicines should not be disposed of via wastewater or household waste.
- Ask your pharmacist how to dispose of medicines no longer required.

- These measures will help to protect the environment.

Marketing Authorization holder and manufacturer:
Azal Pharma.

Tele: (+249) 185322770

Fax: (+249) 155118855

E-mail: azal@azalpharma.com

Website: www.azalpharma.com

Toreport any Side effect
National Medicines and Poisons Board (NMPB)
Fax(+249)183522263
E-mail:inf@nmpb.gov.sd - Website:www.nmpb.gov.sd

THISISA MEDICAMENT N

- Medicament isa product which affects your health,
and its consumption contrary toinstructionsis
dangerous for you.
- Follow strictly the doctor’s prescription, the method of
useand theinstructions of pharmacist who sold the
medicament.
- Thedoctor and the pharmacist are expertsin medicine,
its benefitsand risks.
- Do not by yourself interrupt the period of treatment
prescribed for you.
- Do not repeat the same prescription without
consultation your doctor.
- Keep medicament out of reach of children.
Produced By:
AZAL Pharma
\ Khartoum - Sudan
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