
Mafepain®
Mefenamic Acid
Analgesic & Anti-Inflammatory

QUALITATIVE ANO QUANTITATIVE COMPOSITION:
Each Mafepa;n film-coated tablet contains 500mg mefenamic acid B.P.
CLINICAL PARTICULARS:
Therapeutic Indications:
- As an anti-inflammatory and analgesic for the symptomatic relief 0

rheumatoid arthritis, osteoarthritis, and pain including muscular, traumatic
and dental pain, headaches.

- Post-operative and post-partum pain.
- Menstrual disorders (e.g. Primary dysmenorrhoea).
- Menorrhagia due to dysfunctional causes and presence of an IUD wher

other pelvic pathology has been ruled out.
POSOLOGY AND METHOD OF ADMINISTRATION:
For oral administration
Adults:
1 tablet (500mg) three times daily.
In menorrhagia to be administered on the first day of excessive bleedin~
and continued according to the physician's advice.
In dysmenorrhoea: To be administered at the onset of menstrual pain anc
continued according to the physician's advice.
Elderly (over 65 Years):
As for adults.
The elderty are at increased risk of the serious consequences of adverse

--- reactions. If an NSAID is considered necessary, the lowest effective dOSE
: should be used and for the shortest possible duration. The patient should bE

monitored regularly for GI bleeding during NSAID therapy.
Mafepain should be used with caution in elderly patients suffering fron

--- dehydration and renal disease.
Children:
It is recommended that children under 12 years of age should not be giver
Mefenamic Acid 500mg tablets.
Mafepain tablets should be taken preferably with or after food.
CONTRAINDICATIONS:
Hypersensitivity to mefenamic acid or any of the other ingredients.
Inflammatory bowel disease.
History of gastrointestinal bleeding or perforation, related to previous
NSAIDs therapy.
Active, or history of recurrent peptic ulcerfhaemorrhage.
Severe heart failure, hepatic failure and renal failure.
Because the potential exists for cross-sensitivity to aspirin, ibuprofen, 01

other non-steroidal anti-inflammatory drugs, mefenamic acid must not be
given to patients who have previously shown hypersensitivity reactior
(e.g. asthma, bronchospasm, rhinitis, angioedema or urticaria) to these
medicines.
During the last trimester of pregnancy.
Treatment of pain after coronary artery bypass graft (CABG) surgery.
SPECIAL WARNINGS AND SPECIAL PRECAUTIONS FOR USE:
Undesirable effects may be minimised by using the lowest effective dose fOI
the shortest duration necessary to control symptoms.
Patients on prolonged therapy should be kept under regular surveillance
with particular attention to liver dysfunction, rash, blood dyscrasias 01

development of diarrhoea.
Appearance of any of these symptoms should be regarded as an indicatior
to stop therapy immediately.
Prolonged use of any type of painkiller for headaches can make therr
worse.
Precaution should be taken in patients suffering from dehydration and rena
disease, particularly the elderly.
Elderly: The elderly have an increased frequency of adverse reactions te
NSAIDs especially gastrointestinal bleeding and perforation which may be
fatal.
Respiratory disorders: Caution is required if administered to patient!
suffering from, or with a previous history of, bronchial asthma since NSAID!
have been reported to precipitate bronchospasm in such patients.
Cardiovascular, Renal and Hepatic Impairment: The administration of ar
NSAID may cause a dose dependant reduction in prostaglandin formatior
and precipitate renal failure. Patients at greatest risk of this reaction an
those with impaired renal function, cardiac impairment, liver dysfunction
those taking diuretics and the elderly. Renal function should be monitore<
in these patients.
Cardiovascular and cerebrovascular effects: Appropriate monitorin~
and advice are required for patients with a history of hypertension andfo
mild to moderate congestive heart failure as fluid retention and oederm
have been reported in association with NSAID therapy.
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(particularly athig-hdOSeS a~din long term treatment) may be associated
with a small increased risk of arterial thrombotic events (for example
myocardial infarction or stroke).
Patients with uncontrolled hypertension, congestive heart failure,
established ischaerntc heart disease, peripheral arterial disease. and/or
cerebrovascular disease should only be treated with mefenamic acid after
careful consideration.
As NSAIDs can interfere with platelet function, they should be used in
caution in patients with intracranial haemorrhage and bleeding diathesis.
Gastrointestinal bleeding, ulceration and perforation: GI bleeding,
ulceration Of perforation, which can be fatal, has been reported with all
SAlOs at any time during treatment, with or without waming symptomsora preYIOUShosiery 01 senous GI events, Smolting and alcohol use are

added ~
;he c:i G or~ is higher with increasing

01:>515, >::PII'••••ts .fIn 01Ulcer par1ICUlar1y~ complicated
_, hl •••.. """""!iteor_ ...., e.dar1y Combtnation therapy

protedM! agents (e.g rrosoprosIcI or_ pump onhibitors) should
be considered for pabents at nsk of GI bleeding such as the eoderly,and also
for patients requiring concomitant low dose aspinn, or other drugs likely to
increase gastrointestinal risk.
Caution shoutd be advised in patients receiving concomitant medications
whdl coukI inaease the risk of gastrotoxicity or bleeding such as
c:x:r.a::os:ert anbc:oag\Aants such as warfarin, selective serotonin

;~~~~§~orB§~· t agents such as aspirin.01 ~ occurs in patients receiving mefenamic acid

6ssue disease: In patients with systemic.-d IT1xed connective tissue disorders there
d _ meningitis_

Senous reac:tIons, some of them fatal, induding
_ • Stevens-JoMson syndrome, and toxic epidermal
_ been reported In association with use of NSAIOs.
--- ~ to be at highest risk of these reactions early in the course
~ 01 Iherapy. the onset of the reaction occurring in the majority of cases

within the first month of treatment. Mefenamic acid should be stopped
at the first appearance of skin rash, mucosal lesions or any other sign of
hypersensitivity;
Female fertility: The use of mefenamic acid may impair female ferti ity and
LS not recorrmended If'I women attempting to conceive
In dysmenorrhoea and menontlagla tad< of response should alert the
phygaan to investigate other causes.
Epilepsy: caution shoutd be exercised when treating patients suffering
from epilepsy.
Patients with rare hereditary probjems of galactose intolerance, the Lapp
lactase deficiency or gluco~alactose malabsorption should not take this
medicine.
INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER
FORMS OF INTERACTION:
Concurrent therapy with other plasma protein binding drugs may necessitate
a modification in dosage.
Anti.-coagulants: NSAIOs may enhance the effects of anti-coagulants,
such as wartarin. Concurrent administration of mefenamic acid with oral
antfo.coagulant drugs requires careful prothrombin time monitoring.
Lithium: A reduction in renal lithium clearance and elevaUon of plasma
••thium levels. Patients should be observed carefully for signs of lithium
IDlaaIy
";lle IoIow1ng anteradions have been reported with NSAIDs but have not
necessariy been assoaated with ",.fopain Tablets:
Other analgesics including cyclooxygenase·2 selective inhibitors:
AVOId concomitant use of two or more NSAJOs (induding aspirin) as this
may increase the risk of adverse effects.
Antidepressants: Selective serotonin reuptake inhibitors (SSRls):
Increased risk of gastrointestinal bleeding.
Antihypertensives and diuretics: A reduction in antihypertensive and
diuretic effect has been observed. Diuretics can increase the nephrotoxicity
of NSAIDs_
ACE inhibitors and anglotensln~I.ofeceptor antagonists: A reduction in
antihypertensive effect and an increased risk of renal impairment ~ally
in elderly patients.
Aminoglycosides: Decreased elimination of aminoglycoside and increased
plasma concentrations.
Antl·platelet agents: Increased risk of gastrointestinal ulceration or
bleeding.
Clclosporin: The risk of nephrotoxicity of ciclosporin may be increased with
NSAIDs_
Corticosteroids: Increased the risk of gastrointestinal ulceration or
bleedlnq.
Oral hypoglycaemlc agents: Inhibition of metabolism of sulfonyturea



drugs, prolonged half-life and increased risk d hypoglycaemia.
Methotrexate: Elimination of the drug ca1 be reduced, resulting in
increased plasma levels.
MlfeprlstQ...ne: NSAIDs should not ~taken for 8-12 days after mifepristone
administration; NSAIDs can reduce the effects of mifepristone.
Probenecid: Reduction in metabolism and elimination of NSAIDs and
metabolites.
Quinolone antibiotics: Animal data indicates that SAlDs can increase
the risk of convulsions associated with quinolone antibiotics. Patients
taking NSAlOs and quinofones may have an increased risk of developing
convulsions.
Tacrollmus: POSSIble increased risk of nephrotoxicity when NSAIDS are
given with taaoimus.
Zidovudlne: Increased risk of haematological toxicity when NSAIDs are
given with zidovudine.
PREGNANCY AND LACTATION:
Pregnancy: In view of the known effects of NSAIDs on the foetal
cardiovascular system (risk of closure of the ductus arteriosus), use in the
last trimester of pregnancy is contraindicated. The onset of labour may be
delayed and the duration increased with an increased bleeding tendency
in both mother and child. NSAIOs should not be used during the first two
trimesters of pregnancy or labour unless the potential benefit to the patient
outweighs the potential risk to the foetus.
Lactation: Trace amounts of mefenamic acid may be present in breast milk
and transmitted to the nursing infant. Therefore, mefenamic acid should not
be taken by nursing mothers.
EFFECTS ON ABILITY TO DRIVE AND USE 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.
UNDESIRABLE EFFECTS:
The most frequently reported side effects associated with mefenamic acid
involve the gastrointestinal tract.
Diarrhoea occasionally occurs following the use of mefenamic acid. Although
this may occur soon after starting treatment. it may also occur after several

-months of con uous use. The diarrhoea has been investigated in some
patients who have conbnued this drug in spite of its continued presence.
These patients were found to have associated proctocolitis. If diarrhoea -
does develop the drug should be withdrawn immediately and this patient ~
should not receive mefenamic acid again. _
Frequencies are not known for the following adverse reactions: _
Blood and the lymphatic system disorders
Haemolytic anaemia, anaemia, hypoplasia bone marrow, haematocrit
decreased, thrombocytopenic purpura, temporary lowering of the
white blood cell count (leukopenia) with a risk of infection, sepsis, and
disseminated intravascular coagulation.
Immune system disorders
Hypersensitivity reactions have been reported following treatment with
NSAIDs. These may consist of (a) non-specific allergic reactions and
anaphylaxis (b) respiratory tract reactivity comprising asthma, aggravated
asthma, bronchospasm, or dyspnoea or (c) assorted skin disorders
induding rashes of various types, pruritus, urticaria, purpura, angioedema,
and more rarely exfoliative or bullous dermatoses.
Metabolism and nutritional disorders
Glucose intolerance in diabetic patients, hyponatraemia.
Pyschlatric disorders
Confusion, depression, hallucinations, nervousness.
Nervous system disorders
Optic neuritis, headaches, paraesthesia, dizziness, drowsiness, reports of
aseptic meningitis.
Blurred vision, convulsions, insomnia.
Eye disorders
Eye irritation, reversible loss of colour vision, visual disturbances.
Ear and labyrinth disorders
Ear pain, tinnitus, vertigo.
Cardiac I Vascular disorders
Oedema, hypertension and cardiac failure have been reported in association
with NSAID treatment.
Respiratory, theraclc and mediastinal disorders
Asthma, dyspnoea.
Gastrointestinal disorders
The most commonly observed adverse events are gastrointestinal in nature.
Peptic ulcers, perforation or GI bleeding, sometimes...... .



~. fTICIJ~. Ct~Ct, VOflliung, csarmoea, naunence, consupauon,
dyspepsia, abdominal pain, melaena, haematemesis. ulcerative stomatitis.
Less frequently, gastritis has been observed.
Hepato-bllary disorders
Borderline elevations of one or more liver function tests, cholestatic
jaundice.
Hepatitis, hepatorenal syndrome.
Skin and subcutaneous tissue disorders
Angioedema, laryngeal oedema, erythema multiforme, face oedema, bullous
reactions induding Lyell's syndrome and Stevens-Johnson syndrome,
perspiration, rash, photosensitivity reaction, pruritus and urticaria.
Renal and urinary disorders
Allergic glomerulonephritis, acute interstitial nephritis, dysuria, haematuria,
nephrotic syndrome, proteinuria, renal failure including renal papillary
necrosis.
General disorders
Fatigue, malaise, multi-organ failure, pyrexia.
Investigations
A positive reaction in certain tests for bile in the urine of patients receiving
MefenamM: acid has been demonstrated to be due to the presence of the
drug and its metabolites and not to the presence of bile.
OVERDOSE:
Symptomslnclude headache, nausea,vomiting epigastric pain,
gastrointestinal bleeding, rarely diarrhoea, disorientation, excitation, coma,
drowsiness, tinnitus, fainting, occasionally convulsions Mefenamic acid
has a tendency to induce tonic-donic convulsions in overdose. In cases of
sagndicant poisoning aa.rte renal failure and liver damage are possible.
Pa5en1s should be treated symptomatically as required.

one hour of ingestion of a potentially toxic amount activated charcoal
should be considered. Altematively, in adults gastric lavage should be
considered within one hour of ingestion of a potentially life-threatening
overdose.
Good urine output should be ensured.
Renal and liver function shouJd be closely monitored.
Pabents shouJd be observed for at least four hours after ingestion of
potentially toxic amounts.
Convulsions should be treated with intravenous diazepam.
Haemodialysis is of little value since mefenamic acid and its metabolites are
firmty bound to plasma proteins.
PHARMACEUTICAL PARTICULARS:
List of exciplents:
Sodium Starch Glycolate, Lactose, Hydroxypropyl Cellulose, Polysorbate
80, Colloidal Siltcon Dioxide, Magnesium Stearate, Magnesium Hydroxide.
Film-Coating: Opadry II Green.
STORAGE:
Store below JO"C.
AVAILABIUTY:
Irfafepaln is avallable as 500mg tablets.

Keep medicaments out of the reach of children

Council of Arab Health Ministers
Union of Arab Pharmacists

This Is a medicament

- A medicament is a product which affects your health, and its
consumption contrary to instructions is dangerous for you.

- Follow strictly the doctor's prescription, the method of use and the
instructions of the pharmacists who sokt the medicament.

- The doctor and the pharmacists are experts in medicine, its benefits
and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.
- Do not repeat the same prescription without consulting your doctor.

Manufactured by SPIMACO
AI-Qassim Pharmaceutical Plant,
Saudi Pharmaceutical Industries &
Medical Appliances Corporation,
Saudi Arabia.
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