Menstral
Film Coated Tablets - Oral Suspension
Reva Pharma
Composition:
Tablets:

Each Menstral Film Coated tablet contains:

Mefenamic acid 500 mg.

Oral Suspension:

Each 5 ml of Menstral oral suspension contains:
Mefenamic acid 50 mg.

Mechanism of Action: Mefenamic acid is a non-steroidal
anti-inflammatory drug (NSAID) with , analgesic and anti-
pyretic properties. It works by preventing the synthesis of
prostaglandins, by inhibiting the cyclooxygenase pathway.
Pharmacokinetics: Mefenamic acid is absorbed from the
gastrointestinal tract. Peak levels of 10 mg/l occur two
hours after the administration of a 1g oral dose to adults.

It is mainly metabolized by the cytochrome P450 enzyme
(CYP2C9) in the liver. Metabolites undergo secondary
conjugation to form glucuronides. Mefenamic acid has

a half-life of approximately two hours. 52% of a dose is
recovered from the urine (6% as mefenamic acid, 46%

as Metabolites). Approximately 10-20% of ingested dose
appear in the stool as unconjugated metabolites.
Indications: Menstral is indicated:

1. As an anti-inflammatory analgesic for the symptomatic
relief of rheumatoid arthritis (including Still’s Disease) and
osteoarthritis.

2. Primary dysmenorrhoea.

3. Menorrhagia due to dysfunctional causes and presence
of an IUD when other pelvic pathology has been ruled out.
4. For the treatment of mild pain and moderate pain (in-
cluding muscular, traumatic and dental pain, headaches,
post-operative and post-partum pain).

Contraindications:

- Hypersensitivity to the active substance or to any of the
excipients.

- inflammatory bowel disease.

- History of hypersensitivity reaction related to previous
NSAIDs therapy.

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

- Severe heart failure, hepatic failure and Severe renal failure.

Warnings & Precautions:

- Caution is required in patients suffering from, or with a
previous history of, asthma.

- Exercise caution in patients with renal or hepatic dysfunction.
- Caution should be exercised when treating patients suffer-
ing from epilepsy.

- It should be used with extreme caution in patients with
cardiovascular problems (e.g., uncontrolled hypertension,
congestive heart failure, established ischemic heart disease)
- It should be used with caution in patients with bleeding
disorders.

- In patients with systemic lupus erythematosus (SLE)
and mixed connective tissue disorders there may be an
increased risk of aseptic meningitis.

- When GI bleeding or ulceration occurs in patients receiv-
ing Menstral the treatment should be withdrown.
Pregnancy & Lactation:

Pregnancy: Pregnancy Category C. Menstral should be
used in pregnancy only if the potential benefit justifies the
potential risk to the fetus.

Lactation: Mefenamic acid may be present in breast milk
therefore Menstral should not be taken by nursing mothers.
Drug Interactions:

Anti-coagulants: mefenamic acid may enhance the effects
of anti-coagulants, such as warfarin.

Selective serotonin reuptake inhibitors (SSRIs): An in-
creased risk of gastrointestinal bleeding has been noted.
Other NSAIDs: concomitant use with other NSAIDs may
increase the risk of adverse effects.

Antihypertensives and diuretics: A reduction in
antihypertensive and diuretic effect has been observed.
Corticosteroids: Concomitant use may increase the risk of
GI ulceration or bleeding.

Ciclosporin: The risk of nephrotoxicity of Ciclosporin may
be increased with NSAIDs.

Side Effects:The most frequently reported side effects
associated with mefenamic acid involve the gastrointesti-
nal tract: gastrointestinal disturbances, heartburn, nausea,
vomiting, diarrhea, dry mouth, and feeling thirsty. In very
rare cases rashes and itching.

Driving & using machines: Menstral has no significant
effects on the ability to drive and use machines.

Dosage & Administration:

The dosage is determined by the doctor’s recommendations.
Adults: The usual daily dose is one tablet 3 time daily.
Children: The recommended doses for children are shown
in the table although your doctor will have decided what
dose of Menstral is right for your child.

Dose (May be prescribed up

Age to 3 times daily)

6 months - 1 year One 5 ml spoonful

2 years - 4 years Two 5 ml spoonfuls

5 years - 8 years Three 5 ml spoonfuls

9 years - 12 years Four 5 ml spoonfuls

Overdose:

Symptoms: Symptoms include headache, nausea, vomiting
epigastric pain, gastrointestinal bleeding, rarely diarrhoea,
disorientation, excitation, coma, drowsiness, tinnitus,
fainting, occasionally convulsions. In cases of significant
poisoning acute renal failure and liver damage are possible.
Management: Patients should be treated symptomatically
as required. Within one hour of ingestion of a potentially
toxic amount activated charcoal should be considered.
Alternatively, in adults gastric lavage should be considered
within one hour of ingestion of a potentially life -threaten-
ing overdose. Good urine output should be ensured.
Haemodialysis is of little value since mefenamic acid and
its metabolites are firmly bound to plasma proteins.
Storage:Keep out of reach of children. Store below 25°C
and in the original package.

Packaging:Tablets: Each Menstral carton box contains 20
film coated tablets in two blister strips.

Oral Suspension: Each Menstral oral suspension carton
box contains a 100 ml opaque bottle.
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