NDOMETHACIN-B Capsules

REVA PHARMA

Composition:

Each INDOMETHACIN-B Capsule contains:

Indomethacin 25 mg.

Thiamine hydrochloride (vitamin B1) 50 mg.

Mechanism of Action:

Indomethacin is a non-steroidal anti-inflammatory, and it
exhibits antipyretic and analgesic properties. Indomethacin
is a potent inhibitor of prostaglandin synthesis, which is
produced through inhibition of the cyclooxygenase (COX-
1,COX2). Thiamine (Vitamin B1) works to inhibit the trans-
mission of nerve impulses and thus has an analgesic effect on
neuropathic pains.

Pharmacokinetics:

Indomethacin is rapidly and almost completely absorbed
from the gastrointestinal tract following oral ingestion. Peak
plasma levels occur in 0.5 - 2 hours in fasting subjects, longer
if taken with or after food. More than 90% is bound to plasma
proteins. It is distributed in the synovial fluid and crosses

the blood-brain barrier and the placenta. It is metabolised in
the liver and converted to inactive metabolites. Half-life in
plasma is variable from 2-11 hours. It is mainly excreted in
the urine, lesser amounts in the feces.

Thiamine is well absorbed from the gastrointestinal tract
following oral administration. It is widely distributed to most
body tissues. Thiamine is not stored to any appreciable extent
in the body; amounts in excess of the body’s requirements are
excreted in the urine as unchanged thiamine or metabolites.
Indications:

INDOMETHACIN-B is indicated in the following cases:

- Moderate to severe rheumatoid arthritis including acute
flares of chronic disease.

- Moderate to severe ankylosing spondylitis.

- Moderate to severe osteoarthritis.

- Acute painful shoulder (bursitis and/or tendinitis).

- Acute gouty arthritis.

Contraindications:

INDOMETHACIN-B is not indicated in patients who:

- Are hypersensitive to the active material or the excipients.

- Have experienced asthma, urticaria or allergic reactions
after taking other NSAIDs.

- In the setting of coronary artery bypass graft (CABG)
surgery.

- Have an active or pre-bleeding peptic ulcer or recurrent
peptic ulcer.

Warnings & Precautions:

INDOMETHACIN-B should use with caution in people with:
- History of high blood pressure, congestive heart failure,
peripheral arterial disease or renal disease.

- Mental health problems e.g. mood changes or epilepsy or
parkinson’s diseases.

- Severe infection.

- Previous complaint related to gastrointestinal diseases
including ulcerative colitis, Crohn’s disease, ulceration,
bleeding and perforation.

- Asthma.

Indomethacin may be associated with a small increased risk
of heart attack (myocardial infarction) or stroke.

Thiamine could give false positive results for urobilinogen
determination by the Ehrlich’s reaction.

Pregnancy & Lactation:

Pregnancy: Pregnancy category C, indomethacin should be

avoided during pregnancy because it may cause premature
closure of the ductus arteriosus.

Lactation: Indomethacin is excreted in the milk of lactating
mothers. Indomethacin is not recommended for use during
lactation.

Drug Interactions:

Antihypertensive drugs (e.g.. Angiotensin II receptors antag-
onists and Beta-blockers): NSAIDs including indomethacin
may diminish the antihypertensive effect of these drugs.
Aspirin: The use of indomethacin in conjunction with aspirin
or other salicylates is not recommended. the incidence of
gastrointestinal side effects was significantly increased with
combined therapy.

Digoxin: Indomethacin increases the serum concentration and
prolong the half-life of digoxin.

NSAIDs: The concomitant use of indomethacin with other
NSAIDs is not recommended

Oral Anticoagulants: The patients should be observed for
alterations of the prothrombin time.

Probenecid: When indomethacin is given to patients receiv-
ing probenecid, the plasma levels of indomethacin are likely
to be increased.

Diuretics: NSAIDs can reduce natriuretic effect of furosem-
ide and thiazide diuretics.

Side Effects:

Most common adverse reactions are headache, dizziness,
dyspepsia (heartburn and epigastric pain), nausea, diarrhea,
abdominal pain, constipation, vertigo, somnolence, depres-
sion and fatigue including malaise and listlessness, tinnitus.
Driving & Using Machines:

INDOMETHACIN-B generally has no adverse effects on the
ability to drive and use machinery.

Dosage & Administration:

Adults:

- The dosage for rheumatoid arthritis, ankylosing spondylitis
and osteoarthritis is one capsule 2 or 3 times a day.

- The dosage for acute painful shoulder (bursitis and/or
tendinitis) is one capsule 3 or 4 times a day.

- The dosage for acute gouty arthritis is two capsules three
times a day

Childrens:

Indomethacin is contraindicated in children under 14 years
old as its safety has not been established.

Overdose:

Indomethacin:

Symptoms: Similar to side effects, sometimes more severe.
Gastrointestinal bleeding may also occur. In cases of serious
poisoning, acute renal failure and liver damage may occur.
Treatment: Treatment is symptomatic and as needed. Gastric
emptying or oral administration of activated charcoal within
1 hour of administration of the drug is indicated. If indometh-
acin has already been absorbed, alkalis should be given to
enhance urinary excretion of indomethacin.

Thiamine:

No overdose has been reported.

Storage:

Keep out of reach of children. Store in a dry place at a tem-
perature below 25 °C.

Packaging:

Each INDOMETHACIN-B Carton Box contains 30 Capsules
in three blister strips.
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