INDOMETHACIN-REVA Suppositories

REVA PHARMA

Composition:

Each INDOMETHACIN-REVA Suppository contains:
Indomethacin 100 mg.

Pharmacological Properties:

Indomethacin belongs to non-steroidal anti-inflam-
matory drugs, it competitively inhibits COX-1 and
COX-2 cyclooxygenase, it is a potent inhibitor of
prostaglandin synthesis, with high anti-inflammatory
activity and has analgesic and antipyretic properties.
Indications:

INDOMETHACIN-REVA Suppositories are indicated
for the treatment of:

- Rheumatoid arthritis and moderate to severe juvenile
rheumatoid arthritis.

- Ankylosing spondylitis.

- Degenerative joint disease of the hip.

- Acute gouty arthritis.

- Pains and symptoms associated with primary
dysmenorrhea.

- Low back pains (lumbar pain).

- Inflammation, pain and edema after orthopedic
procedures.

- Acute musculoskeletal disorders: such as bursitis,
synovitis, tendinitis and tenosynovitis.
Contraindications:

INDOMETHACIN-REVA should not be used in the
following cases:

- Hypersensitivity to the active substance or to any
of the components of the product.

- People with a peptic ulcer or a previous history of
gastro-intestinal ulceration.

-Patients with severe asthma attacks, allergic rhinitis
caused by the use of non-steroidal anti-inflammatory
drugs.

- Patients with inflammation or bleeding in the rectum.
- During the third trimester of pregnancy.

Warnings & Precautions:

Caution should be exercised when INDOMETHA-
CIN-REVA is used in patients with:

- Psychiatric problems, Parkinson’s disease or epilepsy.
- Heart disorders or high blood pressure.

- Impairment in renal or hepatic function.

- Elderly patients.

Pregnancy & Lactation:

Pregnancy: Indomethacin should not be used during
the first and second trimesters of pregnancy unless
the potential benefits outweigh the risks. Indometh-
acin is contraindicated during the last trimester of

pregnancy.
Lactation: Indomethacin is excreted in breast milk.
Administration of indomethacin is not recommended
in breast-feeding mothers.

Drug Interactions:

- Diflunisal: Concomitant use with indomethacin
may lead to increased plasma levels of indomethacin
and decreased renal clearance.

- Aspirin: The concomitant use of aspirin and other
salicylates with indomethacin should be avoided due
to its significant gastro-intestinal effects.

- Probenecid and methotrexate: Concomitant use
may increase plasma levels of indomethacin.

- Antihypertensives and diuretics: The concomi-

tant use of indomethacin may reduce the effect of
antihypertensive drugs (beta-blockers, ACEs, ARBs,
alpha-blockers) and diuretics.

- Corticosteroids: The risk of gastrointestinal bleed-
ing and ulcers with NSAIDs may be increased when
used concomitantly with corticosteroids.

- Vancomycin: Concomitant administration with
indomethacin should be used with caution due to the
possibility of nephrotoxic effects.

- Digoxin: Increased plasma concentrations and a
prolongation of the half-life of digoxin have been
reported with co-administration of indomethacin.
Therefore, serum digoxin levels should be monitored
when they are used concomitantly.

Driving & Using Machines:

Patients may experience dizziness, drowsiness,
visual disturbances, or headaches, so caution should
be exercised when driving or operating machinery.
Side Effects:

Headache, dizziness, depression, nausea, vomiting,
abdominal pain, single or multiple ulcers, increased
blood pressure, fluid retention, edema, skin rash,
urticaria, itching and irritation of the rectal mucosa,
diarrhea or constipation.

Dosage & Administration:

In Adults: One suppository once or twice a day.

The daily dose should not exceed 200 mg.

Storage:

Store at a temperature below 25°C.

Keep out of reach of children.

Packaging:

Each INDOMETHACIN-REVA Carton Box contains
10 Suppositories in two PVC/PE strips.

Do no  prescripion without consultng your doctor
AMENTS OUT OF REACH of CHILDREN
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