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Annova

Naproxen USP

Composition

Annova 250 Tablet: Each tablet contains Naproxen USP 250 mg.

Annova 500 Tablet: Each tablet contains Naproxen USP 500 mg.

Annova Suspension: Each 5 mL suspension contains Naproxen USP 125
mg.

Annova Gel 15 gm: Each gram gel contains Naproxen USP 100 mg
(Naproxen USP 10% w/w).

Annova Gel 30 gm: Each gram gel contains Naproxen USP 100 mg
(Naproxen USP 10% w/w).

Pharmacology

Naproxen is a non-steroidal anti-inflammatory drug (NSAID) with analgesic
and antipyretic properties. Naproxen is a propionic acid derivative and it
inhibits the synthesis of prostaglandins, primarily by inhibiting the enzyme
cyclo-oxygenase. It is widely used to treat patients with rheumatic diseases.
Naproxen is rapidly and completely absorbed from the gastrointestinal tract
after oral administration.

Indications

Naproxen is indicated for the treatment of primary Dysmenorrhoea,
Rheumatoid Arthritis, Juvenile Rheumatoid Arthritis, Osteoarthrosis
(degenerative arthritis), Ankylosing Spondylitis, Acute Tendinitis, Bursitis,
Acute Gout and Acute Inflammatory Musculoskeletal disorders.

Dosage and Administration

Route of administration: Oral.

Adults: 500 mg-1g daily in two divided doses or 1g once daily.

In mild to moderate pain, dysmenorrhoea, acute tendinitis, bursitis and
acute inflammatory musculoskeletal disorders: 500 mg initially, then 250 mg
every 6-8 hours as required; maximum dose after first day 1.25 g daily.
Acute gout: 750 mg initially, then 250 mg every 8 hours until attack has
passed.

Children under 16 years are not recommended.

In Rheumatoid Arthritis, Osteoarthritis and Ankylosing Spondylitis: The
recommended dose of Annova in adults is 250 mg or 500 mg twice daily.

Naproxen Suspension: Children:

For juvenile rheumatoid arthritis: The usual dose for children over 2 years is
10 mg/kg/day given as two divided doses at 12-hour intervals. Therapy in
children under 2 years of age is not recommended. The following may be
used as a guide for dosage of suspension:

13kg (29 1b) 2.5 mLb.i.d.
25 kg (55 Ib) 5 mL b.i.d.

38 kg (84 Ib) 7.5 mL b.i.d.
Annova Gel is to be applied 2-6 times a day as required and is not
recommended for use in children.

Contraindications

Naproxen is contraindicated in patients with Active peptic ulceration, Severe
renal impairment and Hypersensitive to Naproxen or Naproxen Sodium
formulations. Naproxen should not be given with a history of Asthma,
Rhinitis or Urticaria induced by Aspirin or other non-steroidal
anti-inflammatory drugs.

Precautions

Naproxen should be given under close supervision to patients with history of
gastrointestinal disease. As it is eliminated to a large extent (95%) by urinary
excretion, it should be used with great caution in patients with impaired renal
function.

Side Effects

Common side effects: Diarrhoea, Dyspepsia, Abdominal pain, Nausea,
Constipation and Pruritus may occur. Heartburn, Headache, Dizziness,
Drowsiness may develop rarely.

Use in Pregnancy & Lactation
Safety for use during pregnancy has not been established. So, use is not
recommended. The use of Naproxen should be avoided during lactation.

Storage: Store below 30°C and dry place, away from light and moisture.
Keep out of the reach of children.

Packing

Annova 250 Tablet: Each commercial box contains 50 tablets in Alu-Alu
blister pack.

Annova 500 Tablet: Each commercial box contains 50 tablets in Alu-Alu
blister pack.

Annova Suspension: Each commercial box contains one PET bottle
containing 50 mL suspension and a measuring cup.

Annova Gel 15 gm: Each tube that contains 15 gm gel.

Annova Gel 30 gm: Each tube that contains 30 gm gel.

Manufactured By

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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