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COMPOSITION:
Colut 0.6 Tablet: Each film coated tablet contains Colchicine USP 0.6 mg.

DESCRIPTION:

Colchicine is a USFDA approved drug that helps prevent gout and to treat
sudden severe attacks of gout. In gout, crystals of uric acid deposit in
certain bone joints. The white blood cells migrate to the areas of the body
where uric acid crystals have been deposited and attempt to engulf the
crystals. As a result, lactic acid and pro-inflammatory enzymes release
and give rise to the characteristic pain and swelling of gout.

Colchicine inhibits the migration of the white blood cells into the inflamed
area, causing a reduction in pain and inflammation.

INDICATIONS:

Colchicine (Colut) is indicated for the prophylaxis and treatment of gout
flares in adults and familial Mediterranean fever (FMF) in adults and
children aged 4 years or older.

DOSAGE & ADMINISTRATION:
Gout Flares:
Prophylaxis of Gout Flares: 0.6 mg once or twice daily in adults and
adolescents older than 16 years of age. Maximum recommended dose is
1.2 mg/day.
Treatment of Gout Flares: 1.2 mg (two tablets) at the first sign of a gout
flare followed by 0.6 mg (one tablet) one hour later.
FMF: Adults & children older than 12 years (1.2-2.4 mg); children 6 to 12
years (0.9-1.8 mg).
Give total daily dose in one or two divided doses
Increase or decrease the dose as indicated and as tolerated in
increments of 0.3 mg/day, not to exceed the maximum recommended
daily dose.
Colchicine tablets are administered orally without regard to meals.

CONTRAINDICATIONS:

Patients with renal or hepatic impairment should not be given Colchicine
in conjunction with P-gp or strong CYP3A4 inhibitors (e.g Clarithromycin
or Cyclosporine). In these patients, life-threatening & fatal Colchicine
toxicity has been reported with Colchicine taken in therapeutic doses.

WARNING & PRECAUTIONS:

Blood dyscrasias: Myelosuppression, leucopenia, granulocytopenia,
thrombocytopenia and aplastic anemia have been reported.

Drug interaction P-gp and/or CYP3A4 inhibitors: Co-administration of
Colchicine with P-gp and/or strong CYP3A4 inhibitors has resulted in
life-threatening interactions and death.

Neuromuscular Toxicity: Myotoxicity including rhabdomyolysis may occur,
especially in combination with other drugs known to cause this effect.
Consider temporary interruption or discontinuation of Colchicine.

SIDE-EFFECTS:

Common side-effects like nausea, vomiting, and abdominal pain may
occur. These effects are usually mild transient and reversible upon
lowering the dose.

USE IN PREGNANCY & LACTATION:

There are no adequate & well-controlled studies of Colchicine in pregnant
women.

In nursing mothers, Colchicine is excreted into breast milk and may cause
adverse effects in infants. Therefore, pregnant and lactating mothers are
advised to avoid the use of Colchicine or should only be used where
alternatives are not available.

DRUG INTERACTIONS:

Co-administration with Clarithromycin or Cyclosporine have been
demonstrated to alter the concentration of Colchicine. The potential for
drug-drug interactions must be considered prior to or during therapy.

OVER DOSAGE:
If overdose is suspected (bloody diarrhea, cardiac arrhythmia, respiratory
distress) contact a poison control center or hospital immediately.

STORAGE:
Store below 30°C temperature in a dry place. Keep away from light. Keep
out of the reach of children.

PACKING:
Colut 0.6 mg Tablet: Each box contains 30 tablets in Alu-Alu blister strips.

Manufactured by:

Novatek Pharmaceuticals Ltd.
Gilarchala, 7 Kewa Mouza, Sreepur, Gazipur, Bangladesh.
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