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Description :

Debolin is a preparation of Cholecalciferol, a synthetic form of Vitamin Ds. It is essential for normal
bone growth and development and to maintain bone density. Cholecalciferol helps our body to
utilize both Calcium and Phosphorus. It acts as a hormone and increases reabsorption of Calcium
and Phosphorus by the kidneys.

Indication and Usage :
Prevention and Treatment of Cholecalciferol deficiency states.

Dosage and Administration :

Curative Measures

Disease Dosage Administration

Rickets 1 omﬁoule every 2 weeks for one
month then 1 ampoule every 4 months

Osteoporosis 1 ampoule every 2 weeks for 3 months oral or
Osteomalacia 1 ampoule every 2 weeks for 3 months .
Hypocalcaemia 1 ampoule every 4 months which may be intramuscular
caused by tetany increased to 2 ampoules route
Renal Osteodystrophy 1 ampoule daily or advised by the physician
Menopause 1 ampoule every 6 months

Preventive Measures

Prevention should be started early and continued to the 5 " year of life.

Period Dosage Administration
Eregnanacy — : ompou:e at 6t oén: 7h n::nth oral or
PRI P e intramuscular

. route

ampoule every é months

Adolescent & elderly

Contraindications :

® Hypersensitivity to Cholecalciferol or any
of the excipients in the product.

e Hypervitaminosis D.

® Nephrolithiasis.

® Diseases or conditions resulting in
hypercalcaemia and/or hypercalciuria

e Severe renal impairment

Precautions :

Cholecalciferol should be used with caution in patients with impairment of renal function and the
effect on calcium and phosphate levels should be monitored. Caution is required in patients
receiving treatment for cardiovascular disease as the administration of Cholecalciferol may
increase the risk of digitalis toxicity (arrhythmia). Cholecalciferol should also be prescribed with
caution in patients with sarcoidosis.

There is no clear evidence for causation between Cholecalciferol supplementation and renal
stones, but the risk is plausible, especially in the context of concomitant calcium supplementation.
Medical supervision is required whilst on treatment to prevent hypercalcemia.

Drug Interaction :
Cholecalciferol is known to interact with Carbamazepine, Dactinomycin, Diuretics, Fosphenytoin,
Miconazole, Phenobarbital, Phenytoin, Primidone.

Adverse Effects :

The frequency of the undesirable effects listed below;

Metabolism and nutrition disorders: Uncommon (21/1000 to <1/1000): Hypercalcaemia and
hypercalcemia.

Gastrointestinal disorders: Rare (21/10,000 to <1/1000): Constipation, flatulence, bloatiing,
abdominal distension, nausea, abdominal pain, diarrhoea.

Skin and subcutaneous tissue disorders: Rare (21/10,000 to <1/10,000): Pruritus, rash and urticaria.
Use in Pregnancy and Lactation :

There is no evidence to suggest that vitamin Ds is teratogenic in humans even at very high
doses. Cholecalciferol should be used during pregnancy only if the benefits outweigh the
potential risk to the fetus.

It should be assumed that exogenous Cholecalciferol passes into the breast milk. In view of
the potential for hypercalcaemia in the mother and for adverse reactions from Cholecalciferol
in nursing infants, mothers may breastfeed while taking Cholecalciferol, provided that the
serum Calcium levels of the mother and infant are monitored.

Pharmaceutical Precaution :

Keep out of the reach of children. Store at temperature within 30° C. Protected from light.
Commercial Pack :

Debolin 200000 [U/ml Oral and IM injectable solution: Box containing 5 ampoule’s. Each
ampoule’s contains Cholecalciferol BP 200000 [U/ml

_ Manufactured by
Chemist Laboratories Limited
College Row, Barishal, Bangladesh.
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