Ostelin-I¥

Calcium 500 mg & Vitamin D3 200 1U

COMPOSITION

Ostelin-D tablet: Each tablet contains Calcium Carbonate
USP equivalent to 500 mg of elemental Calcium &
Cholecalciferol USP equivalent to Vitamin D3 200 1U.

INDICATIONS

Ostelin-D (Elemental Calcium & Vitamin D3) tablet is
indicated for the treatment and prevention of osteoporo-
sis, osteomalacia, rickets, tetany and pseudohypopara-
thyroidism. Also suggested to use as a dietary supple-
ment where calcium intake may be inadequate; (during
pregnancy, lactation, postmenopausal women and the
aged).

DOSAGE AND ADMINISTRATION

Ostelin-D tablet: One Ostelin-D (Elemental Calcium 500
mg & Vitamin D3 200 IU) tablet 2 times daily with meals or
as recommended by a physician.

SIDE EFFECTS

Adverse reactions are listed below by system, organ,
class and frequency. Frequencies are defined as:
(uncommon  >1/1,000, <1/100 or rare >1/10,000,
<1/1,000). Metabolism and nutrition disorders: Uncom-
mon: Hypercalcaemia and hypercalciuria. Gastrointestinal
disorders: Rare: Constipation, flatulence, nausea, abdom-
inal pain and diarrhea. Skin and subcutaneous disorders:
Rare: Pruritus, rash and urticaria.

CONTRAINDICATIONS

Diseases and conditions resulting in hypercalcaemia and
hypercalciuria,  nephrolithiasis, hypervitaminosis D,
hypersensitivity to the active substances or to any of the
excipients.

WARNINGS AND PRECAUTIONS

During long-term treatment, serum calcium levels should
be followed and renal function should be monitored
through measurement of serum creatinine. Monitoring is
especially important in elderly patients on concomitant
treatment with cardiac glycosides or diuretics and in
patients with a high tendency to calculus formation. In
case of hypercalcaemia or signs of impaired renal
function, the dose should be reduced or the treatment
discontinued. Vitamin D should be used with caution in
patients with impairment of renal function and the effect on
calcium and phosphate levels should be monitored. The
risk of soft tissue calcification should be taken into
account. In patients with severe renal insufficiency,
Vitamin D in the form of cholecalciferol is not metabolized
normally and other forms of Vitamin D should be used.

DRUG INTERACTIONS

Thiazide diuretics reduce the urinary excretion of calcium.
Due to increased risk of hypercalcaemia, serum calcium
should be regularly monitored during concomitant use of
thiazide diuretics. Systemic corticosteroids reduce
calcium absorption. During concomitant use, it may be
necessary to increase the dose of calcium tablet.

Sverest

Simultaneous treatment with ion exchange resins such as
cholestyramine or laxatives such as paraffin oil may
reduce the gastrointestinal absorption of Vitamin D.
Calcium carbonate may interfere with the absorption of
concomitantly administered tetracycline preparations.
For this reason, tetracycline preparations should be
administered at least two hours before or four to six hours
after oral intake of calcium. Hypercalcaemia may
increase the toxicity of cardiac glycosides during
treatment with Calcium and Vitamin D. Patients should be
monitored with regard to electrocardiogram (ECG) and
serum calcium levels.

OVERDOSE

Overdose can lead to hypervitaminosis D and hypercal-
caemia. Symptoms of hypercalcaemia may include
anorexia, thirst, nausea, vomiting, constipation, abdomi-
nal pain, muscle weakness, fatigue, mental disturbances,
polydipsia, polyuria, bone pain, nephrocalcinosis,
nephrolithiasis and in severe cases, cardiac arrhythmias.
Extreme hypercalcaemia may result in coma and death.
Persistently high calcium levels may lead to irreversible
renal damage and soft tissue calcification.

USE IN PREGNANCY AND LACTATION

During pregnancy, the daily intake should not exceed
1500 mg calcium and 600 IU cholecalciferol (15 mcg
vitamin D). Studies in animals have shown reproductive
toxicity with high dose of Vitamin D. In pregnant women,
overdoses of Calcium and Vitamin D should be avoided
as permanent hypercalcaemia has been related to the
adverse effects on developing fetus. There are no
indications that Vitamin D at therapeutic doses is
teratogenic in humans. Elemental Calcium & Vitamin D3
tablet can be used during pregnancy in case of a
Calcium and Vitamin D deficiency. Elemental Calcium &
Vitamin D3 tablet can be used during breast-feeding.
Calcium and Vitamin D3 pass into breast milk. This should
be considered when giving additional Vitamin D to the
child.

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

HOW SUPPLIED

Ostelin-D Tablet: Each HDPE container of Ostelin-D
contains 30 tablets, a silica gel desiccant with a
child-resistant closure.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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