Vita D
Vitamin D3 Soft Gelatin Capsules USP 1000 IU

COMPOSITION:

Each Soft Gelatin Capsule Contains:

Vitamin D3

(As Cholecalciferol) USP 1000 TU
Excipients q.s

Approved Colour Used in Softgel Capsule Shell.
Appropriate overages of vitamin added to compensate loss on
storage.

DESCRIPTION:
Vita D contains Vitamin D3 for the treatment and prevention of
vitamin D deficiency.

INDICATION:

Treatment and prevention of vitamin D deficiency.

As an adjunct to specific therapy for osteoporosis in patients with
vitamin D deficiency.

The capsules are indicated for use in adolescents, adults and the
elderly.

PHARMACODYNAMIC PROPERTIES:

In its biologically active form vitamin D3 stimulates intestinal
calcium absorption, incorporation of calcium into the osteoid, and
release of calcium from bone tissue. In the small intestine it
promotes rapid and delayed calcium uptake. The passive and active
transport of phosphate is also stimulated. In the kidney, it inhibits
the excretion of calcium and phosphate by promoting tubular
resorption. The production of parathyroid hormone (PTH) in the
parathyroids is inhibited directly by the biologically active form of
vitamin D3. PTH secretion is inhibited additionally by the
increased calcium uptake in the small intestine under the influence
of biologically active vitamin D3.

PHARMACOKINETIC PROPERTIES

Absorption

Vitamin D is well absorbed from the gastro-intestinal tract in the
presence of bile.

Distribution and biotransformation

It is hydroxylated in the liver to form 25-hydroxycolecalciferol and
then undergoes further hydroxylation in the kidney to form the
active metabolite 1, 25 dihydroxycolecalciferol (calcitriol).

Elimination

The metabolites circulate in the blood bound to a specific a -
globin, Vitamin D and its metabolites are excreted mainly in the
bile and faeces.

DOSAGE AND ADMINISTRATION:
As directed by the Physician.

CONTRAINDICATION:

Hypersensitivity to cholecalciferol, ergocalciferol or Vitamin D
metabolites (eg. calcitriol, calcifediol, alfacalcidol, calcipotriol),
Hypercalcemia or hypercalciuria, Nephrolithiasis,
Nephrocalcinosis and Hypervitaminosis D.

SPECIAL WARNING AND PRECAUTION FOR USE:

The product should be prescribed with caution to patients suffering
from sarcoidosis, impairment of renal function, suffering from
cardiac conditions like arteriosclerosis, in elderly patients on
concomitant treatment with cardiac glycosides or diuretics and
patients with a high tendency to calculus formation. In case of
hypercalciuria or signs of impaired renal function the dose should
be reduced or the treatment discontinued.

INTERACTION WITH OTHER MEDICINE AND
CONCOMITANT USE:

Thiazide diuretics reduce the urinary excretion of calcium. Due to
the increased risk of hypercalcaemia, serum calcium should be

regularly monitored during concomitant use of thiazide diuretics.
Concomitant treatment with phenytoin or barbiturates can decrease
the effect of vitamin D because of metabolic activation.
Concomitant use of glucocorticoids can decrease the effect of
vitamin D.

The effects of digitalis and other cardiac glycosides may be
accentuated with the oral administration of calcium combined with
Vitamin D. Strict medical supervision is needed and, if necessary
monitoring of ECG and calcium.

Simultaneous treatment with bile-acid binding resins (i.e.
cholestyramine, colestipol), orlistat, or laxatives such as paraffin
oil, may reduce the gastrointestinal absorption of vitamin D.

The cytotoxic agent actinomycin and imidazole antifungal agents
interfere with vitamin D activity by inhibiting the conversion of 25-
hydroxyvitamin D to 1,25- dihydroxyvitamin D by the kidney
enzyme, 25-hydroxyvitamin D-1-hydroxylase.

PREGNANCY AND LACTATION:

The product is not recommended during pregnancy in patients
without a vitamin D deficiency. Vitamin D3 passes into breast milk
hence should be considered while giving additional vitamin D to
the child.

EFFECTS ON ABILITY TO DRIVE AND USE
MACHINES:

Vitamin D3 softgel have no influence on the ability to drive and use
machines.

ADVERSE REACTIONS:

High dose of cholecalciferol can cause weakness, fatigue,
sleepiness, headache, loss of appetite, dry mouth, metallic taste,
nausea and vomiting. Vitamin D toxicity, including
nephrocalcinosis/ renal failure, hypertension can occur with
prolonged use of cholecalciferol, relatively low doses can produce
toxicity in hypersensitive infants and children. Hypervitaminosis D
is reversible upon discontinuation of treatment unless renal damage
is severe.

OVERDOSE:

Acute or chronic overdose of Colecalciferol can cause
hypercalcaemia, an increase in the serum and urinary
concentrations of calcium. The symptoms of hypercalcaemia are
not very specific and consist of nausea, vomiting, diarrhoea often in
the early stages and later constipation, anorexia, fatigue, headache,
muscle and joint pain, muscle weakness, polydipsia, polyuria
formation of renal calculi, nephrocalcinosis, kidney failure,
calcification of soft tissues, changes in ECG measurements,
arrhythmias and pancreatitis. In rare and isolated cases there are
reports that hypercalcaemia is fatal.

INCOMPATIBILITY:
Not applicable.

SHELF LIFE:
24 Months

PACKAGING:
10 Soft gelatin capsules are packed in the ALU-PVC Blister; such
10 blisters is packed in printed carton along with pack insert.

STORAGE CONDITION:

Store at a temperature below 30°C.

Protect from direct sunlight, heat and moisture.
Keep the medicine out of reach of children.

MANUFACTURED IN INDIA BY:

DR. SMITHS BIOTECH PVT. LTD.

(AN ISO 9001:2015 & WHO GMP Certified Co.)

B-5, Khasra No. 9 & 10, Dev Bhoomi Industrial Estate,
Bantakhedi, Roorkee, Distt. Haridwar (Uttarakhand) -247667
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