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Vitamin D3 (Cholecalciferol)

Read all of this leaflet carefully before you start taking this

medicine.

« Keep this leaflet. You may need to read it again.

« If you have any further questions, ask your doctor or pharmacist.

« This medicine has been prescribed for you. Do not pass it on to
others. It may harm them, even if their symptoms are the same
as yours.

« If any of the side effects gets serious, or if you notice any side
effects not listed in this leaflet, please tell your doctor or
pharmacist.

In this leaflet:

1.What Vitadad® D3 is and what it is used for
2.Before you take Vitadad® D3

3.How to take Vitadad® D3

4.Possible side effects

5.How to store Vitadad® D3

6. Further information

Vitadad® D3 5000, 10 000 and 50 000 are vitamin D3. Vitadad®

D3 capsules contain the active substance

cholecalciferol. Cholecalciferol is the naturally occurring form of

vitamin D3. It is produced from 7-dehydrocholesterol, a sterol

present in mammalian skin, by ultraviolet irradiation.

Vitadad® D3 is used to treat the following conditions:

—Treatment and prevention of vitamin D deficiency states and
hypocalcaemia in disorders such as hypoparathyroidism and
secondary hyperparathyroidism.

— Treatment of simple nutritional deficiencies.

—Cardiovascular disease: Myocardial tissue contains a vitamin
D-dependent calcium binding protein, indicating a role for
vitamin D in the regulation of myocardial contractility.

— Diabetes mellitus: Vitamin D has a role in glucose homoeostasis
and in the mechanism of insulin release.

— Inflammatory bowel disease: Some studies have found a high
prevalence of vitamin D deficiency in patients with inflamma-
tory bowel disease.

— Malignant neoplasms

— Multiple sclerosis

— Osteomalacia and rickets: Treatment of osteomalacia and rickets
primarily aims at correcting any underlying deficiency states,
and vitamin D substances, calcium, or phosphate supplements
may be given orally as necessary.

— Osteoporosis: Vitamin D concentrations have been found to
correlate positively with bone mineral density (BMD), and
supplementation with vitamin D and calcium has led to
beneficial increases in BMD.

2.BEFORE YOU TAKE VITA
Do not take Vitadad® D3
If you are allergic (hypersensitive) to vitamin D3 (Cholecalciferol)
or any of the other ingredients of Vitadad® D3.

If you have hypercalcaemia.

°D3

Take special care with Vitadad® D3

You should use Vitadad® D3 with caution in infants who may have
increased sensitivity to its effects.

If you have renal impairment or calculi or heart disease, you might
be at increased risk of organ damage if hypercalcaemia occurred.
You should control your phosphate concentrations during vitamin
D therapy to reduce the risk of ectopic calcification.

Your plasma-calcium concentration should be monitored at
regular intervals, if you are receiving pharmacological doses of
vitamin D, especially when you start treatment with vitamin D or if
you have symptoms suggesting toxicity. Similar monitoring is
recommended in infants if they are breast fed by mother receiving
pharmacological doses of vitamin D.

Taking other medicines, herbal or dietary supplements

There is an increased risk of hypercalcaemia if you are taking
vitamin D with thiazide diuretics, calcium, or phosphate. Your
plasma-calcium concentrations should be monitored in such
situations.

Some antiepileptics may increase your vitamin D requirements
(e.g. carbamazepine, phenobarbital, phenytoin and primidone).
Rifampicin and isoniazid may reduce the effectiveness of

vitamin D.

Corticosteroids may counteract the effect of vitamin D.

Please tell your doctor or pharmacist if you are taking or have
recently taken any other medicines, including medicines obtained
without a prescription.

Pregnancy and breastfeeding

Pregnancy

Hypercalcaemia during pregnancy may produce congenital
disorders in the offspring, and neonatal hypoparathyroidism.
However, the risks to your fetus of untreated maternal
hypoparathyroidism are considered greater than the risks of
hypercalcaemia due to vitamin D therapy. Your requirements for
vitamin D preparations during pregnancy for the treatment of
hypoparathyroidism will be increased, the dose needed tended to
increase during the second half of pregnancy.
Hypoparathyroidism in pregnancy poses severe risks of fatal
hyperthyroidism with neonatal hypocalcaemic rickets, which may
be fatal. Treatment with calcium and colecalciferol is essential.
Breast feeding

Vitamin D is distributed into breast milk, and its concentration
appears to correlate with the amount of vitamin D in the serum of
exclusively breast-fed infants. The American academy of pediatrics
considers the use of vitamin D to be usually compatible with
breast feeding, although they and others recommend that the
infant be closely monitored for hypercalcaemia or clinical
manifestations of vitamin D toxicity if the mother is taking
pharmacological doses of vitamin D.

Important information about some of the ingredients of
Vitadad® D3 50 000 capsules contain lactose: If you have been
told by the doctor that you have intolerance to some sugars, you
should contact your doctor before taking this medicinal product.

Always take Vitadad® D3 exactly as your doctor or health care
provider has told you. You should check with your doctor or
pharmacist if you are not sure.

When vitamin d substances are given in the pharmacological
doses,dosage must be individualized for each patient,and should
be based on regular monitoring of plasma-calcium concentra-
tions to optimize clinical response and avoid hypercalcemia.

Classification | S€rum Dosage regimen | Blood testing
25-hydroxyvitamin
Dleve
Severe vitamin D | <10ng/ml Loading doses
deficiency (<25nmol/L) 50,000 I.U.once
weekly for 2 to 3
months.
Maintenance dose:
800 to 2000 I.U.
once daily
regardless of
dosing pattern.
2000-5000 LU.
Vitamin D 10-15ng/ml once daily Every 6 months
deficiency (25-37nmol/l) | 45000 1U.once | Every 2-3
daily months
o 2000-5000 I.U. Every 6 months
}/ltarf\glrg D 15-30 ng/ml once daily
Insutficiency (37-75nmol/L) Or5000I.U.once | Every2-3
daily months
Suppl tati 1000-2000 I.U.
upplementation once daily

*the variation of laboratory results from lab to lab has to be taken into account

If you take more Vitadad® D3 than you should

Symptoms of overdosage include anorexia, lassitude, nausea, and
vomiting, constipation or diarrhoea, polyuria, nocturia, sweating,
headache, thirst, somnolence, and vertigo. Interindividual
tolerance to Vitamin D varies considerably;infant and children are
generally more susceptible to its toxic effect. The vitamin should
be withdrawn if toxicity occurs. It has been stated that vitamin D
dietary supplementation may be detrimental in person already
receiving an adequate intake through diet and exposure to
sunlight, since the difference between therapeutic and toxic
concentrations is relatively small.

Hypercalcaemia: Vitamin D is the most likely of all vitamins to
cause overt toxicity. Doses of 60 000 units daily can cause
hypercalcaemia, with muscle weakness, apathy, headache,
anorexia, nausea and vomiting, bone pain, ectopic calcification,
proteinuria, hypertension, and cardiac arrhythmias. Chronic
hypercalcaemia can lead to generalized vascular calcification,
nephrocalcinosis, and rapid deterioration of renal function.

Excessive intake of vitamin D leads to the development of
hyperphosphataemia or hypercalcaemia. Associated effects of
hypercalcaemia include hypercalciuria, ectopic calcification, and
renal and cardiovascular damage.

If any of the side effects gets serious, or if you notice any side
effects not listed in this leaflet, please tell your doctor or
pharmacist.

5.HOW TO STORE VITADAD® D3

Keep out of the reach and sight of children.

Store in a dry place below 30°C.

Do not use Vitadad® D3 after the expiry date stated on the carton
and label.

Medicines should not be disposed of via wastewater or household
waste. Ask your pharmacist how to dispose of medicines no
longer required. These measures will help to protect the
environment.

What Vitadad® D3 contains

The active substance is vitamin D3 (Cholecalciferol). Vitadad® D3
Capsules contain 5000, 10 000 and 50 000 I.U of cholecalciferol.
The other ingredients in Vitadad® D3 5000 and 10 000 are:
Microcrystalline cellulose and colloidal anhydrous silica.

The other ingredients in Vitadad® D3 50 000 are: Lactose and
hydrated colloidal silica.

What Vitadad® D3 looks like and contents of the pack
Vitadad® D3 capsules are white to off-white capsules.

Vitadad® D3 5000 Capsules are available in packs of 30 and 100
capsules.

Vitadad® D3 10 000 Capsules are available in packs of 100
capsules.

Vitadad® D3 50 000 Capsules are available in packs of 8, 100
capsules.

Marketing Authorization Holder and Manufacturer

Dar Al Dawa Development & Investment Co. Ltd. (Na'ur — Jordan).
Tel.(+962 6) 57 27 132

Fax.(+962 6) 57 27 776

- Keep all medicaments out of reach of children.

This is a Medicament

- Medicament is a product which affects your health and its consumption contrary to instructions is dangerous for you.

- Follow strictly the doctor’s prescription, the method of use and the instructions of the pharmacist who sold the medicament.
- The doctor and the pharmacist are the experts in medicines, their benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.

- Do not repeat the same prescription without consulting your doctor.

Council of Arab Health Ministers and Union of Arab Pharmacists

4121889800
02/2013
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