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Package Leaflet: Information for the user

Prima D3™ 2000 IU Softgel Capsules
Vitamin D3 2000 [U

Read this entire leaflet carefully before taking
Prima D3™ 2000 IU capsules

- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your
pharmacist or physician.

- If you notice any side effects, please tell the
physician or the pharmacist.

1. What Prima D3™ 2000 IU is and
what it is used for

Vitamin D is found in the diet and is also
produced in the skin after exposure to the sun.
Often vitamin D is given in combination with
calcium.

Prima D3™ is recommended for use when you
have a normal intake of dietary calcium.

Prima D3™ may be prescribed by your doctor to
treat vitamin D deficiency. Deficiency of vitamin
D may occur when your diet or lifestyle does not
provide you enough vitamin D or when your body
requires more vitamin D (for instance when you
are pregnant).

Prima D3™ may also be prescribed for certain
bone conditions, such as thinning of the bone
(osteoporosis) when it will be given to you with
other medicines.

2. Before you take Prima D3™ 2000 IU

« you are allergic to vitamin D or any of other
ingredients in the capsules.

« You have high levels of calcium in your blood.
* You already have high levels of Vitamin D in
your blood, or if you are especially sensitive to
Vitamin D.

* You have kidney problems.

* You have an accumulation of calcium salts in
the body's tissue.

« This product contains Soybean oil. If you are
allergic to soya, do not use this product.

Take special care with Prima D3™:

Vitamin D should be used with caution in patients
who may have increased sensitivity to its effects,
and in patients with renal impairment or calculi,
or heart disease, who might be at increased risk of
organ damage if hypercalcemia occurred.

« Plasma phosphate concentrations should be
controlled during vitamin D therapy to reduce the
risk of ectopic calcification.

« It is advised that patients receiving
pharmacological doses of vitamin D should have
their plasma calcium concentration monitored at
regular intervals, especially initially or if
symptoms suggest toxicity, and in infants if they
are breast-fed by mothers receiving pharmacologi-
cal doses of vitamin D.

Taking other medicines:

« Thiazide diuretics, calcium or phosphate:
Increased risk of hypercalcemia. Plasma calcium
concentrations should be monitored.

« Some antiepileptics (e.g., carbamazepine,
Phenobarbital, phenytoin, and primidone):
Increased vitamin D requirements.

« Rifampicin and isoniazide:

May reduce the effectiveness of vitamin D.
« Corticosteroids:

May counteract the effect of vitamin D.

Taking Prima D3™ with food and drink
It's best to avoid eating grapefruit and drinking
grapefruit juice while taking vitamin D3.

Pregnancy and breast-feeding

Hypercalcemia during pregnancy may produce
congenital disorders in the offspring, and
neonatal hypoparathyroidism.

However, the risks to the fetus of untreated
maternal hypoparathyroidism are considered
greater than the risks of hypercalcemia due to
vitamin D therapy.

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 recommend, if the mother is taking
pharmacological doses of vitamin D, that the
infant be closely monitored for hypercalcemia or
clinical manifestations of vitamin D toxicity.

« Dose should be monitored by testing for serum
vitamin D level.

Driving and using machines
Prima D3™ has no influence on the ability to
drive and use machines.

3. How to take Prima D3™ 2000 IU

Important: Your doctor will choose the dose that
is right for you.

Normally take one Softgel capsule daily with
food for treatment of Vitamin D deficiency.

If you take more Prima D3™ than you should:
Excessive intake of vitamin D leads to the
development of hyperphosphatemia or
hypercalcemia.

Associated effects with hypercalcemia include
hypercalciuria, ectopic calcification, renal and
cardiovascular damage, muscle weakness, apathy,

headache, anorexia, nausea, vomiting, bone pain,
proteinuria and hypertension. Chronic
hypercalcemia can lead to generalized vascular
calcification, nephrocalcinosis and rapid
deterioration of renal function. Hypercalcemia has
been reported in a patient after brief industrial
exposure to cholecalciferol. Symptoms of
overdosage include anorexia, lassitude, nausea and
vomiting, constipation or diarrhea, polyuria,
nocturia, sweating, headache, thirst, somnolence
and vertigo. Infants and children are generally
more susceptible to its toxic effects. The vitamin
should be withdrawn if toxicity occurs. It has been
stated that vitamin D dietary supplementation may
be detrimental in persons already receiving an
adequate intake through diet and exposure to
sunlight, since the difference between therapeutic
and toxic concentrations is relatively small.

If you forget to take Prima D3™

If you forgot to take Prima D3™, take as soon as
you remember, Do Not Double the dosage to
make up for the forgotten dose

4. Possible side effects

Like all medicines, this medicine can cause side
effects, although not everybody gets them.
Uncommon (may affect up to 1 in 100 people):

* too much calcium in your blood (hypercalcae-
mia)

* too much calcium in your urine (hypercalciuria).
Rare (may affect up to 1 in 1,000 people):

« skin rash

* itching

* hives

Not known ( Not know how often these happen):
« altered bowel movements

* wind

« feeling sick (nausea)

* stomach pain.

5. How to store Prima D3™ 2000 IU

* Keep out of the reach and sight of children.
* Do not store above 30 °C.

* Protect from heat and moisture.

* Do not freeze.

6. Further Information

What Prima D3™ 2000 IU capsules contain:
Each softgel capsule contains the active substance:
Vitamin D3 (Cholecalciferol) 2000 IU.

The other ingredients are:
Soybean oil, Gelatin, Glycerol, Quinoline Yellow,
Brilliant Blue and Purified Water.

What Prima D3™ 2000 IU capsules look like
and the contents of the pack

Prima D3™ 2000 IU capsules are green
transparent, oval shaped soft gelatin capsules
filled with pale yellow liquid.

Prima D3™ 2000 IU 60 Softgel capsules packed
in HDPE bottle.

Marketing Authorisation Holder and
Manufacturer

Jamjoom Pharmaceuticals Co.,

Jeddah, Saudi Arabia.

Tel: +966-12-6081111

Fax: +966-12-6081222

Website: www.jamjoompharma.com

To report any side effect(s):

* Saudi Arabia:

The National Pharmacovigilance and Drug Safety
Centre (NPC)

Fax: +966-11-205-7662.

Call NPC at +966-11-2038222,

Exts: 2317-2356-2353-2354-2334-2340.

Toll free phone: 8002490000

E-mail: npc.drug@sfda.gov.sa

Website: www.sfda.gov.sa/npc

* Other GCC States:
— Please contact the relevant competent authority.

This leaflet was last approved in 01/2017;
Version number 02.

THIS IS A MEDICAMENT

* Medicament is a product that 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 experts in
medicine, its benefits and risks.

* Do not by yourself interrupt the period of
treatment prescribed.

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

Keep all medicaments out of the reach of
children.

Council of Arab Health Ministers &
Union of Arab Pharmacists

Prima D3™ 2000 IU is a quality product manufactured by:

JP Nutraceuticals, a division of

LojLa ngn =
Jamjoom Pharma

lPNutraceuticals

For a Quality Life

P.0.Box 6267 Jeddah - 21442- Saudi Arabia
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