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¢ Renal bone disease (renal osteodystrophy)
¢ Hypoparathyroidism
¢ Hyperparathyroidism (with bone disease)- primary and tertiary.
¢ Rickets and osteomalacia.

¢ Osteoporosis

alfacalcidol (1 a-hydroxyvitamin D3) :'2vo nin

DN NXINIP DY VOPYL 1PN NIYY GDINY LOPL PN SNNN IP DY LOPL) T152 OOMNNN DINITYN DINNN T NYTINI
.DMNOTYN HH IR DDIINN 1 NYTIND DINNNN OMNMDY PV NI (NIYNN TNNY VOPL

N9YIY )IYY DINSTY
4 CLINICAL PARTICULARS

4.4  Special warnings and precautions for use

e  patients with granulomatous diseases, such as sarcoidosis, where sensitivity
to vitamin D may be increased due to increased hydroxylation activity and
vitamin D toxicity can occur.

Alpha D3 increases the intestinal absorption of calcium and phosphate, serum levels of which should be monitored,
particularly in children, patients with renal failure and patients receiving high doses. Parathyroid hormone, alkaline
phosphatase, and calcium x phosphate should be monitored as clinically indicated.

This medicinal product contains up to 3.16 mg of sorbitol as an excipient (see Anidrisorb 85/70 in list of excipients in
section 6.1) and patients with rare hereditary problems of fructose intolerance (HFI) should not take it.

This medicinal product contains a small amount of alcohol (ethanol) (less than 2mg per soft capsule, corresponding

to less than 1% [w/w]). The amount of alcohol (ethanol) in one soft capsule of this medicine is equivalent to less than
1 mL of beer or 1 mL of wine. The small amount of alcohol in this medicine has no noticeable effects.

4.6  Fertility, Pregnancy and lactation
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Pregnancy

There are no or limited data from the use is-insufficientevidence-on-whichto-assess-thesafety of Alpha
D;alfacaleidoluse-during pregnraney-in pregnant women al—fheughﬁ—has—been—mdel—y%&sed—fer—maﬂy—ye&rs—w%heﬂ{

apparentadverse-effeets. Animal studieshavenetrevealed-any-hazard but-as-with-all-drags have shown reproductive
toxicity at high doses. Alpha D; is not recommended sheuld-only-be-used durlng pregnancy iftreatmentis-essential

and in e-better-alternativeis-available-women of child-bearing potential not using contraception.

Breast-feeding

Although not definitely established, it is likely that increased levels of 1,25-dihydroxyvitamin D3 will be found in
the breast milk of mothers treated with Alpha D;. This might have an influence on calcium metabolism in a breast-

fed infant; consequently, breast-fed infants of Alpha D; treated mothers should be closely monitored for
hypercalcaemia.

Fertility

There are no clinical studies on the effect of Alpha D; on fertility. Animal studies showed adverse effects on fertility
at high doses.

4.8 Undesirable effects

Adverse effects generally relate to abnormally elevated serum calcium levels (hypercalcaemia) leading to signs or
symptoms that may include abdominal pain/discomfort, ef anorexia, asthenia, confusional state, dehydration, dry
mouth, fatigue/lassitude, nausea, vomiting, constipation or diarrhea, weight loss, muscle or bone pain, metallic taste,
kidney stones, renal impairment, somnolence, pelyuria,-sweating, headache, polyuria and polydipsia thirst, vertigo,
and raised plasma and urine concentrations of calcium and phosphate.

Metabolism and nutrition disorders
Common: Hypercalcaemia, Hyperphosphataemia

Skin and subcutaneous tissue disorders

Common: Rash, Pruritus
Not known: Urticaria

Renal and urinary disorders

Common: Hypercalciuria

Uncommon: Nephrocalcinosis

General disorders and administration site conditions

Uncommon: Calcinosis (ectopic, or metastatic calcifications)
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