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Paricalcitol is indicated in adults for the prevention and treatment of secondary
hyperparathyroidism in patients with chronic renal failure who are undergoing haemodialysis.
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4.4 Special warnings and precautions for use

[...]

Warning for excipients

A dose of 40 micrograms of this medicine administered to an adult weighing 70 kg
would result in exposure to approximately 18 mg/kg of ethanol which may cause a
rise in blood alcohol concentration (BAC) of about 3 mg/100 ml.

For comparison, for an adult drinking a glass of wine or 500 ml of beer, the BAC is
likely to be about 50 mg/100 ml.

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Specific interaction studies were not performed with paricalcitol injection. Digitalis
toxicity is potentiated by hypercalcaemia of any cause, so caution should be applied
when digitalis is prescribed concomitantly with paricalcitol (see Section 4.4).

4.6 Fertility, pregnancy and lactation
Pregnancy:

. There

are no or limited amount of data from the use of parlcaIC|toI in pregnant
women.Studies in animals have shown reproductive toxicity (see section 5.3). The

potentialrisk-for-humans-is-unknown- Paricalcitol Inovamed 5 mcg/ml should-rot-be
usedHnpreghancy-unless—clearlynecessary—is not recommended during pregnancy

and in women of childbearing potential not using contraception

Breast-feeding

It is unknown whether paricalcitol/metabolites are excreted in human milk. Available
pharmacodynamic/toxicological data in animals have shown excretion of
parlcaIC|toI/metaboI|tes in milk (for details see 5. 3)
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A risk to the newborns/infants cannot be excluded

A decision on whether to continue/discontinue breast-feeding or to
continue/discontinue therapy with paricalcitol should be made taking into account the
benefit of breast-feeding to the child and the benefit of paricalcitol therapy to the
woman.

Fertility
Animal studies have shown no effect of paricalcitol on fertility (see section 5.3).

4.7 Effects on ability to drive and use machines

Dizziness may occur following administration of paricalcitol, which may have a minor
influence on the ability to drive and use machines (see section 4.8).
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