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PHEBURANE is indicated as adjunctive therapy in the chronic management of urea cycle disorders,
involving deficiencies of carbamylphosphate synthetase, ornithine transcarbamylase or argininosuccinate
synthetase.

It is indicated in all patients with neonatal-onset presentation (complete enzyme deficiencies, presenting
within the first 28 days of life).

It is also indicated in patients with late-onset disease (partial enzyme deficiencies, presenting after the
first month of life) who have a history of hyperammonaemic encephalopathy.

Sodium phenylbutyrate 483 mg/g ‘29 nIn

[A0N NXIN 7 DY VOV I7'NI 177 HOINY VOV [¥N 'NNN 17 DY VOPZV) TA71 DUNINAN DIDTYN D2'IXA IT NYTINA
.DIDTYN 770 IR 070N 1T NYTING 0'91I¥AN D7V M7 K L([iI7vnn TN VoV

X9 |17V
4.4 Special warnings and precautions for use

Excipients with known effect

*This medicinal product contains 124 mg sodium per gram of sodium phenylbutyrate, equivalent to 6.2%
of the WHO recommended maximum daily intake for sodium. The maximum daily dose of this medicinal
product is equivalent to 125% of the WHO recommended maximum dallv mtake for sodium.

. PHEBURANE is considered h|qh in sodlum This should be partlcularlv taken into account for those
on a law salt diet.

*This medicinal product contains 768 mg sucrose per gram of sodium phenylbutyrate. This should be

taken into account in patients with diabetes mellitus. Patients with rare hereditary problems of fructose
intolerance, glucose-galactose malabsorption or sucrase-isomaltase insufficiency should not take this
medicinal product.

4.6 Fertility, pregnancy and lactation

Pregnancy
There are no or limited amount of data from the use of sodium phenylbutyrate in pregnant women.

Studles in anlmals have shown reproductwe toxicity (see section 5.3). Ihe—safety—ef—th%ed«tan&l
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therefore the-use-6f PHEBURANE is contra-indicated during pregnancy (see section 4.3). Effective
contraceptive-measures-must-be-taken-by Women of child-bearing potential must use effective

contraception during treatment.

Breast-feeding
Available pharmacodynamic/toxicological data in animals have shown excretion of sodium

phenylbutyrate/metabolites in milk (see section 5.3). It is unknown whether sodium
phenylbutyrate/metabolites are excreted in human milk. A risk to the newborns/infants cannot be
excluded.

PHEBURANE is contra-indicated during breast-feeding (see section 4.3).
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