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FDA CRERFTSCEOFLH)

HH RN A
KEOUSFT CE 8 USE IN SPECIFIC POPULATIONS
( LACTULOSE-lactulose | 8.1 Pregnancy
solution : Teratogenic Effects
Fresenius Kabi Austria | Pregnancy category B. Reproduction studies have been
GmbH, performed in mice, rats, and rabbits at doses up to 2 or 4 times
2016 43 H) the usual human oral dose and have revealed no evidence of

impaired fertility or harm to the fetus due to lactulose. There
are, however, no adequate and well-controlled studies in
pregnant women. Because animal reproduction studies are not
always predictive of human response, this drug should be used
during pregnancy only if clearly needed.

8.3 Nursing Mothers

It is not known whether this drug is excreted in human milk.
Because many drugs are excreted in human milk, caution should
be exercised when lactulose solution is administered to a
nursing woman.

/NI B S REH
HARDEFHRLTERESNTE LT, KEOWMNIGEROHED SPC L3 s,

FDA CKEFRASCEORH) . #E (SPC DOFCH)

HH RLEN A
KE DA SCHE 8 USE IN SPECIFIC POPULATIONS
( LACTULOSE-lactulose | 8.4 Pediatric Use
solution : Very little information on the use of lactulose in pediatric
Fresenius Kabi Austria | patients has been recorded.
GmbH, (See DOSAGE AND ADMINISTRATION.)
2016 43 1)
Z[E D SPC 4. Clinical particulars
( Duphalac® Lactulose | 4.4 Special warnings and precautions for use
3.335g/5ml oral solution : | Paediatric population
Mylan, Use of laxatives in children should be exceptional and under
2022 46 H) medical supervision.
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