Lactulose

[ODUPS6] Lactul® Syrup 666mg/mL, 60mL/Bot ATC Code © AO6ADI1
[ODUPS3]) Lactul® Syrup 666mg/mL, 300mL/Bot ATC Code © A064D11
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> % ¢ Each mL contains: Lactulose .........ccccvvenene. 666 mg

¥4 #% ©  Ammonium Detoxicant; Laxative, Osmotic.

*oEr g Administration:

1. Orally, may minimize sweet taste by diluting with water, fruit juice, milk or by
adding to food (e.g. desserts). When administering via gastric tube, dilute well to
prevent induction of vomiting and possible aspiration pneumonia.

2. Rectal: Dilute with 700 mL of water or NS; administer as retention enema using
a rectal balloon catheter; retain for 30 to 60 minutes. May repeat enema
immediately if inadvertently evacuated too promptly. Cleansing enemas
containing soapsuds or other alkaline agents should not be used.

Indications and dosage regimens:

Chronic constipation:

Administer as a single daily dose, preferably following breakfast. Following oral
administration, 24-48 hours may be required to produce a normal bowel
movement.

— Adults:

Initial dosage is 15-30 mL/day. Dosage may be increased to 60 mL/day.
— Children:

Safety and efficacy for the treatment of chronic constipation in children not
established.
Treatment and prevention of portal-systemic encephalopathy (PSE):

— Adults:

Chronic PSE:
30-45 mL 3-4 times daily. Adjust dosage every 1-2 days as necessary to produce
2 or 3 soft stools daily. Usually dosage is 90-150 mL daily.
Some clinicians recommend dosage adjustment according to acidity of colonic
contents by mea- suring stool pH at initiation of therapy and adjusting dosage
until stool pH is about 5. This pH is usually achieved when the patient has 2 or 3
soft stools daily during therapy.
During treatment, improvement in patient’s clinical condition usually occurs
within 1-3 days.
Continuous long-term therapy with lactulose may decrease severity and prevent
recurrence of PSE.

Acute PSE episodes:
30-45 ml at 1- to 2- hour intervals to induce rapid laxation. When the laxative
effect has been achieved, reduce dosage to the amount required to produce 2 or 3
soft stools daily.

— Children:

Adjust dosage every 1-2 days as necessary to produce 2-3 soft stools daily. If the
initial dose produces diarrhea, reduce dose immediately; if diarrhea persists,
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discontinue drug.
Infants (limited data):
Initially, 2.5-10 mL/day in divided doses.
Older children and adolescents:
Initially, 40-90 mL/day in divided doses.
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1.Adverse events have not been observed in animal reproduction studies.

2.Lactulose is poorly absorbed following oral administration.

3.Short-term use of lactulose is also considered to be safe/low risk when therapy is
needed; however, side effects may limit its use (Cullen, 2007, Mahadevan, 2006,
Prather, 2004; Wald, 2003).

1.1t is not known if lactulose is excreted in breast milk; however, lactulose is poorly

absorbed following oral administration.
2.The manufacturer recommends that caution be exercised when administering
lactulose to nursing women.
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