
ADULTS:
Severe Constipation
Moderate Constipation
Mild Constipation

The total daily dose is
taken preferably during
breakfast

Maintenance
dose

Starting dose
for 3 days
per day per day

CHILDREN:
7-14 years
1-6 years
INFANTS

30-45 ml
15-30 ml
15 ml

15-25 ml
10-15 ml
10 ml

15 ml
5-10 ml
5 ml

10 ml
5-10 ml
5 ml

PRESCRIBING INFORMATION

B-Lact® Syrup
(Lactulose Solution USP)

Composition:
Each 5ml contains:
Lactulose… USP....... 3.35g

Description:
B-Lact syrup contains lactulose and other sugars such as galactose and lactose. The active substance of B-Lact is
lactulose (4-O-ß-D-galacto-pyranosyl-D-fructofuranose) a synthetic disaccharide composed of one molecule of
fructose bonded with one molecule of galactose. The molecular formula is C12 H22O11 and the molecular weight is
342.30.

Normal subjects absorbs 0.1 to 0.2 % of a dose of lactulose. Absorption may be enhanced four to six folds by
increasing the osmotic value of the intestinal contents. Any absorbed lactulose is excreted unchanged in the urine.

Clinical Pharmacology:
Mode of Action:
B-Lact is used in the treatment of hepatic encephalopathy and constipation by virtue of its following mechanism
of actions:
Bacterial degradation of lactulose in the colon acidifies the colonic content. This acidification of colonic contents
results in the retention of ammonia in the colon  as the ammonium ion. Since the colonic contents are then more
acidic  than the blood, ammonia can be expected to migrate from the blood into the colon to form the ammonium
ion. The acid colonic contents converts NH3 to the ammonium ion (NH4)+ , trapping it and preventing its absorption.

B-Lact is poorly absorbed from the gastrointestinal tract  and no enzyme capable of  hydrolysis of this disaccharide
is present in human gastrointestinal tissue. As a result, oral doses of B-Lact reach the colon virtually unchanged.
In the colon, B-Lact is broken down primarily to lactic acid, and also to small amounts of formic and acetic acids,
by the action of colonic bacteria which results in an increase in osmotic pressure and slight acidification of the
colonic contents. This in turn causes an increase in stool water content and softens the stool.

Indications:
Constipation and Portal Systemic Encephalopathy

Dosage:
Constipation:

Portal Systemic Encephalopathy: 30-50ml three to four times a day

Pregnancy, Teratogenic Effect
Animal studies have been performed in mice, rats and rabbits at doses up to 2 or 4 times the usual human oral
dose and have revealed no evidence of impaired fertility or harm to the fetus. 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 indicated.
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Manufactured by:
Fresenius Kabi Austria GmbH
Estermannstrasse 17,
A-4020 Linz, Austria.

Contraindications:
Since B-Lact contains galactose (less than 2.2g/15ml). it is contraindicated in patients who require a low galactose
diet.
• Patients of intestinal obstruction.
• Patients who are hypersensitive to any of the constituents of the product.

Precautions, Warnings etc.
Since B-Lact contains galactose (less than 2.2g/15ml) and lactose (less than 1.2 g/15ml), it should be used with
caution in diabetics.Care should be taken in patients who are lactose intolerant.Patients who develop gastrointestinal
symptoms (flatus, bloating and diarrhea) with the use of dietary fiber should exercise caution in the use of lactulose.

Storage conditions:

Store at room temperature, 15-30 °C . Under recommended storage conditions, a normal darkening of color may
occur. Such darkening is characteristic of  sugar solutions and does not affect therapeutic action.

Prolong exposure to freezing temperature may cause change to a semisolid too viscous  to  pour. Viscosity will
return to normal upon warming to room temperature.

Protect from light.

Presentation:
B-Lact Syrup 120ml


