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Duphacil
Lactulose

Generic name: Lactulose

1. Description: Bottle with plastic cap containing 240 ml of
lactulose syrup.

2. Category: Osmotic Laxative

3. Guidance for proper use:
Read all of this leaflet carefully before you start taking this
dicine b it important information for you.
« Keep this leaflet. You may need to read it again.
« This medicine has been prescribed for you only. Do not
pass it on to others. It may harm them, even if their signs
of illness are the same as yours.

4. Indications:

« Lactulose is laxative. It makes the stool softer and easier
to pass, by drawing water into the bowel. It is not
absorbed into your body.

« Lactulose is used to treat constipation.

+ Lactulose is used to treat hepatic encephalopathy (a liver
disease causing confusion, tremor, and decreased level of
consciousness).

5. Contraindications:

Do not take Lactulose if:

« You are allergic (hypersensitive) to lactulose.

* You have a rare problem called galactosaemia.
* You have intestinal obstruction disorders

« You have inflammatory bowel disease

6. Warnings and Precautions:

Talk to your doctor or pharmacist before taking Lactulose if
you suffer from any medical conditions or ilinesses, in
particular:

« If you suffer from unexplained tummy ache.

« If you are unable to digest milk sugar (lactose intolerant).

« If you have diabetes.

If you have been taking lactulose for a few days and there is

no improvement in your condition or if your symptoms worsen,

contact your doctor.

This medicine contains 0.25 mg of benzoic acid in each ml.
Benzoic acid may increase the risk of jaundice (yellowing of
the skin and eyes) in newborns (up to 4 weeks).

7. Drug interactions:

Lactulose may increase the loss of potassium induced by
other drugs (e.g. thiazides, steroids and amphotericin B).
Concomitant use of cardiac glycosides can increase the
effect of the glycosides through potassium deficiency.
With increasing dosage a decrease of pH-value in the colon
is found. Therefore drugs which are released in the colon
pH-dependently (e.g. 5-ASA) can be inactivated.

™

8. Preg y, breast-f
Lactulose can be used during pregnancy and when
breast-feeding if necessary.

9. Dosage & administration:

+ You can mix it with fruit juice or water. It is recommended
that you drink plenty of fluids (approximately 6-8 glasses
throughout the day).

+ Swallow the dose immediately. Do not keep it in your
mouth as the sugar content may lead to tooth decay,
particularly if Lactulose is taken for long periods.

« Lactulose takes 2 to 3 days to start working.

- After this time you may be able to reduce the dose you
take according to your needs.

10g/15 ml
240 ml Syrup

Constipation:

Adults and adolescents: The starting dose is 15-45ml per
day. After this the dose can be adjusted to 15-30ml.

Use in Children: Use of laxatives in children, infants, and
babies should be exceptional and under medical
supervision because it can influence the normal reflexes for
passing stools. Please do not give Lactulose to children
(under 14 years) before consulting your doctor

Children 7 to 14 years: The starting dose is 15ml. After this
the dose can be adjusted to 10-15ml.

Children 1-6 years: The usual dose is 5-10ml daily.

Infants under 1 year: The usual dose is up to 5ml daily.
Hepatic encephalopathy:

Adults: The usual starting dose is 3 to 4 times a day of
30-45ml.

Use in Children: No information is available for treatment of
children (newborn to 18 years of age) with hepatic
encephalopathy.

Use in elderly patients and patients with renal or hepatic
insufficiency: No special dosage recommendations exist.

10. Over-dosage:

If you take more Lactulose than you should stop taking
Lactulose and talk to a doctor or pharmacist.

You may have diarrhea, loss of electrolytes and abdominal
pain.

11. Side effects:

Like all medicines, this medicine can cause side effects,
although not everybody gets them. If you get any side
effects, talk to your doctor or pharmacist.

Very common (may affect more than 1 in 10 people):
+ Diarrhea

Common (may affect up to 1 in 10 people):

+ Flatulence

+ Nausea

+ Vomiting

+ Abdominal pain

Uncommon (may affect up to 1 in 100 people):

« Electrolyte imbalance due to diarrhea

Flatulence may occur during the first few days of
treatment. As a rule it disappears after a few days.

12. Storage:

« Store below 30 and protect from freezing, protect from
light.

+ Keep out of the sight and reach of children.

+ Keep the bottle tightly closed.

13. Packaging:
Bottle containing 240 ml of lactulose syrup with measuring
cup and leaflet in box.

References:

BNF 81 (British National Formulary) March 2021
www.medicines.org.uk

Martindale 38

MAH:

Sina Pishgam Darou Novin,
Tehran - Iran

Customers Contact Number:
+98 21 88630175

www.spdnco.com

SINA
PISHGAM

DAROU NOVIN



