LAXALA C6bron

COMPOSITION:
Each 5 ml contains lactulose 3.35g
and mentol as excipient

PHARMACEUTICAL FORM:
Solution for oral administration.

CLINICAL PARTICULARS:

Therapeutic indications:

- Constipation: regulation of the physiological
rhythm of the colon.

- Where a soft stool is considered of medical
benefit (haemorrhoids, post colon/anal surgery).

- Portal systemic encephalopathy (PSE):

- Treatment and prevention of hepatic coma or
precoma.

Posology and method of administration:

The daily dosage should be adapted on individual
basis. The following serves as a guideline:

In constipation or where a soft stool is
considered of medical benefit:

Starting Maintenance
dose dose
Adults 10-45ml 10-25ml
Children 7-14 15ml 10-15ml
Children 1-6 5-10ml 5-10ml
Babies 5ml 5ml

As a rule the dosage can be decreased after a
couple of days to serve patients needs.

The dosage should preferably be taken in one
time during breakfast. Onset of the clinical effect
may take a couple of days. This is inherent to the
mode of action of lactulose. Higher dosages can
be considered if a positive response has not
occurred after the first two days.

Precoma and coma hepaticum:

Starting dose: 3 times daily 30-50 ml

Maintenance dose: should be adapted as such
that soft stools are produced maximally 2-3 times
per day. The pH of the stools should be preferably
5.0-5.5.

CONTRAINDICATIONS:
Galactosaemia, bowel obstruction, hypersen-
sitivity to any of the components of the product

SPECIAL WARNINGS AND PRECAUTIONS:
Should the constipation not react to treatment
after a couple of days or reoccur after treatment,
then a physician should be consulted.

If used by lactose intolerant patients, then the
lactose content (see "List of excipients") should
be taken into consideration.

The dose normally used in constipation should not
pose a problem for diabetics. The dosage used in

the treatment of (pre)coma hepaticum is usually
much higher and may need to be taken into
consideration for diabetics.

INTERACTIONS WITH OTHER MEDICATIONS
Due to lactulose's mode of action of lowering the
pH in the colon, drugs that have a colon pH
dependent release (such as 5-ASA agents) may
be inactivated.

PREGNANCY AND LACTATION:

This medicine may, on the basis of current
knowledge, be safely used as instructed during
pregnancy and lactation.

EFFECT ON ABILITY TO DRIVE AND TO USE
MACHINES:

Laxalac does not influence the ability to

drive or to operate machines.

SIDE EFFECTS:

Flatulence may occur during the first few days of
treatment. As a rule it disappears after a couple of
days. When dosages higher than instructed are
used, belly ache and diarrhoea may occur. In
such a case the dosage should be decreased.

If high doses (normally only associated with PSE)
are used for an extended period of time, the
patient may experience an electrolyte imbalance
duetodiarrhoea.

OVERDOSE:

No data on cases of overdosing are available. If
dosed too high, belly ache and diarrhoea can
occur. In such instance, cessation of treatment
will normally suffice.

PHARMACEUTICAL PARTICULARS:

List of excipients:

Laxalac does not contain any excipients.

Apart from lactulose, Laxalac liquid contains the
related sugars galactose (up to 1.5g/15ml and
lactose (up t0 0.9/15 ml).

Shelf-life:

The shelf-life is 3 years if keptin the original unda-
maged package, when stored at temperature not
exceeding 25°C.

Special precautions for storage:

Laxalac should be stored protected from
direct sunlight. :

LEGAL STATUS: Prescription only medicine.

NATURE OF CONTAINER: 100ml glass bottle; 200ml

and 250ml polyethylene bottles.1 bottle with
measuring cup and leaflet insert in a carton box.

Manufactured by:
Medical Horizon LLC
RA, Ararat province,Masis city,
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