(N2 Y1) NIND Y HYNHN

15.7.2012 1NN
AVILAC SYRUP :192x3 1van ov
31.75.25187 : ©YW>1 9901

1792 NPIVIAYNID INIY? 1NI9 : DIVIIN Yyl oY
N8 Y9 HY 0NIDN PYYa DINPYN

1NOYIY PYoya

0/YP1aNn 0Y/"Yn Yy 0OV

v1In VOPY NN LOPY Poya P9

With regard to sugar content, the dose The dose normally used in . . J
; T o Special Warning

normally used in constipation should not constipation should not pose a .

pose a problem for diabetics. However, the | problem for diabetics. The dosage and precautions |

dose used to treat (pre) coma hepaticum is | used in the treatment of (pre) coma | for use

usually much higher and sugar content of | hepaticum is usually much higher

the medicine should be taken into and may need to be taken into

consideration for diabetics. consideration for diabetics.

This product contains lactose, galactose and | Patients with rare hereditary

small amounts of fructose. Therefore, problems of galactose intolerance,

patients with the rare hereditary problems the Lapp lactase deficiency or

of galactose or fructose intolerance, the glucose-galactose malabsorption |
Lapp lactase deficiency or glucose- should not take this medicine.

galactose malabsorption should not take
this medicine. |

Pregnancy Limited data on pregnant patients

During pregnancy, no effects to the feotus | indicate neither malformative nor Pregn_ancy and
are anticipated since systemic exposure of | foeto/neonatal toxicity. Animal lactation
lactulose to the pregnant woman is studies do not indicate direct or

negligible. indirect harmful effects with

respect to pregnancy,
embryonal/foetal development,
parturition or postnatal
development (see section
“Preclinical safety data”).

A large amount of data on pregnant
women (more than 1000 exposed
outcomes) indicate no malformative nor
foeto/neonatal toxicity of lactulose.

Auvilac oral solution can be used during

pregnancy. The use of lactulose may be
considered during pregnancy and
Lactation lactation if necessary.

No effects on the breastfed newborn/infant
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are anticipated since systemic exposure of
lactulose to the breast-feeding woman is

negligible.
Avilac oral solution can be used during
breastfeeding.

During therapy with laxatives a sufficient Posology and
amount of fluid intake (1.5 — 2 litres, equal method of
to 6-8 glasses) per day is recommended. administration

Dosing in constipation or where a soft stool
1s considered of medical benefit

After a few days the starting dosage may
be adjusted to the maintenance dose based
upon treatment response. Several days (2-3
days) of treatment may be needed before
treatment effect occurs.
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