Colonext

(BP Specification)

Mebeverine HCI 135mg

(BP Specification)

DESCRIPTION

COLONEXT contains mebeverine HCl which is a musculotropic antispasmodic with a direct action on

smooth muscle of the gastrointestinal tract, relieving spasm without affecting normal gut motility.

Chemically, mebeverine ide is (RS)-4-[ethyl (4-meth amino] butyl
i formula is CzsH3sNOsHCl and
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Mebeverine HCI

QUALITATIVE AND QUANTITATIVE COMPOSITION
COLONEXTtablets 135mg

hiil i 135mg
(BPSpecification)
CLINICALPHARMACOLOGY
Mechanism of Action

Mebeverine has a direct non-specific relaxant effect on vascular, cardiac and other smooth muscle.
I hibitor of cal P Therefore, mode

PHARMACOKINETICS

Mebeverine is rapidly and completely absorbed after oral administration with peak plasma
concentrations oceurring in 1 to 3 hours. It is 75% bound to albumin in plasma. Mebeverine is not
excreted as such, but metabolised completely. Mebeverine is completely metabolised by hydrolysis to
veratric acid and mebeverine alcohol. Both the veratric acid and mebeverine alcohol are excreted into

the urine, the later partly as the corresponding carboxylic acid and partly as the demethylated
carboxylicacid

THERAPEUTICINDICATIONS

COLONEXT lief of

DOSAGE AND ADMINISTRATION

COLONEXT (Mebeverine HCl) Tablets should be swallowed whole and should not be broken, crushed
orchewed.

Adults including the elderly).

The recommended dose of COLONEXT (Mebeverine HC) tablets is one tablet three times a day,
preferably 20 minutes before meals.

Children:

COLONEXT for children

ADVERSE REACTIONS

In general mebeverine is well tolerated. Although adverse reactions appear rare, gastrointestinal

disturbances, fever, polyarthritis, dizziness, headache, insomnia, anorexia, thrombopenia, allergic

reactions particularly rash, urtic: rash, and decreased
. i fthe product.

. In patients with paralytic ileus (paralysis or inactivity of the muscles in intestines, which
. In children.

PRECAUTIONS

. \ h

. It is recommended that antispasmodics such as mebeverine should not be used for the
Pregnancy

Mebeverine should be used with caution during pregnancy and only if the expected benefit to the
motherisgreater than any possible sk to the fetus

Nursing Mothers

Mebeverine is excreted in milk of lactating women after therapeutic doses but the amount is
consideredtoosmall to be harmfulto a nursinginfan.

OVERDOSE:

On theoretical grounds it may be predicted that CNS excitability will occur in cases of overdose. No

pecifi

STOARGE:
Storeat20°C:25°C

Protect from light and moisture.
(Excursions permitted between 15°C-30°C)

HOW SUPPLIED
COLONEXT 1) Tablets pack of 30 Tablets.
KEEP OUT OF THE REACH OF CHILDREN.

TOBE SOLD ON PRESCRIPTION OF A REGISTERED MEDICAL PRACTITIONER ONLY

Contains Lactose But Gluten Free|

- L) e Manufactured by:
NEXT Pharmaceutical Products (Pvt.) Ltd.
P

ARMACEUT| CaL Plotno.44-A&B, Sunder Industrial Estate Lahore-Pakistan
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