Prulicon’

Prucalopride Succinate INN

Composition

Prulicon™ 1 Tablet: Each film coated tablet contains Prucalopride
Succinate INN equivalent to Prucalopride 1 mg.

Prulicon™ 2 Tablet: Each film coated tablet contains Prucalopride
Succinate INN equivalent to Prucalopride 2 mg.

Pharmacology

Prucalopride acts as a selective stimulator of the 5-HT4 receptors
while having no interaction with hRERG channel or 5-HT1 receptors
which reduces significantly the cardiovascular risk found in other
similar drugs.

5-HT4 receptors can be found throughout the gastrointestinal tract
primarily in smooth muscle cells, enterochromaffin cells, and
myenteric plexus. Its activation produces the release of
acetylcholine which is the major excitatory neurotransmitter in the
Gl tract.

Hence, prucalopride stimulates motility by interacting specifically
with 5-HT4 receptors in the Gl tract which causes a release of
acetylcholine and further contraction of the muscle layer of the
colon and relaxation of the circular muscle layer leading to the
propulsion of luminal content.

Indication

Prulicon™ is indicated for symptomatic treatment of chronic
idiopathic constipation.

Dose & Administration

® Take with or without food.
® Recommended dosage by patient population:

Population with CIC

Recommended Oral Dose
Regimen

Adults (18 years of age and older) 2 mg once daily

Elderly (over 65 years of age) 1 mg once daily. Dose may be
increased up to 2 mg once daily
if needed

Patients with severe renal
impairment (creatinine clearance
(CrCL) less than 30 mi/min

Or as directed by the physician.

Contraindication

Hypersensitivity to Prucalopride.

Intestinal perforation or obstruction due to structural or
functional disorder of the gut wall, obstructive ileus, severe
inflammatory conditions of the intestinal tract such as
Crohn’s disease, ulcerative colitis, and toxic megacolon/
megarectum.

Warnings & Precautions

Monitor patients for persistent worsening of depression. Instruct
patients to discontinue Prucalopride immediately and contact
their healthcare provider if their depression is persistently
worse.

Side Effects

Headache, abdominal pain, nausea, diarrhea, abdominal
distension, dizziness, vomiting, flatulence, and fatigue.

Use in Pregnancy and Lactation

Safety of using this drug during pregnancy and lactation are
currently unknown.

Geriatrics

1 mg once daily.

Use in Children and Adolescents

Safety and effectiveness of Prulicon™ (Prucalopride) in patients
below 18 years age have not been established yet.

Renal Impairment

1 mg once daily.

Hepatic Impairment

No adjustment recquired.

Drug Interaction

No major drug-drug interaction found rather than Erythromycin.
Overdose

An overdose may result in appearance of symptoms
from an exaggeration of the known pharmacodynamic effects of
prucalopride and includes headache, nausea, and diarrhea.
Specific treatment is not available for Prucalopride overdose.
Should an overdose occur, treat symptomatically and institute
supportive measures, as required.

Storage

Store below 30°C, away from light & in a dry place. Keep all
medicine out of the reach of children.

Packing

Prulicon™ 1 Tablet: Each box contains 3X10 tablets in Alu-Alu
blister pack and an insert.

Prulicon™ 2 Tablet: Each box contains 3X10 tablets in Alu-Alu
blister pack and an insert.

1 mg once daily

Manufactured by:
Navana Phar)rlnaceuticals Ltd. ;i’; NAVANA PHARMA

Rupshi, Rupganj, Narayanganj, Bangladesh. JAHURULISLAM COMPANY
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