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IBOLAX

Prucalopride Succinate INN Film Coated Tablet

DESCRIPTION

IBOLAX™ is the tablet preparation of Prucalopride Succinate. Prucalopride, a selective
serotonin type 4 (5-HT4) receptor agonist, is a gastrointestinal (GI) prokinetic agent that
stimulates colonic peristalsis (high-amplitude propagating contractions [HAPCs]), which
increases bowel motility. Prucalopride was devoid of effects mediated via 5-HT2a, 5-HT28,
5-HT3, motilin or CCK-A receptors in vitro at concentrations exceeding 5-HT4 receptor
affinity by 150-fold or greater. In isolated Gl tissues, prucalopride facilitated acetylcholine
release to enhance the amplitude of contractions and stimulate peristalsis. Prucalopride
stimulated gastrointestinal motility with contractions starting from the proximal colon to the
anal sphincter.

INDICATIONS
IBOLAX™ is indicated for the treatment of chronic idiopathic constipation (CIC) in adults.

DOSAGE AND ADMINISTRATION
« IBOLAX™ can be taken with or without food.
* Recommended Dosage Regimen and Dosage Adjustments:

Population with CIC Recommended Oral Dose Regimen
Adults 2 mg once daily

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

1 mg once daily

CONTRAINDICATIONS

Prucalopride is contraindicated in patients with:

« A history of hypersensitivity to prucalopride. Reactions including dyspnea, rash, pruritus,
urticaria, and facial edema have been observed.

« 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.

SIDE EFFECTS
Most common adverse reactions (>2%) are headache, abdominal pain, nausea, diarrhea,
abdominal distension, dizziness, vomiting, flatulence and fatigue.

PRECAUTIONS AND WARNINGS

Monitor patients for persistent worsening of depression and emergence of suicidal thoughts
and behavior. Instruct patients to discontinue prucalopride immediately and contact their
healthcare provider if their depression is persistently worse, or they experience emerging
suicidal thoughts or behaviors.

USE IN PREGNANCY AND LACTATION

There is insufficient data of prucalopride in pregnant women to identify any drug-associated
risks of miscarriage, major birth defects, or adverse maternal or fetal outcomes.
Prucalopride is present in breast milk. There are no data on the effects of prucalopride on the
breastfed child or the effects on milk production. The developmental and health benefits of
breastfeeding should be considered along with the mother’s clinical need for prucalopride
and any potential adverse effects on the breastfed child from prucalopride or from the
underlying maternal condition.

PEDIATRIC USE
The safety and effectiveness of prucalopride have not been established in pediatric patients.

DRUG INTERACTION

Co-administration of oral erythromycin with prucalopride increased the erythromycin mean
Cmax by 40% and mean AUCo-24n by 28%. Not more than a 10% change in AUC of the
following drugs were observed when co-administered with prucalopride: warfarin, digoxin,
paroxetine, or oral contraceptives (ethinyl estradiol and norethisterone). Ketoconazole, a
strong CYP3A inhibitor increased the Cmax and AUC of prucalopride by approximately 40%.

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. If an
overdose occurs, treat symptomatically and institute supportive measures, as required.
Extensive fluid loss from diarrhea or vomiting may require correction of electrolyte
disturbances.

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C temperature. Keep away from light and wet place. Keep out of
reach of children.

PACKAGING

IBOLAX™1 Tablet:

Each box contains 2 blisters of 10 tablets each. Each film-coated tablet contains Prucalopride
Succinate INN equivalent to Prucalopride 1 mg.

IBOLAX™ 2 Tahlet:
Each box contains 2 blisters of 10 tablets each. Each film-coated tablet contains Prucalopride
Succinate INN equivalent to Prucalopride 2 mg.

SK+F

Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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PM SPECIFICATION

JOB NAME : IBOLAX LEAFLET PAPER : 60 GSM OFFSET PAPER
SIZE : L-260 mm, W -90 mm LAMINATION :N/A
PRINT : 2 COLORS LOADING PROCESS : N/A

PANTONE CODE : IEEE PANTONE 419 C [N PANTONE 2347 C
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