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BACKGROUND: I

>
~ Chronic idiopathic constipation (CIC) is the common Gl disorder. In general population, the prevalence of constipation
worldwide ranges from 0.7 to 79% (median 16%).’

~ Prucalopride, a selective serotonin receptor agonist, treats chronic constipation in adults unresponsive to laxatives. It's
high selectivity for the 5-HT4 receptor and potent enterokinetic properties make it more effective than traditional laxatives.’

THERAPEUTIC APPROACH FOR CHRONIC CONSTIPATION®

| &

Treat with fiber supplementation or bulk-forming

agents (eg, psyllium, bran, methylcellulose)
Inadequate response to \ J

fiber supplementation s 3\
Initiate osmotic laxatives (eg, polyethylene

glycol-based laxatives, sorbitol, lactulose)
Suboptimal response to - J
osmotic laxatives ( )

Add stimulant laxatives (eg, bisacodyl or senna)

Suboptimal response to osmotic \ J
laxatives + stimulant laxative s )
Intestinal secretagogues (eg, lubiprostone
or linaclotide)

Refractory to above treatments

Prokinetic therapy (eg, prucalopride*)

*Approved by the European Medicine Agency and FDA.

IMPACT OF PRUCALOPRIDE ON CHRONIC CONSTIPATION SYMPTOMS®

No effect ~ Small effect Moderate effect Large effect
Bloating " "

Discomfort "
Pain - '
Cramps " - Abdominal symptoms
Incomplete BM L 0w
False alarm . »
Straining - .
Too hard L
Too small . s Stool symptoms
Painful BM{ . "
Burning " @

Bleeding/tearing » " Rectal symptoms
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CLINICAL EVIDENCE:

| &

1. APLACEBO-CONTROLLED TRIAL OF PRUCALOPRIDE FOR SEVERE CHRONIC CONSTIPATION.*

Patients: 620 patients (Prucalopride 2 mg: 207, Prucalopride 4 mg: 204, Placebo: 209)
Dose: Prucalopride 2 mg or 4 mg & Placebo Duration: 12 weeks

Result: Increase in bowel movements over 12 weeks (P<0.001)
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Fig. The Primary Efficacy End Point in the Intention-to-Treat Population.

CONCLUSION: Over 12 weeks, prucalopride significantly improved bowel function and reduced the severity of symptoms
in patients with severe chronic constipation.

2. EFFICACY AND SAFETY OF PRUCALOPRIDE IN PATIENTS WITH CHRONIC NONCANCER
PAIN SUFFERING FROM OPIOID-INDUCED CONSTIPATION.®

Patients: 196 patients Dose: Prucalopride 2 mg or 4 mg & Placebo Duration: 4 weeks
Result:
M Placebo
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Fig. Effect of Prucalopride on the Primary Efficacy End Point

CONCLUSION: Prucalopride showed effectiveness in improving bowel movement frequency and reducing
symptoms, with a favourable safety profile in patients with opioid-induced constipation.
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DESCRIPTION:

>
Prularen-1/2 contains prucalopride and is available as a tablet, in strengths of 1 mg and 2 mg. Prucalopride is a highly selective,
high affinity 5-HT4 receptor agonist that activates both cholinergic and non-adrenergic, non-cholinergic neurotransmission.

INDICATION: |
>
Indicated in the treatment of chronic idiopathic constipation (CIC).

MECHANISM OF ACTION: |

- Activate: Prucalopride selectively binds and

activates 5-HT4 receptors

Enteric
nerve
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Release: Activation of colonic 5-HT4 receptors

Neuronal

l wien  triggers the release of acetylcholine.

Epithelium

Move: Resulting in increased colonic
peristalsis and enhanced bowel motility.

KEY BENEFITS OF PRUCALOPRIDE: J

~ Superior Efficacy: Prucalopride is more effective than traditional laxatives in increasing stool frequency and improving
consistency.”

~ Targeted Action: It selectively stimulates the 5-HT4 receptor in the gut, leading to efficient bowel movement stimulation.”
~ Low Interaction Risk: With minimal protein binding, it poses a lower risk of drug interactions.’

~ Rapid Relief: Prucalopride achieves peak levels (2-3 hours) quickly after administration, providing fast relief from
constipation.’

DOSAGE: |

| =
The recommended dose of prucalopride is 2 mg-4 mg once a day or as directed by the physician.
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