Vontac

Vonoprazan fumarate INN

Composition

Vontac 10: Each film coated tablet contains Vonoprazan fumarate INN equivalent
to Vonoprazan 10 mg.

Vontac 20: Each film coated tablet contains Vonoprazan fumarate INN equivalent
to Vonoprazan 20 mg.

Pharmacology

Vonoprazan is a novel potassium-competitive acid blocker (P-CAB) that works through a
reversible potassium-specific competitive mechanism to inhibit active proton pumps
directly. Vonoprazan does not require acid activation or any time constraints for its
administration. As a result of its rapid onset and prolonged action, Vonoprazan is a
suitable option for PPI.

Vonoprazan can be taken regardless of meal ingestion and the rate of absorption is not
affected by meals. The absorption speed of Vonoprazan is rapid, and the time taken to
reach maximum concentration in plasma is less than 2 hours after oral administration.
After absorption, the T1/2 in plasma is approximately 2 hours for conventional PPIs, but
up to 9 hours for vonoprazan. Therefore, Vonoprazan stays in the blood longer and can
block acid secretion continuously.

Indication

« Treatment of gastric ulcer, duodenal ulcer, reflux esophagitis; prevention of recurrent
gastric or duodenal ulcer associated with low-dose aspirin administration; and
prevention of recurrent gastric or duodenal ulcer associated with non-steroidal
anti-inflammatory drug administration

+ Adjunct therapy to Helicobacter pylori eradication in the following: Gastric or duodenal
ulcer, Gastric Mucosa Associated Lymphoid Tissue (MALT) lymphoma, idiopathic
thrombocytopenic purpura, the stomach after endoscopic resection of early-stage gastric
cancer, or Helicobacter pylori gastritis.

Dosage & Administration

* Gastric ulcer & duodenal ulcer: The usual adult dosage is 20 mg once daily, 8 week
treatment for gastric ulcer and a 6-week treatment for duodenal ulcer.

* Reflux esophagitis: The usual adult dose is 20 mg once daily for a total of 4 weeks of
treatment. If that dosing proves insufficient, the administration should be extended, but
for no longer than 8 weeks of treatment.

« For the maintenance therapy of reflux esophagitis showing recurrence. The dose is 10
mg once daily. When the efficacy is inadequate, the dosage may be increased up to 20
mg once daily.

» Prevention of recurrence of gastric or duodenal ulcer during low-dose aspirin
administration: The usual adult dose is 10 mg once daily.

» Prevention of recurrence of gastric or duodenal ulcer during non-steroidal
anti-inflammatory drug (NSAID) administration: The usual adult dose is 10 mg once
daily.

« Adjunct to Helicobacter pylori eradication: For adults, the following three-drug regimen
should be administered orally at the same time twice daily for seven days: 20 mg dose
of Vonoprazan, 750 mg dose of amoxicillin hydrate and 200 mg dose of clarithromycin.

« If Helicobacter pylori eradication with a three-drug regimen comprising a proton pump
inhibitor, amoxicillin hydrate and clarithromycin has been unsuccessful, as an alternative
treatment, adults should be administered the following three drugs twice daily for seven
days: 20 mg of Vonoprazan, 750 mg of amoxicillin hydrate and 250 mg of Metronidazole
or as directed by the physicians.

Contraindications
Contraindicated in patients with hypersensitivity to Vonoprazan or any of the excipients
and acute asthma attack.

Warnings & Precautions

During treatment, the patients should closely be observed and the minimum therapeutic
necessity should be used according to the disease condition. In the maintenance of
healing of reflux esophagitis, Vonoprazan should be administered only to the patients
who repeat recurrence and recrudescence of the condition. When the healing is
maintained over a long period and when there is no risk of recurrence, the dose
reduction to a dose of 10 mg from a dose 20 mg or stop taking medication.

Side Effects

Following side effects have been reported with the use of Vonoprazan:

Diarrhea, constipation, drug hypersensitivity (including anaphylactic shock), urticaria,
hepatotoxicity, jaundice, rash, nausea, abdominal distension, gamma-glutamyltransferase
increased, AST increased, Liver function test abnormal, ALT increased, ALP increased,
LDH increased, y - GPT increased, edema and eosinophilia.

Use in Pregnancy & Lactation

Vonoprazan should be used in pregnant women or women having possibilities of being
pregnant only if the expected therapeutic benefit is thought to outweigh any possible
risk. It is advisable to avoid the administration of Vonoprazan to nursing mothers.
However, when the administration is indispensable, nursing should be discontinued.

Use in Children & Adolescents
Vonoprazan has not been studied in patients under 18 years of age.

Drug Interaction

Vonoprazan should be administered with care when co-administered with the following
drugs:

*CYP3A4 inhibitors, Clarithromycin etc. may increase the blood concentration of
Vonoprazan.

*Use of Digoxin, Methyldigoxin with Vonoprazan may enhance the efficacy of Digoxin
and Methyldigoxin.

Overdosage

There is no evidence of overdose with Vonoprazan. Vonoprazan is not removed from the
circulation by hemodialysis. If overdose occurs, treatment should be symptomatic and
supportive.

Storage
Store below 30°C, keep away from light and in a dry place. Keep all medicines out of the
reach of children.

Packing
Vontac 10: Each box contains 3X10 tablets in alu-alu blister pack and an insert.
Vontac 20: Each box contains 3X10 tablets in alu-alu blister pack and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0791_07-23_00
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