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Composition
Prazan Tablet 10 mg: Each film coated tablet contains
Vonoprazan Fumarate INN 13.36 mg equivalent to

Vonoprazan 10 mg.
Prazan Tablet 20 mg:
Vonoprazan Fumarate
Vonoprazan 20 mg.

Each film coated tablet contains
INN 26.72 mg equivalent to

Pharmacology

Vonoprazan fumarate is a pyrole derivative and
otassium-competitive acid blocker FP-CAB) that competitively

Elocks the potassium-binding site of gastric H(+), K(+)-ATPase, a

key enzyme in the process of gastric acid secretion.

Indication

It is used for the treatment of gastric ulcer, duodenal ulcer,
reflux esophagitis, prevention of recurrence of gastric or
duodenal ulcer during low-dose aspirin administration,
prevention of recurrence of gastric or dﬁmdenul ulcer during
non-steroidal anti-inflammatory drug (NSAID) administration
Adjunct to Helicobacter pylori eradication in the following
settings: Gastric  ulcer, duodenal  ulcer, astric
mucosa-associated  lymphatic  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 for oral
use is 20 mg of Vonoprazan administered orally once daily an
8-week treatment for gastric ulcer and a 6-week treatment for
duodenal ulcer. Reflux esophagitis The usual adult dose for oral
use is 20 mg of Vonoprazan administered 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 and recrudescence, the dose for
oral use is 10 mg once daily. However, when the efficacy is
inadequate, the dosage may be increase up to 20 mg once
daily. Prevention of recurrence of gastric or duodenal ulcer
during low-dose aspirin administration. The usual adult dosage is
one tablet of 10 mg of Vonoprazan administered orally once
daily. Prevention of recurrence of gastric or duodenal ulcer
during non-steroidal  anti-inflammatory  drug  (NSAID)
administration. The usual adult dosage is one tablet of 10 mg of
Vonoprazan administered orally once daily. Adjunct to
Helicobacter pylori eradication:  For adults, the Hollowing
three-drug regimen should be administered orally at the same
time twice daily for seven days: 20 mg dose of Vonoprazan,
750 mg (potency) dose of amoxicillin hydrate, and 200 mg
(potency) dose of clarithromycin. The dose of clarithromycin
may be increased as clinicahly warranted. However, dosage
should not exceed 400 mg (potency)/dose twice daily. 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 orally twice daily for seven days: 20 mg dose of
Vonoprazan, 750 mg (potency) dose of amoxicillin hydrate,
and 250 mg dose of metronidazole.

Contraindications

Hypersensitivity to the active substance or to any of the
excipients. Vonoprazan tablets should not be co-administered
with Atazanavir & Rilpivirine.

Precautions

Vonoprazan should be used carefully if the patient has severe

liver dysfunction and severe renal impairment. Taking a proton
ump inhibitor like Vonoprazan may slightly increase the risk of

Eip, wrist and spine fracture, particularly wﬁen it is taken over a

period of more than one year.

Side Effects
The most common adverse reaction was constipation, diarrhoea,
skin rash & nausea.

Use in Specific Population

Pregnancy & Llactation: Breastfeeding not recommended during
treatment, but a lactating woman can pump and discard breast
milk during treatment and for 2 days after Vonoprazan
administration. Use in children & adolescents: Safety and
effectiveness of Vonoprazan in pediatric patients have not been
established.

Drug Interactions

Vonoprazan may interfere with the absorption of drugs where
Eustric pH is an important determinant o bioqvailabiﬁty ée.g.,
etoconazole, iron salts and digoxin). Co-administration of oral
contraceptives, diazepam, phenytoin, or quinidine do not seem
to change the pharmacokinetic profile of Vonoprazan.

Storage
Store at temperature not exceeding 30°C in a dry place. Protect
from light and moisture.

Package Quantities

Prazan Tablet 10 mg: Each box contains 3x10 tablets in Alu-Alu
blister pack.

Prazan Tablet 20 mg: Each box contains 3x10 tablets in Alu-Alu
blister pack.
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