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Composition

Delnet 30 Capsule: Each capsule contains Dexlansoprazole INN 30 mg as
Dexlansoprazole Dual Delayed Release pellets.

Pharmacology

Dexlansoprazole is a proton pump inhibitor that subdues gastric acid
secretion by blocking the H'/K*-ATPase enzyme at the secretory surface of
the gastric parietal cell. Consequently, a sustained increase in the intragastric
pH and a strong suppression of gastric acid occur. Dexlansoprazole comes in
the capsule form for oral administration as a Dual Delayed Release (DDR)
formulation.

Indications

* Healing of Erosive Esophagitis (EE)

+ Maintenance of Healed Erosive Esophagitis

+ Symptomatic Non-Erosive Gastroesophageal Reflux Disease

Dosages and administration

The capsule should be swallowed whole with liquid. The capsule should not
be chewed or crushed. Dexlansoprazole can be taken without regard to food
or the timing of food.

Indication Recommended dose Frequency
. Once daily for up to
Healing of EE 60 mg 8 weeks
Maintenance of Healed EE 30 mg Once daily for up to
and Relief of Heartburn 6 months
Symptomatic Non-erosive .
GERD 30 mg Once daily for 4 weeks

Contraindications

Patients having a history of known hypersensitivity to any of the ingredients
in the formulation should not use Dexlansoprazole.

Precautions

Dexlansoprazole should not be used concomitantly with Methotrexate.
Patients suffering from gastric malignancy, clostridium difficile-associated
diarrhea, bone fracture and hypomagnesemia should be cautious about
using Dexlansoprazole. Patients using Warfarin and Dexlansoprazole
concurrently may need to be monitored for increases in International
Normalized Ratio (INR) and prothrombin time.

Side effects

Side effects are hardly seen. Nevertheless, flatulence, diarrhea, nausea,
vomiting and abdominal pain may sometimes result.

Pregnancy and lactation

Dexlansoprazole falls under the "category B" pregnancy medications. It is
believed to be safe for use during pregnancy although the precise risks are
yet unknown. It's unclear if human milk contains Dexlansoprazole discharge.
Caution should be taken for lactating mother.

Drug Interactions

Dexlansoprazole may hinder the absorption of medications (like ampicillin
esters, digoxin, iron salts, and ketoconazole) whose bioavailability depends
on the stomach's pH. Interactions with Warfarin, Tacrolimus, Atazanavir,
Clopidogrel and Methotrexate can be seen.

Overdose

No cases of a substantial Dexlansoprazole overdose have been
documented. Hemodialysis is unlikely to eliminate it from the circulatory
system. Treatment for an overdose should consist of supportive care and
symptomatic measures.

Storage

Store in a dry place below 25°C, protected from light. Keep out of the reach of
the children.

How Supplied

Delnet 30 Capsule (40’s): Each box contains 40 Capsules (4X10’s) in an
blister pack.

@g°  Manufactured by:
db DBL Pharmaceuticals Limited C:10400407
~Zu= % Surabari, Kashimpur, Gazipur, Bangladesh www.dbl-pharma.com
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