Delzo

Dexlansoprazole INN Capsules

DESCRIPTION

Delzo™ is a preparation of Dexlansoprazole. Dexlansoprazole is a PPI that suppresses gastric acid
secretion by specific inhibition of the (H*,K*)-ATPase in the gastric parietal cell. By acting
specifically on the proton pump, Dexlansoprazole blocks the final step of acid production.

INDICATIONS

« Healing of all grades of erosive esophagitis (EE)

 Maintaining healing of EE and relief of heartburn

« Treating heartburn associated with symptomatic non-erosive gastroesophageal reflux disease
(GERD)

RECOMMENDED DOSAGE

« Healing of EE: 60 mg once daily for up to 8 weeks

» Maintenance of healed EE: 30 mg once daily for up to 6 months

 Symptomatic non-erosive GERD: 30 mg once daily for 4 weeks

« Hepatic impairment: Consider 30 mg maximum daily dose for patients with moderate hepatic
impairment (Child-Pugh Class B). It is not recommended in patients with severe hepatic
impairment (Child-Pugh Class C)

« Dexlansoprazole can be taken without regard to food

« Dexlansoprazole should be swallowed whole. Do not chew the capsule or the granules inside it
*** The medicine is intended for adults and adolescents over the age of 12 years

CONTRAINDICATIONS
* Hypersensitivity
« Patients taking a medicine that contains active ingredients of Rilpivirine

SIDE EFFECTS
* Diarrhea and flatulence » Abdominal pain « Nausea  Upper respiratory tract infection ¢ Vomiting

PRECAUTION AND WARNING

Gastric Malignancy: Symptomatic response with Dexlansoprazole does not preclude the presence
of gastric malignancy.

Clostridium difficile associated diarrhea: PP| therapy may be associated with increased risk of
Clostridium difficile associated diarrhea.

Bone Fracture: Long-term and multiple daily dose PPI therapy may be associated with an
increased risk for osteoporosis-related fractures of the hip, wrist or spine.

Hypomagnesemia: Hypomagnesemia has been reported rarely with prolonged treatment with
PPIs.

USE IN PREGNANCY AND LACTATION

Pregnancy Category B. There are no adequate and well-controlled studies with Dexlansoprazole in
pregnant women. There were no adverse fetal effects in animal reproduction studies of
Dexlansoprazole in rabbits. Because animal reproduction studies are not always predictive of
human response, Dexlansoprazole should be used during pregnancy only if clearly needed.

It is not known whether Dexlansoprazole is excreted in human milk. However, lansoprazole and its
metabolites are present in rat milk following the administration of lansoprazole.

PHARMACEUTICAL PRECAUTIONS
Do not store above 25 °C temperature. Keep away from light and wet place. Keep out of reach of
children.

PACKAGING

Delzo™ 30 Capsule:

Box containing 3 strips of 10 capsules each. Each capsule contains Dexlansoprazole INN 30 mg as
enteric coated pellets.

Delzo™ 60 Capsule:
Box containing 2 strips of 10 capsules each. Each capsule contains Dexlansoprazole INN 60 mg as
enteric coated pellets.

SK+F

Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH.
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