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KapOIanse Capsules (Delayed release pellets) I D W
Dexlansoprazole 30-60 mg —
Dual delayed-release formulation in capsules

Composition:

Kapolanse 30 mg: Each Delayed release capsule contains Delayed release pellets that contain
Dexlansoprazole 30mg.

Kapolanse 60 mg: Each Delayed release capsule contains Delayed release pellets that contain
Dexlansoprazole 60mg.

PHARMACOLOGICAL PROPERTIES:

Dexlansoprazole suppresses gastric acid secretion by specific inhibition of (H+ _ K+)-ATPase in the
gastric parietal cell.

PHARMACOKINETICS:

The dual delayed-release formulation of dexlansoprazole results in a dexlansoprazole plasma
concentration-time profile with two distinct peaks; the first peak occurs one to two hours after
administration, followed by a second peak within four to five hours.

Dexlansoprazole is eliminated with a half-life of approximately one to two hours in healthy subjects and
in patients with symptomatic GERD.

Plasma protein binding of dexlansoprazole ranged from 96% to 99% in healthy subjects.
Dexlansoprazole is extensively metabolized in the liver by oxidation, reduction, and subsequent
formation of sulfate, glucuronide and glutathione conjugates to inactive metabolites.

INDICATIONS:

Dexlansoprazole is indicated for:

- Healing all grades of Erosive Esophagitis:

Dexlansoprazole is indicated in patients 12 years of age and older for healing of all grades of erosive
esophagitis (EE) for up to eight weeks.

- Maintenance of Healed Erosive Esophagitis and Relief of Heartburn:

Dexlansoprazole is indicated in patients 12 years of age and older to maintain healing of EE and relief
of heartburn for up to six months in adults and 16 weeks in patients 12 to 17 years of age.
- Treatment of Symptomatic Non- Erosive Gastroesophageal Reflux Disease:

Dexlansoprazole is indicated in patients 12 years of age and older for the treatment of heartburn
associated with symptomatic non-erosive gastroesophageal reflux disease (GERD) for four weeks.
CONTRAINDICATION:

Dexlansoprazole is contraindicated to any patients with known hypersensitivity to any components of
the formulation.

And it is contraindicated with rilpivirine-containing products.

WARNINGS & PRECAUTIONS:

Gastric malignancy:

Symptomatic response with Dexlansoprazole does not preclude the presence of gastric malignancy.
Acute Interstitial Nephritis:

Acute interstitial nephritis has been observed in patients taking PPIs including lansoprazole. Acute
interstitial nephritis may occur at any point during PPI therapy and is generally attributed to an
idiopathic hypersensitivity reaction. Discontinue Dexlansoprazole if acute interstitial nephritis develops.
Clostridium Difficile Associated Diarrhea:

Published observational studies suggest that PP therapy like Dexlansoprazole may be associated with
an increased risk of Clostridium difficile associated diarrhea, especially in hospitalized patients.
Patients should use the lowest dose and shortest duration of PPI therapy appropriate to the condition
being treated.

Bone fracture:

PPI therapy may be associated with an increased risk for osteoporosis-related fractures of the hip,
wrist or spine. The risk of fracture was increased in patients who received high-dose, defined as
multiple daily doses, and long-term PPI therapy (a year or longer) so it is better to consult your doctor.
Cutaneous and Systemic Lupus Erythematosus:

Cutaneous lupus erythematosus (CLE) and systemic lupus erythematosus (SLE) have been reported
in patients taking PPIs. These events have occurred as both new onset and an exacerbation of existing
autoimmune disease. The majority of PPI-induced lupus erythematosus cases were CLE and occurred
within weeks to years after continuous drug therapy in patients ranging from infants to the elderly.
Systemic lupus erythematosus (SLE) is less commonly reported than CLE in patients receiving PPIs.
Cyanocobalamin (Vitamin B-12) Deficiency:

Daily treatment with any acid-suppressing medications over a long period of time (e.g., longer than 3
years) may lead to malabsorption of cyanocobalamin (Vitamin B-12) caused by hypo- or achlorhydria.
Rare reports of cyanocobalamin deficiency occurring with acid-suppressing therapy have been
reported in the literature.

Hypomagnesemia:

Hypomagnesemia, symptomatic and asymptomatic, has been reported rarely in patients treated with
PPIs for at least three months, in most cases after a year of therapy.

For patients expected to be on prolonged treatment or who take PPls with medications such as digoxin
or drugs that may cause hypomagnesemia (e.g.diuretics), health care professionals may consider
monitoring magnesium levels prior to initiation of PPI treatment and periodically.

Interactions with Investigations for Neuroendocrine Tumors:

Serum chromogranin A (CgA) levels increase secondary to drug-induced decreases in gastric acidity.
The increased CgA level may cause false positive results in diagnostic investigations for
neuroendocrine tumors.

Interaction with Methotrexate:

Concomitant use of PPIs with methotrexate (primarily at high dose) may elevate and prolong serum
levels of methotrexate and/or its metabolite, possibly leading to methotrexate toxicities. In high-dose
methotrexate administration, a temporary withdrawal of the PPl may be considered in some patients.
PREGNANCY AND LACTATION:

Pregnancy:

There are no studies with dexlansoprazole use in pregnant women to inform a drug-associated risk.

Lactation:

There is no information regarding the presence of dexlansoprazole in human milk, the effects on the
breastfed infant. The developmental and health benefits of breastfeeding should be considered along
with the mother’s clinical need for dexlansoprazole and any potential adverse effects on the breastfed
child from dexlansoprazole or from the underlying maternal condition.

Pediatric Use:

The safety and effectiveness of dexlansoprazole have been established in pediatric patients 12 to 17
years of age for the healing of all grades of EE. The safety and effectiveness of dexlansoprazole
capsules have been established in pediatric patients 12 to 17 years of age for the maintenance of
healed EE and relief of heartburn, and treatment of heartburn associated with symptomatic non-erosive

GERD.

Hepatic Impairment:

No dosage adjustment for dexlansoprazole capsules is necessary for patients with mild hepatic
impairment.

For patients with moderate hepatic impairment, dosage reduction is recommended for the healing of EE.

DRUG INTERACTIONS:

Antiretrovirals:

Decreased exposure of some antiretroviral drugs (e.g., rilpivirine, atazanavir, and nelfinavir) when used
concomitantly with dexlansoprazole may reduce antiviral effect and promote the development of drug
resistance.

Increased exposure of other antiretroviral drugs (e.g., saquinavir) when used concomitantly with
dexlansoprazole may increase toxicity of the antiretroviral drugs.

Rilpivirine-containing products: Concomitant use with dexlansoprazole is contraindicated.

Warfarin:

Increased INR and prothrombin time in patients receiving PPIs and warfarin concomitantly. Increases
in INR and prothrombin time may lead to abnormal bleeding and even death.

Monitor INR and prothrombin time. Dose adjustment of warfarin may be needed to maintain target INR range.
Methotrexate:

Concomitant use of PPIs with methotrexate (primarily at high dose) may elevate and prolong serum
concentrations of methotrexate and/or its metabolite hydroxymethotrexate, possibly leading to
methotrexate toxicities.

Digoxin:

Potential for increased exposure of digoxin.

Drugs Dependent on Gastric pH for Absorption (e.g.. iron s alts, erlotinib, dasatinib, nilotinib
mycophenolate mofetil, and ketoconazole/itraconazole):

Dexlansoprazole can reduce the absorption of other drugs due to its effect on reducing intragastric
acidity.

Tacrolimus:

Potentially increased exposure of tacrolimus, especially in transplant patients who are intermediate or
poor metabolizers of CYP2C19.

Interactions with Investigations of Neuroendocrine Tumors:

CgA levels increase secondary to PPI-induced decreases in gastric acidity.

The increased CgA level may cause false positive results in diagnostic investigations for
neuroendocrine tumors.

Interaction with Secretin Stimulation Test:

Hyper-response in gastrin secretion in response to secretin stimulation test, falsely suggesting gastrinoma.
False Positive Urine Tests for THC:

There have been reports of false positive urine screening tests for tetrahydrocannabinol (THC) in
patients receiving PPls.

CYP2C19 or CYP3A4 Inducers:

Decreased exposure of dexlansoprazole when used concomitantly with strong inducers.

CYP2C19 or CYP3A4 Inhibitors:

Increased exposure of dexlansoprazole is expected when used concomitantly with strong inhibitors.
SIDE EFFECTS:

Acute Interstitial Nephritis, Clostridium difficile-Associated Diarrhea, Bone Fracture, Cutaneous and
Systemic Lupus Erythematosus , Cyanocobalamin (Vitamin B-12) Deficiency ,Hypomagnesemia ,
Diarrhea, Abdominal Pain, Nausea, Upper Respiratory Tract Infection, Vomiting, Flatulence.
DOSAGE AND ADMINSTRATION:

Recommended Dosage in Patients 12 Years of Age and Older:

One 60 mg Dexlansoprazole capsule.

Take without regard to food.

Swallow whole; do not chew.

For patients who have trouble swallowing capsules, Dexlansoprazole capsules can be opened and
administered with apple sauce as follows:

1. Place one tablespoonful of applesauce into a clean container.

2. Open capsule.

3. Sprinkle intact granules on applesauce.

4. Swallow applesauce and granules immediately. Do not chew granules. Do not save the applesauce
and granules for later use.

Alternatively, the capsule can be administered with water via oral syringe or nasogastric (NG) tube.

Frequency Recommended dose Indication
Once daily up to 8 weeks 60 mg Healing of EE
Once daily up to 6 months in Maint  Healed EE and
adults and 16 weeks in patients 30 mg ainienance of hieale an
relief of heartburn
12 to 17 years of age.
Once daily for 4 weeks 30 mg Symptomatic Non-Erosive GERD

For patients with moderate hepatic impairment, the recommended dosage is a 30 mg.

Missed doses: If a dose is missed, administer as soon as possible. However, if the next scheduled dose
is due, do not take the missed dose, and take the next dose on time. Do not take two doses at one time
to make up for a missed dose.

OVERDOSAGE:

There have been no reports of significant overdose of dexlansoprazole. Multiple doses of
dexlansoprazole 120 mg and a single dose of dexlansoprazole 300 mg did not result in death or other
severe adverse events. Non-serious adverse reactions observed with twice daily doses of
dexlansoprazole 60 mg include hot flashes, oropharyngeal pain, and weight loss. Dexlansoprazole is
not expected to be removed from the circulation by hemodialysis. If an overdose occurs, treatment
should be symptomatic and supportive.

STORAGE CONDITIONS:

Store at room temperature between 20°-25° C.

PACKAGE:

A cardboard box containing two PVC/Alu blister strips each contains 10 delayed release capsules for
Kapolanse 30 and 60.

THIS IS A MEDICAMENT

- Amedicament is a product but unlike any other products

- Amedicament s a product which affects your health, and its consumption contrary to
instructions is dangerous for you

- Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament.” The doctor and the pharmacist are experts in
medicine, its benefits and risks.

- Do ot by yourself interrupt the period of treatment prescribed for you

- Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN
(Council of Arab Health Ministers) (Arab Pharmacists Association)

Produced by: N ED VI International Drug Manufacturig - Aleppo - Syria
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