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The active ingredient in Lansoprazole Delayed-Release Capsules,
Lansoprazole for Delayed-Release Oral Suspension and Lansoprazole
SoluTab Delayed- Release Orally Disintegrating Tablets is lansoprazole,
a substituted benzimidazole, 2-[[[3-methyl-4-(2,2,2-trifluoroethoxy)-2-
pyridyl] methyl] sulfinyl] benzimidazole, a compound that inhibits
gastric acid secretion. Its empirical.

Lansoprazole is a white to brownish-white odorless crystalline powder

which melts with decomposition at approximately 166°C. Lansoprazole

is freely soluble in dimethylformamide; soluble in methanol; sparingly

soluble in ethanol; slightly soluble in ethyl acetate, dichloromethane and acetonitrile; very slightly soluble in ether; .
and practically insoluble in hexane and water.

Lansoprazole is stable when exposed to light for up to two months. The rate of degradation of the compound in
aqueous solution increases with decreasing pH. The degradation half-life of the drug substance in aqueous solution
at 25°C is 18 hours at pH 7.0.

Lansoprazole is supplied in delayed-release capsules, in delayed-release orally disintegrating tablets for oral
administration and in a packet for delayed-release oral suspension.

The delayed-release capsules are available in two dosage strengths: 15 mg and 30 mg of lansoprazole per capsule.
Each delayed-release capsule contains enteric-coated granules consisting of 15 mg or 30 mg of lansoprazole (active
ingredient) and the following inactive ingredients: hydroxypropyl cellulose, low substituted hydroxypropyl cellulose,
colloidal silicon dioxide, magnesium carbonate, methacrylic acid copolymer, starch, talc, sugar sphere, sucrose,
polyethylene glycol, polysorbate 80, and titanium dioxide. Lansoprazole SoluTab Delayed-Release Orally
Disintegrating Tablets are available in two dosage strengths: 15 mg and 30 mg of lansoprazole per tablet. Each delayed
-release orally disintegrating tablet contains enteric-coated microgranules consisting of 15 mg or 30 mg of lansoprazole
(active ingredient) and the following inactive ingredients: lactose monohydrate, microcrystalline cellulose, magnesium
carbonate, hydroxypropyl cellulose, hypromellose, titanium dioxide, talc, mannitol, methacrylic acid, polyacrylate,
polyethylene glycol, glyceryl monostearate, polysorbate 80, triethyl citrate, ferric oxide, citric acid, crospovidone, .

aspartame **, artificial strawberry flavor and magnesium stearate. Lansoprazole for Delayed-Release Oral Suspension
are available in two dosage strengths: 15 mg and 30 mg of lansoprazole per packet. Each packet of delayed-release
oral suspension contains enteric-coated granules consisting of 15 or 30 mg of lansoprazole (active ingredient) and the
following inactive ingredients (inactive granules): confectioner's sugar, mannitol, docusate sodium, crospovidone,
citric acid, sodium citrate, magnesium stearate, and artificial strawberry flavor. The lansoprazole granules and inactive
granules, present in unit dose packets, are constituted with water to form a suspension and consumed orally.

Lansoprazole may cause side effects.

* stomach pain
* diarrhea

Constipation or diarrhea may occur. If any of these effects persist or worsen, notify your doctor or pharmacist
promptly. Tell your doctor immediately if any of these unlikely but serious side effects occur: stomach pain.

Tell your doctor immediately if any of these highly unlikely but very serious side effects occur: signs of vitamin

B-12 deficiency with long-term (over 3 years) treatment (e.g., unusual weakness, sore tongue, numbness or tingling

of the hands/feet). A serious allergic reaction to this drug is unlikely, but seek immediate medical attention if it occurs.
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Symptoms of a serious allergic reaction include: rash, itching, swelling, dizziness, trouble breathing. If you notice
other effects not listed above, contact your doctor or pharmacist.

A serious allergic reaction to this drug is unlikely, but seek immediate medical attention if it occurs. Symptoms of a
serious allergic reaction include: rash, itching, swelling, dizziness, trouble breathing.

This is not a complete list of possible side effects. If you notice other effects not listed above, contact your doctor or
B pharmacist.

DOSAGE

take by mouth. Lansoprazole is usually taken once a day, before eating. When taken in combination with other
medications to eliminate H. pylori, lansoprazole is taken twice a day (every 12 hours) or three times a day (every 8§ hours)
for 10 to 14 days. To help you remember to take lansoprazole, take it around the same time every day. Follow the
directions on your prescription label carefully, and ask your doctor or pharmacist to explain any part you do not

i understand. Take lansoprazole exactly as directed. Do not take more or less of it or take it more often than prescribed by
your doctor.

Lansoprazole comes as a delayed-release (long-acting) capsule and granules to make a delayed-release solution (liquid) to .

The capsule should be swallowed whole. If you have difficulty swallowing capsules, lansoprazole capsules can be
opened, and the granules can be sprinkled on 1 tablespoon of applesauce, Ensure pudding, cottage cheese, yogurt, or
strained pears and swallowed immediately. The granules should not be chewed or crushed. The capsules can also be

[ emptied into 2 ounces (60 milliliters) of orange juice or tomato juice, mixed briefly, and swallowed immediately. Rinse
the glass with some additional juice and drink immediately.

For patients who have a nasogastric tube, lansoprazole capsules can be opened and the granules mixed in 40 mL of apple
juice. The mixture should be injected through the nasogastric tube into the stomach. Then the tube should be flushed with
some more apple juice.

To use lansoprazole oral solution, empty the contents of a packet into a container containing 2 tablespoons of water. Stir
well and drink immediately. If any granules remain, add more water, stir, and drink immediately. Do not use liquids or
i foods other than water. Do not crush or chew the granules. .

Continue to take lansoprazole even if you feel well. Do not stop taking lansoprazole without talking to your doctor.
U DRUG DESCRIPTION

Lansoprazole is used to treat ulcers; gastroesophageal reflux disease (GERD), a condition in which backward flow of acid
from the stomach causes heartburn and injury of the food pipe (esophagus); and conditions where the stomach produces
too much acid. Lansoprazole is used in combination with other medications to eliminate H. pylori, a bacteria that causes
ulcers. Lansoprazole is in a class of medications called proton-pump inhibitors. It works by decreasing the amount of acid
made in the stomach.

Lansoprazole works by blocking acid production in the stomach. This medication is known as a proton pump inhibitor
(PPI). It is used to treat acid-related stomach and throat (esophagus) problems (e.g., acid reflux or GERD, ulcers, erosive
esophagitis, Zollinger-Ellison syndrome). Decreasing excess stomach acid can help relieve symptoms such as heartburn,

B difficulty swallowing, persistent cough, and trouble sleeping. It can also prevent serious acid damage to your digestive
system (e.g., ulcers, cancer of the esophagus).
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Lansoprazole may also be used to treat ulcers due to the long-term use of

1 certain drugs (nonsteroidal anti-inflammatory drugs or NSAIDs) for pain or
swelling. In addition, this medication may be used in combination with
antibiotics to treat certain types of ulcers caused by bacterial infection.

PRECAUTION

Before taking lansoprazole, tell your doctor or pharmacist if you are allergic
to it; or to similar drugs (e.g., omeprazole, pantoprazole); or if you have any
other allergies. Before using this medication, tell your doctor or pharmacist

i dical hist ially of: liver di ther stomach problem 't
your medical history, especially of: liver disease, other stomach problems
(e.g., tumors). Some symptoms may actually be signs of a more serious M_A. — -
condition. Tell your doctor immediately if you have: heartburn combined with
lightheadedness/sweating/dizziness, chest pain or shoulder/jaw pain (especially with trouble breathing), pain spreading to
arms/neck/shoulders, unexplained weight loss. This medication should be used only when clearly needed during
pregnancy. Discuss the risks and benefits with your doctor. It is not known whether this drug passes into breast milk.
Breast-feeding while using this drug is not recommended. Consult your doctor before breast-feeding.

Before taking lansoprazole,

* tell your doctor and pharmacist if you are allergic to lansoprazole or any other medications.
* tell your doctor and pharmacist what prescription and nonprescription medications, vitamins, nutritional supplements,
and herbal products you are taking. Be sure to mention any of the following: ampicillin , digoxin , ketoconazole ,
theophylline, and vitamins containing iron. Your doctor may need to change the doses of your medications or monitor you
carefully for side effects.

B *if you are taking sucralfate, take it at least 30 minutes after lansoprazole.
* tell your doctor if you have or have ever had liver or kidney disease..

Note /Government Notification: These chemicals are designated as those that are used in the manufacture of the controlled substances and are important to the
manufacture of the substances. For any (Control Substance) products Import and Export *** subjected to your country government laws /control substance ACT.

Information: The information on this web page is provided to help you to work safely, but it is intended to be an overview of hazards, not a replacement for a full
Material Safety Data Sheet (MSDS). MSDS forms can be downloaded from the web sites of many chemical suppliers. ,also that the information on the PTCL Safety
web site, where this page was hosted, has been copied onto many other sites, often without permission. If you have any doubts about the veracity of the information that
I you are viewing, or have any queries, please check the URL that your web browser displays for this page. If the URL begins "www.tajapi.com/www/Denatonium
Benzoate.htm/" the page is maintained by the Safety Officer in Physical Chemistry at Oxford University. If not, this page is a copy made by some other person and we
have no responsibility for it. .

The Controlled Substances Act (CSA) was enacted into law by the Congress of the United States as Title IT of the Comprehensive Drug Abuse Prevention and Control
Act of 1970.[1] The CSA is the federal U.S. drug policy under which the manufacture, importation, possession, use and distribution of certain substances is regulated.
I The Act also served as the national implementing legislation for the Single Convention on Narcotic Drugs

This document plus the full buyer/ prescribing information, prepared
for health professionals can be found at:

http://www.tajapi.com

or by contacting the sponsor, Taj Pharmaceuticals Limited., at:

91 022 30601000.

This leaflet was prepared by

Taj Pharmaceuticals Limited,

Mumbai (India).
g MPSTI27S8
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