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Pylera™ 3-in-1 Capsule
Taking the Complexity out of Treating H. pylori Infection

Robin Warren of the bacterium Helicobacter

pylori (H. pylori) lead not only to a Nobel Prize
in medicine, it ultimately revolutionized the treatment
of many upper gastrointestinal disorders. Their discovery
showed that this bacterial infection was responsible for
causing ulcers in the stomach and intestine, eventually
transforming peptic ulcer disease (PUD) from a chronic,
frequently debilitating condition to one that can be
cured with a short course of medication. H. pylori is
believed to be the underlying pathogen causing a wide
spectrum of diseases in addition to ulcers, inclu
gastritis, dyspepsia, gastric cancer, and gastri
Iymphoma. It is estimated that approximat
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ing costs.” As to other serious
conditions associated with H.
pylori, Dr. Laine adds, “there
is no doubt that H. pylori
infection is an important risk
factor for gastric cancer. At
this point, it hasn’t been clearly
documented that getting rid of
H. pylori in adults will prevent
the development of gastric
cancer, but there is certainly
discussion about it. Gastric
MALT lymphoma has also
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bination with omeprazole,

are indicated for the treatment of patients with H.
pylori infection and duodenal ulcer disease (active or
history of within 5 years). This innovative product has
simplified traditional quadruple therapy by provid-
ing a shorter duration of therapy (10 days vs. 14 days)
and a simplified dosing regimen (reduced pill burden
140 vs. 252). Clinical studies have confirmed that
Pylera™ is not only as effective as other therapies for the
eradication of H. pylori, but is as well-tolerated.

According to Loren Laine, MD, Professor of
Medicine, University of Southern California (Los
Angeles, CA), peptic ulcers in the stomach and duo-
denum are two of the most important conditions to
benefit from Pylera™ “These are relatively common
disorders that are said to have lifetime prevalence in
the US ofup to 10 percent. Ulcers typically present as

been shown to be linked to the
presence of H. pylori, and there is evidence demon-
strating that when you get rid of H. pylori in most of
these cases, the disease resolves. That’s quite striking.”

The Phase III North American trials conducted with
275 patients with a history of duodenal ulcer com-
pared the Pylera™ regimen given in combination
with two daily doses of 20 mg of omeprazole
(OBMT), to the widely used OAC triple therapy (20 mg
of omeprazole, 1 g of amoxicillin and 500 mg of clar-
ithromycin, all given twice a day). On an intent-to-treat
basis, the eradication rates, although not statistically
significant, were 87.7 percent and 83.2 percent,
respectively, in favor of Pylera™® These results
confirmed that Pylera™ can be used as a first-line therapy

for the eradication of H. pylori. 44



About Axcan Pharma Inc.

Axcan Pharma Inc. is a leading multi-
national specialty pharmaceutical company
focused on gastroenterology. The company
develops and markets a broad line of
prescription products to treat a range of
gastrointestinal diseases and disorders
such as inflammatory bowel disease, irri-
table bowel syndrome, cholestatic liver
diseases and complications related to
pancreatic insufficiency.

PYLERA™ Safety Overview
Metronidazole has been shown to be car-
cinogenic in mice and rats. Unnecessary
use of the drug should be avoided.

To reduce the development of drug-resistant
bacteria and maintain the effectiveness of
PYLERA™ and other antibacterial drugs,
PYLERA™ should be used only to treat or
prevent infections that are proven or strongly
suspected to be caused by bacteria.

PYLERA™ therapy is contraindicated in
pregnant or nursing women, pediatric
patients, in patients with renal or hepatic
impairment, and in those with known hyper-
sensitivity to bismuth subcitrate potassium,
metronidazole or other nitroimidazole
derivatives, or tetracyclines.

WARNINGS/PRECAUTIONS
Bismuth-containing Products
There have been rare reports of iNlirotoxicity
associated with excessive doses 8f various
bismuth containing products. Effects
have been reversible with discontinuation
of therapy.

Bismuth subcitrate potassium and other
bismuth containing products may cause a
temporary and harmless darkening of the
tongue and/or black stool.

Metronidazole

Convulsive seizures and peripheral neuropathy
have been reported in patients treated with
metronidazole. The appearance of abnormal
neurologic signs demands the prompt
discontinuation of metronidazole therapy.
Metronidazole should be administered
with caution to patients with central nervous
system diseases.
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Metronidazole is a nitroimidazole and
should be used with caution in patients with
evidence of, or history of, blood dyscrasia.
A mild leukopenia has been observed; however,
no persistent hematologic abnormalities attrib-
utable to metronidazole have been observed.

Known or previously unrecognized candidiasis
may present more prominent symptoms during
therapy with metronidazole and requires
treatment with an antifungal agent.
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Pseudotumor cerebri (benign intracranial
hypertension) in adults has been associated
with the use of tetracycline. The usual clinical
manifestations are headache and blurred
vision. While this condition and related
symptoms usually resolve soon after discon-
tinuation of the tetracycline, the possibility
for permanent sequelae exists.

As with other antibiotics, use of tetracycline
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If superinfection occurs, tetracycline should
be discontinued and appropriate therapy
should be instituted.

Concurrent use of tetracyclines may render
oral contraceptives less effective. Patients
should be advised to use a different or addi-
tional form of contraception.
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For more information about Pylera™ or
other Axcan Pharma Inc. products, please
call 1-800-950-8085 or visit the company’s
web site at www.axcan.com.
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