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OVERVIEW

Introduction

Nitazoxanide is an antimicrobial with activity against several parasitic worms and protozoa that is used
predominantly in the United States in treatment of giardiasis and cryptosporidiosis. Nitazoxanide therapy has
not been reported to cause serum aminotransferase elevations during therapy or clinically apparent liver injury.

Background

Nitazoxanide (nye" ta zox' a nide) is a thiazolide with a broad spectrum of activity against several nematodes
(Ascaris, Trichuris, Ancylostoma), cestodes (Taenia) and trematodes (Fasciola, Schistosoma), as well as
protozoan parasites such as Giardia, Cryptosporidium and Entamoeba. The thiazolides are believed to act by
interference with pyruvate ferredoxin oxidoreductase, an enzyme important in anaerobic metabolism.
Nitazoxanide may also have antiviral activity in vitro against hepatitis B and C and influenza viruses, the basis of
which is not known. Nitazoxanide was approved for use in the United States in 2004 and current indications are
for diarrhea due to infection with Giardia lamblia or Cryptosporidium parvum. Nitazoxanide is available in
tablets 500 mg and as an oral suspension (100 mg/5 mL) under the brand name Alinia. The typical dose for
treating giardiasis and cryptosporidiosis in adults is 500 mg orally every 12 hours for 3 days. Nitazoxanide is
generally well tolerated; side effects are usually mild and can include diarrhea, gastrointestinal upset, headaches
and hair loss.

Hepatotoxicity

Nitazoxanide therapy has not been associated with elevations in serum aminotransferase levels nor with
clinically apparent acute liver injury. However, there have been few studies of long term therapy with
nitazoxanide and most controlled trials of this agent used short term courses without serum aminotransferase
monitoring. Nitazoxanide has been used as adjunctive therapy for chronic hepatitis C, usually in combination
with peginterferon with or without ribavirin; in these studies, most patients had improvements in serum
aminotransferase levels, and no instances of acute exacerbation of hepatitis or jaundice were reported.

Likelihood score: E (unlikely cause of clinically apparent liver injury).

Mechanism of Injury

Nitazoxanide acts by interference with enzymatic activity important in anaerobic metabolism in parasitic worms
and protozoa, which is not present in mammals. Hypersensitivity reactions to nitazoxanide have been reported
and mild hepatic injury could potentially arise as a part of these immunoallergic reactions.
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Outcome and Management
Nitazoxanide is usually well tolerated and liver injury has not been reported with its use.

Drug Class: Anthelmintic Agents

PRODUCT INFORMATION

REPRESENTATIVE TRADE NAMES

Nitazoxanide — Alinia®

DRUG CLASS

Anthelmintic Agents

COMPLETE LABELING

Product labeling at DailyMed, National Library of Medicine, NIH

CHEMICAL FORMULA AND STRUCTURE

DRUG CAS REGISTRY NUMBER MOLECULAR FORMULA STRUCTURE
Nitazoxanide 55981-09-4 C12-H9-N3-05-S
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