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PACKAGE INSERT FOR CRYPTAZ® (NITAZOXANIDE)

Read all of this leaflet carefully before you start taking this medicine.
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In this leaflet
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[Name of the medicinal product]

NAME OF THE MEDICINAL PRODUCT
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[Full statement of the active substance(s) and excipient(s)]
FULL STATEMENT OF THE ACTIVE SUBSTANCE AND EXCIPIENTS

Active Substance:
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Excipients:
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[Name and address of the marketing authorisation holder and of the manufacturing authorisation holder responsible for batch
release, if different]

Marketing Authorization Holder:
2 ( 34,5 )

Manufacturing Authorization Holder:

Laboratoria Qualiphar, N.V., Rijksweg 9, 2880 Bornem, Belgium
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1. WHAT CRYPTAZ IS AND WHAT IT IS USED FOR
[Pharmacentical form and contents; pharmacotherapeutic gronp)

CRYPTAZ 500 mg tablets are presented as round yellow film-coated tablets in blister packs
containing 6 or 14 tablets.

Corporate Office: 105 Hay Street, Subiaco 6008 Western Australia
: ? Postal Address: Locked Bag 15, Subiaco 6904 Western Australia
Telephone: +61 (0) 8 9388 1444 Facsimile: +61 (0) 8 9388 1744

ey E-mail: info@trimed.com.au
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LicQEC 11173

Web: www.trimed.com.au
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Therapeutic indications]
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= - ) # # Cryptosporidium parvum, Giardia intestinalis (lamblia), Blastocystis
hominis, Balantidium cols, Entamoeba histolytica

= 1 ( # # # (( ( ) ( ) - ( ) - ( )
- C Fasciola hepatica

2. BEFORE YOU TAKE CRYPTAZ TABLETS
[List of information necessary before taking the medicinal product]

[Contraindications]

Contraindications:
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[Appropriate precautions for use; special warnings|
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[Interactions with food and drink]
Taking CRYPTAZ tablets with food and drink:
[Use by pregnant or breast-feeding women]
Pregnancy or breastfeeding
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[Effects on the ability to drive or to use machines|
Driving and using machines:
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[nteraction with other medicinal products]
Taking other medicines:
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3. HOW TO TAKE CRYPTAZ TABLETS
[nstructions for proper use]
[Dosage] -
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[Method and/ or route(s) of administration]

[Frequency of administration]
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Infection Dose (oral administration)
: - ) # # Cryptosporidinm - parvunr, | One CRYPTAZ 500 mg tablet
Giardia intestinalis Vamblial, Blastocystis hominis, Balantidium coli # twice daily for a minimum of 14
o C « ¢ # Entamoeba | qays. Best eradication efficacy for
bistolytica B.hominis_obtained with 500mg
CRYPTACZ tablet taken twice daily
for a period of 28 days (minimum).
LI ¢ # Ascaris lumbricoides W (L, | One CRYPTAZ 500 mg tablet
C #  Anybstoma duodenale € twice daily for 7 days
Necator americanns 0 ( # A Trichuris trichinra0 - (1
Hymenolepis nana - (¢
# Taenia saginata | - @ Four CRYPTAZ 500 mg tablets as
one single dose
> 4 # Fasciola hepatica One CRYPTAZ 500 mg tablet
twice daily for seven days
[Duration of freatment|
[Symptoms in case of overdose and actions to be taken]
If you take more CRYPTAZ tablets than you should:
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[Actions to be taken when one or more doses have been missed)
If you forget to take a tablet:
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[Indication of the risk of withdrawal effects]
4. POSSIBLE SIDE EFFECTS
[Description of side effects]
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5. STORING CRYPTAZ TABLETS
[Storage conditions and expiry date]
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[Where appropriate, warning against certain visible signs of deterioration]

This leaflet was last approved on 12 july 2004

Further information

> C # - #,- # # # # # W-# TRI-MED
Distributors 0> # @"" "0 *$°6 >*"07 @@ " @7 @@ 6" +C A
B ( #C 7?7 . C #(C

A paediatric formulation of Nitazoxanide (Trade Name - Alinia®- ) was US-FDA approved in 2003.
This is Available from TRI-MED Distributots.

TRI-MED Distributors P/L.
“HEALTH PRODUCTS FOR THE FUTURE TODAY”

FREECALL:1800 08 05 07: FAX 08 9388 1444 : PHONE-: 08 9388 1744




