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Name of Finished Product: 
Zonisamide Capsules, 100mg 

Report Date: 
March 2005 

Name of Active Ingredient: 
Zonisamide 

Final Report Number: 
R04-1376 

Mutual Pharmaceutical 
Company, Inc 
This report is the property of 
Mutual Pharmaceutical 
Company, Inc, and may not be 
used without the permission of 
Mutual Pharmaceutical Co., 
Inc. 

Title of Study: 
A Relative Bioavailability Study of 100mg Zonisamide Capsules Under Fasting Conditions. 
Investigators: 
James D. Carlson, Pharm.D., Principal Investigator 
Alan K. Copa, Pharm D., Sub-Investigators 
Study Center(s):   
PRACS Institute, Ltd. (Clinical)      SFBC Analytical Laboratories, Inc. (Bioanalytical) 
Fargo, North Dakota 58104              401A Industrial Drive 
                                                           North Wales, PA 19454 
Study dates: 
Period I:  January 23-26, 2005 
Period II  February 20-23, 2005 

Phase of development: 
Phase 1 

Objectives:  This  study evaluated the relative bioavailability (rate and extent of absorption) of 
Mutual Pharmaceutical’s Zonisamide Capsules, 100mg compared to Zonegran® Capsules, 
100mg (distributed by Elan Biopharmaceuticals) in thirty four healthy adult subjects under 
fasting conditions using a randomized, two-way crossover design. 
 
Number of patients:  enrolled:       34 
                                    completed:    33 
Test product (A):  Mutual Pharmaceutical’s Zonisamide Capsules 
Dose:  100mg  
Mode of administration:  Oral 
Batch number:  BB 605 0135 
 
Reference product (B):  Zonegran® Capsules 
Dose:  100mg  
Mode of administration:  Oral 
Batch number:  31495 
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Criteria for evaluation:  Bioequivalence 
SUMMARY – CONCLUSIONS 
 
Bioequivalence:  Mutual Pharmaceutical’s Zonisamide Capsules, 100mg were bioequivalent to 
Elan Biopharmaceutical’s Zonegran® Capsules, 100mg  with respect to Cmax, Auc 0-72 
when administered under fasting conditions.  The results are summarized in the table below: 
 

Zonisamide Ln-Transformed 
Cmax 

Ln Transformed 
AUC0-72 

Test Product 
Geometric  

1005.78 41053.73 

Reference Product 
Geometric Mean 

1016.10 41417.81 

% Ratio 98.98 99.12 
90% Confidence 
Interval 

(94.02, 104.21) (96.87, 101.43) 
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