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I. PURPOSE 

This guide establishes the policy and criteria for permitting overformulation of active drug 
ingredients in animal drug products. 

II. POLICY 

All manufacturers of animal drug products should formulate active drug ingredients in 
new animal drug products and abbreviated new animal drug products at 100% of label 
claim. Overformulation (addition of an overage) of active ingredients in any drug dosage 
form (finished pharmaceuticals and Type A medicated articles) may be permitted for 
extenuating circumstances. Any overage subsequently found unnecessary should be 
eliminated. 

III. CRITERIA 

A manufacturing overage will be permitted for a new dosage form or an existing approved 
dosage form under the following criteria: 

A. Any Proposed Overage will be Permitted for a New Dosage Form or an Existing 
Approved Dosage Form Under the Following Criteria. 

1. A manufacturing overage of not more than 3% of the active ingredient for non-
antibiotic dosage forms will be considered acceptable, only if consistent loss of the 
active ingredient in the manufacturing process is demonstrated. 

2. A manufacturing overage of not more than 5% of the active ingredient for 
antibiotic dosage forms will be considered acceptable, only if consistent loss of the 
active ingredient in the manufacturing process is demonstrated. 

3. A manufacturing overage may be considered for extenuating circumstances other 
than the consistent loss of the active ingredient in the manufacturing process. 
Justified overages, in excess to those specified above, may be considered 
acceptable and will be discussed with the appropriate review personnel in regard 
to safety to the target species and, where appropriate, any possible effect on 
tissue residues. 
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B. Abbreviated New Animal Drug Products will be Allowed Overages of the Active 
Ingredients, as Specified Above, with Appropriate Justification.  Under Most 
Circumstances, Abbreviated New Animal Drug Products Will Not be Allowed 
Greater Overformulation of the Active Ingredients than the Pioneer New Animal 
Drug Products. 

IV. VERSION HISTORY 

January 2, 1992 – Original version.  

April 25, 2000 – Minor changes. 

June 21, 2022 – Updated to create a word version and format in the proper template. 

August 5, 2022 – Quality systems review for minor formatting updates.  

February 6, 2024 – Quality management review completed. No substantive updates 
needed. The document was put into the office’s current template and format. 
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