COMBINATION DRUG PRODUCTS
The FDA is not opposed to combination drug products; it recognizes that many are safe and effective and provide important advantages to patient and physician.

General Guidelines:

No preparation of multiple compositions may be admitted if the same therapeutic effect can be achieved through the use of a single drug entity.

It is a basic principle of medical practice that more that one drug should be administered for the treatment of a given condition. The following conditions must be met:

1. If there is a substantial reason to believe that each drug will make a positive contribution to the effect that is desired 
2. Risks of adverse drug effects should not be multiplied unless there is a justifiable benefit  

3. Each drug should be given at the dose level that may be expected to make its optimal contribution to the total effect

