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Pharmaceutical excipients are any substance other than 
the active drug or prodrug

that has been appropriately evaluated for safety and is 
included in a drug

delivery system to either aid processing of the system 
during manufacture, or protect,

support or enhance stability, bioavailability or patient 
acceptability, or assist

in product identification, or enhance any other attribute 
of the overall safety and

effectiveness of the drug product during storage or use (







1. They must be nontoxic and acceptable to

the regulatory agencies in all countries

where the product is to be marketed.

2. They must be commercially available in an

acceptable grade in all countries where the

product is to be manufactured.

3. 'lheir cost must be acceptably low.

4. They must not be contraindicated by themselves

(e.g., sucrose) or because of a component

(e.g., sodium) in any segment of the

population.

5. They must be physiologically inert.



6. They must be physically and chemically

stable by themselves and in combination

\ dth the drug(s) and other tablet components.

7. They must be free of any unacceptable microbiologic

"load."

8. They must be color-compatible (not produce

any off-color appearance).

9. If the drug product is also classified as a

food, (certain vitamin products), the diluent

and ot rer excipients must be approved direct

food additives.

10. They must have no deleterious effect on the

bioavailability of the drug(s) in the product.



Classification of Excipients

1. Excipients for use in oral Medicines.

a. Excipients used in solid dosages form.

b. Excipients used in liquid dosage forms.

c. Excipients used in semi solid forms.

2. Excipients used for porenterals.

3. Excipients used in topical drug delivery systems.

4. Excipients used in Intranasal and Intralation delivery systems.


















































