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Facts and Myths about Generic Drugs

5. Department of Health & Human Services £ www.hhs.gov

IFD/A u.s. Food and Drug Administration A-Z Index  Search | §9

Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products

Drugs

£ Share Email this Page = Print this page [ [E Change Font Size

Home> Drugs> Resources for You> Information for Consumers (Drugs)

Resources for You

Information for
Consumers (Drugs)

Buying & Using
Medicine Safely

Understanding Generic
Drugs

P Facts and Myths about Generic
Drugs

What Are Genenc Drugs?

Resources for You

+« Generic Drugs

Facts and Myths about Generic Drugs

Today, 7 in 10 prescriptions filled in the United States are for generic drugs. This fact
sheet explains how generic drugs are made and approved and debunks some common
myths about these products.

FACT: FDA requires generic drugs to have the same quality and performance as the
brand name drugs.

« When a generic drug product is approved, it has met rigorous standards established by the
FDA with respect to identity, strength, quality, purity and potency. Some variability can and
does occur during manufacturing, for both brand name and generic drugs. When a drug,
generic or brand name, is mass produced, very small variations in purity, size, strength and
other parameters are permitted. FDA puts limits on how much variability in composition or
performance of a drug is acceptable.

« Generic drugs are required to have the same active ingredient, strength, dosage form, and
route of administration as the brand name (or reference) product. Generic drugs do not need
to contain the same inactive ingredients as the brand product.

http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely
/UnderstandingGenericDrugs/ucm167991.htm
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