
Below is an example of what the new OTC medicine label looks like.

Drug Facts
Active ingredient (in each tablet)                                         Purpose

Chlorpheniramine maleate 4 mg............................................................................Antihistamine
Uses  temporarily relieves these symptoms due to hay fever or other upper respiratory

allergies:  n sneezingMMn runny noseMMn itchy, watery eyes MMn itchy throatAsk a doctor before use if you haven glaucomaMMn a breathing problem such as emphysema or chronic bronchitis

n trouble urinating due to an enlarged prostate gland

adults and children 12 years and over take 1 tablet every 4 to 6 hours;not more than 6 tablets in 24 hours

Ask a doctor or pharmacist before use if you are taking tranquilizers or sedatives

When using this productn you may get drowsyMMn avoid alcoholic drinks
n alcohol, sedatives, and tranquilizers may increase drowsiness
n be careful when driving a motor vehicle or operating machinery
n excitability may occur, especially in childrenIf pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children.  In case of overdose, get medical help or contact a Poison

Control Center right away.

children 6 years to under 12 years take 1/2 tablet every 4 to 6 hours; not more than 3 tablets in 24 hours
children under 6 years

ask a doctor

Directions

Warnings

Other information  n  store at 20-25O C (68-77O F)MMn protect from excessive moisture
Inactive ingredients  D&C yellow no. 10, lactose, magnesium stearate, microcrystalline

cellulose, pregelatinized starch

Inactive Ingredients
Substances such as colors or
flavors

Active Ingredient
Therapeutic substance 
in product; amount of
active ingredient per 
unit

Uses
Symptoms or diseases
the product will treat
or prevent

Warnings
When not to use the 
product; conditions 
that may require advice
from a doctor before 
taking the product; 
possible interactions or
side effects; when to 
stop taking the product
and when to contact a 
doctor; if you are 
pregnant or breastfeeding,
seek guidance from a
health care professional;
keep product out of 
children’s reach

Purpose
Product action or cate-
gory (such as an anti-
histamine, antacid, or
cough suppressant)

Directions
Specific age cate-
gories, how much to
take, how to take, and
how often and how
long to take

Other
Information
How to store the 
product properly and
required information
about certain 
ingredients (such 
as the amount of 
calcium, potassium, 
or sodium the product
contains)

The new Drug Facts labeling requirements do not apply to 
dietary supplements, which are regulated as food products, 
and are labeled with a Supplement Facts panel.

All nonprescription, over-the-counter (OTC) medicine labels
have detailed usage and warning information so consumers can

properly choose and use the products.

what’s on the new label

Effective Date:  May 16, 2002
for most OTC drug products.
U.S. Food and Drug Administration

For more information visit:  www.fda.gov/cder or call 1-888-INFO-FDA


