EPIPEN - epinephrine injection
EPIPEN JR - epinephrine injection
Phys icians Total Care, Inc.
---------EpiPen®
(epinephrine) Auto-Injector 0.3 mg
EpiPen® = one dos e of 0.30 mg epinephrine (USP, 1:1000, 0.3 mL)
EpiPen® JR
(epinephrine) Auto-Injector 0.15 mg
EpiPen® Jr = one dos e of 0.15 mg epinephrine (USP, 1:2000, 0.3 mL)
DESCRIPTION
Each EpiPen® Auto-Injector delivers a s ingle dos e of 0.3 mg epinephrine injection, USP, 1:1000 (0.3
mL) in a sterile solution.
Each EpiPen® Jr Auto-Injector delivers a s ingle dos e of 0.15 mg epinephrine injection, USP, 1:2000
(0.3 mL) in a sterile solution.
The EpiPen® and EpiPen® Jr Auto-Injectors each contain 2 mL epinephrine solution. Approximately 1.7
mL remains in the auto-injector after activation and cannot be used.
Each 0.3 mL in the EpiPen® Auto-Injector contains 0.3 mg epinephrine, 1.8 mg sodium chloride, 0.5 mg
sodium metabisulfite, hydrochloric acid to adjust pH, and Water for Injection.
The pH range is 2.2-5.0. Each 0.3 mL in the EpiPen® Jr Auto-Injector contains 0.15 mg epinephrine, 1.8
mg sodium chloride, 0.5 mg sodium metabisulfite, hydrochloric acid to adjust pH, and Water for
Injection. The pH range is 2.2-5.0.
Epinephrine is a sympathomimetic catecholamine. Chemically, epinephrine is B-(3, 4-dihydroxyphenyl)a-methyl-aminoethanol, with the following structure:

Epinephrine solution deteriorates rapidly on exposure to air or light, turning pink from oxidation to
adrenochrome and brown from the formation of melanin. Replace EpiPen® and EpiPen® Jr AutoInjectors if the epinephrine solution appears discolored.
EpiPen® and EpiPen® Jr Auto-Injectors do not contain latex.
CLINICAL PHARMACOLOGY
Epinephrine is the drug of choice for the emergency treatment of severe allergic reactions (Type I) to
insect stings or bites, foods, drugs, and other allergens. It can also be used in the treatment of
anaphylaxis of unknown cause (idiopathic anaphylaxis) or exercise-induced anaphylaxis. When given
intramuscularly or subcutaneously it has a rapid onset and short duration of action. Epinephrine acts on
both alpha and beta adrenergic receptors. Through its action on alpha adrenergic receptors, epinephrine
lessens the vasodilation and increased vascular permeability that occurs during anaphylaxis, which can
lead to loss of intravascular fluid volume and hypotension. Through its action on beta-adrenergic
receptors, epinephrine causes bronchial smooth muscle relaxation that helps alleviate bronchospasm,

wheezing and dyspnea that may occur during anaphylaxis. Epinephrine also alleviates pruritus, urticaria,
and angioedema and may be effective in relieving gastrointestinal and genitourinary symptoms
associated with anaphylaxis because of its relaxer effects on the smooth muscle of the stomach,
intestine, uterus, and urinary bladder.
INDICATIONS AND USAGE
EpiPen® and EpiPen® Jr Auto-Injectors are indicated in the emergency treatment of allergic reactions
(Type I) including anaphylaxis to stinging insects (e.g., order Hymenoptera, which include bees, wasps,
hornets, yellow jackets and fire ants) and biting insects (e.g., triatoma, mosquitos), allergen
immunotherapy, foods, drugs, diagnostic testing substances (e.g., radiocontrast media) and other
allergens, as well as idiopathic anaphylaxis or exercise-induced anaphylaxis. EpiPen® and EpiPen® Jr
Auto-Injectors are intended for immediate administration in patients, who are determined to be at
increased risk for anaphylaxis, including individuals with a history of anaphylactic reactions. Selection
of the appropriate dosage strength is determined according to patient body weight (see DOSAGE AND
ADMINISTRATION section).
Such reactions may occur within minutes after exposure and consist of flushing, apprehension, syncope,
tachycardia, thready or unobtainable pulse associated with a fall in blood pressure, convulsions,
vomiting, diarrhea and abdominal cramps, involuntary voiding, wheezing, dyspnea due to laryngeal
spasm, pruritus, rashes, urticaria or angioedema.
EpiPen® and EpiPen® Jr Auto-Injectors are intended for immediate self-administration as emergency
supportive therapy only and are not a substitute for immediate medical care.
CONTRAINDICATIONS
There are no absolute contraindications to the use of epinephrine in a life-threatening situation.
WARNINGS
EpiPen® and EpiPen® Jr Auto-Injectors should only be injected into the anterolateral aspect of the
thigh. DO NOT INJECT INTO BUTTOCK. Injection into the buttock may not provide effective
treatment of anaphylaxis. Advise the patient to go immediately to the nearest emergency room for
further treatment of anaphylaxis.
Since epinephrine is a strong vasoconstrictor, accidental injection into the digits, hands or feet may
result in loss of blood flow to the affected area. Treatment should be directed at vasodilation in addition
to further treatment of anaphylaxis (see ADVERSE REACTIONS). Advise the patient to go
immediately to the nearest emergency room and to inform the healthcare provider in the emergency
room of the location of the accidental injection.
DO NOT INJECT INTRAVENOUSLY. Large doses or accidental intravenous injection of epinephrine
may result in cerebral hemorrhage due to sharp rise in blood pressure. Rapidly acting vasodilators can
counteract the marked pressor effects of epinephrine if there is such inadvertent administration.
Epinephrine is the preferred treatment for serious allergic reactions or other emergency situations even
though this product contains sodium metabisulfite, a sulfite that may, in other products, cause allergictype reactions including anaphylactic symptoms or life-threatening or less severe asthmatic episodes in
certain susceptible persons. The alternatives to using epinephrine in a life-threatening situation may not
be satisfactory. The presence of a sulfite in this product should not deter administration of the drug for
treatment of serious allergic or other emergency situations even if the patient is sulfite-sensitive.
Epinephrine should be administered with caution in patients who have heart disease, including patients
with cardiac arrhythmias, coronary artery or organic heart disease, or hypertension. In such patients, or
in patients who are on drugs that may sensitize the heart to arrhythmias, e.g., digitalis, diuretics, or anti-

arrhythmics, epinephrine may precipitate or aggravate angina pectoris as well as produce ventricular
arrhythmias. It should be recognized that the presence of these conditions is not a contraindication to
epinephrine administration in an acute, life-threatening situation.
Epinephrine is light sensitive and should be stored in the carrier tube provided. Store at 25°C (77°F);
excursions permitted to 15°C-30°C (59°F-86°F) (See USP Controlled Room Temperature). Do not
refrigerate. Before using, check to make sure the solution in the auto-injector is not discolored.
Replace the auto-injector if the solution is discolored or contains a precipitate.
PRECAUTIONS
(1) General
EpiPen® and EpiPen® Jr Auto-Injectors are not intended as a substitute for immediate medical care. In
conjunction with the administration of epinephrine, the patient should seek immediate medical or hospital
care. More than two sequential doses of epinephrine should only be administered under direct medical
supervision.
Epinephrine is essential for the treatment of anaphylaxis. Patients with a history of severe allergic
reactions (anaphylaxis) to insect stings or bites, foods, drugs, and other allergens as well as idiopathic
and exercise-induced anaphylaxis should be carefully instructed about the circumstances under which
epinephrine should be used. It must be clearly determined that the patient is at risk of future anaphylaxis,
since the following risks may be associated with epinephrine administration (see DOSAGE and
ADMINISTRATION).
Epinephrine should be used with caution in patients who have cardiac arrhythmias, coronary artery or
organic heart disease, hypertension, or in patients who are on drugs that may sensitize the heart to
arrhythmias, e.g., digitalis, diuretics, quinidine, or other antiarrhythmics. In such patients, epinephrine
may precipitate or aggravate angina pectoris as well as produce ventricular arrhythmias.
The effects of epinephrine may be potentiated by tricyclic antidepressants and monoamine oxidase
inhibitors.
Some patients may be at greater risk of developing adverse reactions after epinephrine administration.
These include: hyperthyroid individuals, individuals with cardiovascular disease, hypertension, or
diabetes, elderly individuals, pregnant women, pediatric patients under 30 kg (66 lbs.) body weight
using EpiPen® Auto-Injector, and pediatric patients under 15 kg (33 lbs.) body weight using EpiPen® J r
Auto-Injector.
Despite these concerns, epinephrine is essential for the treatment of anaphylaxis. Therefore, patients
with these conditions, and/or any other person who might be in a position to administer EpiPen® or
EpiPen® Jr Auto-Injector to a patient experiencing anaphylaxis should be carefully instructed in regard
to the circumstances under which epinephrine should be used.
(2) Information for Patients
Complete patient information, including dosage, direction for proper administration and precautions can
be found inside each EpiPen® /EpiPen® Jr Auto-Injector carton.
Epinephrine may produce symptoms and signs that include an increase in heart rate, the sensation of a
more forceful heartbeat, palpitations, sweating, nausea and vomiting, difficulty breathing, pallor,
dizziness, weakness or shakiness, headache, apprehension, nervousness, or anxiety. These symptoms
and signs usually subside rapidly, especially with rest, quiet and recumbency. Patients with hypertension
or hyperthyroidism may develop more severe or persistent effects, and patients with coronary artery
disease could experience angina. Patients with diabetes may develop increased blood glucose levels
following epinephrine administration. Patients with Parkinson's disease may notice a temporary
worsening of symptoms.

In case of accidental injection, the patient should be advised to immediately go to the emergency room
for treatment. Since the epinephrine in the EpiPen® Auto-Injector is a strong vasoconstrictor when
injected into the digits, hands or feet, treatment should be directed at vasodilation if there is such an
inadvertent administration to these areas (see ADVERSE REACTIONS).
(3) Drug Interactions
Patients who receive epinephrine while concomitantly taking cardiac glycosides or diuretics should be
observed carefully for the development of cardiac arrhythmias.
The effects of epinephrine may be potentiated by tricyclic antidepressants, monoamine oxidase
inhibitors, levothyroxine sodium, and certain antihistamines, notably chlorpheniramine, tripe-lennamine
and diphenhydramine.
The cardiostimulating and bronchodilating effects of epinephrine are antagonized by beta-adrenergic
blocking drugs, such as propranolol. The vasoconstricting and hypertensive effects of epinephrine are
antagonized by alpha-adrenergic blocking drugs, such as phentoloamine. Ergot alkaloids may also
reverse the pressor effects of epinephrine.
(4) Carcinogenes is , Mutagenes is , Impairment of Fertility
Epinephrine and other catecholamines have been shown to have mutagenic potential in vitro and to be an
oxidative mutagen in a WP2 bacterial reverse mutation assay. Epinephrine had a moderate degree of
mutagenicity, and was positive in the DNA Repair test with B. subtilis (REC) assay, but was not
mutagenic in the Salmonella bacterial reverse mutation assay.
Studies of epinephrine after repeated exposure in animals to evaluate the carcinogenic and mutagenic
potential or the effect on fertility have not been conducted. This should not prevent the use of
epinephrine under the conditions noted under INDICATIONS AND USAGE.
(5) Us age in Pregnancy
Pregnancy Category C: There is no study on the acute effect of epinephrine on pregnancy. Epinephrine
has been shown to have developmental effects when administered subcutaneously in rabbits at a dose of
1.2 mg/kg daily for two to three days (approximately 30 times the maximum recommended daily
subcutaneous or intramuscular dose on a mg/m2 basis), in mice at a subcutaneous dose of 1 mg/kg daily
for 10 days (approximately 7 times the maximum daily subcutaneous or intramuscular dose on a mg/m2
basis) and in hamsters at a subcutaneous dose of 0.5 mg/kg daily for 4 days (approximately 5 times the
maximum recommended daily subcutaneous or intramuscular dose on a mg/m2 basis). These effects
were not seen in mice at a subcutaneous dose of 0.5 mg/kg daily for 10 days (approximately 3 times the
maximum recommended daily subcutaneous or intramuscular dose on a mg/m2 basis). Although, there
are no adequate and well-controlled studies in pregnant women, epinephrine should be used in
pregnancy only if the potential benefit justifies the potential risk to the fetus.
ADVERSE REACTIONS
Adverse reactions to epinephrine include transient, moderate anxiety; apprehensiveness; restlessness;
tremor; weakness; dizziness; sweating; palpitations; pallor; nausea and vomiting; headache; and/or
respiratory difficulties. These symptoms occur in some persons receiving therapeutic doses of
epinephrine, but are more likely to occur in patients with hypertension or hyperthyroidism. Arrhythmias,
including fatal ventricular fibrillation, have been reported in patients with underlying cardiac disease or
certain drugs (see PRECAUTIONS, Drug Interactions ). Rapid rises in blood pressure have
produced cerebral hemorrhage, particularly in elderly patients with cardiovascular disease. Angina may
occur in patients with coronary artery disease. The potential for epinephrine to produce these types of
adverse reactions does not contraindicate its use in an acute life-threatening allergic reaction.
Accidental injection into the digits, hands or feet may result in loss of blood flow to the affected area
(see WARNINGS). Adverse events experienced as a result of accidental injections may include

increased heart rate, local reactions including injection site pallor, coldness and hypoaesthesia or injury
at the injection site resulting in bruising, bleeding, discoloration, erythema or skeletal injury.
OVERDOSAGE
Epinephrine is rapidly inactivated in the body and treatment following overdose with epinephrine is
primarily supportive. If necessary, pressor effects may be counteracted by rapidly acting vasodilators
or alpha-adrenergic blocking drugs. If prolonged hypotension follows such measure, it may be
necessary to administer another pressor drug.
Overdosage of epinephrine may produce extremely elevated arterial pressure, which may result in
cerebrovascular hemorrhage, particularly in elderly patients.
Overdosage may also result in pulmonary edema because of peripheral vascular constriction together
with cardiac stimulation. Treatment consists of a rapidly acting alpha-adrenergic blocking drug and/or
respiratory support.
Epinephrine overdosage can also cause transient bradycardia followed by tachycardia and these may be
accompanied by potentially fatal cardiac arrhythmias. Premature ventricular contractions may appear
within one minute after injection and may be followed by multifocal ventricular tachycardia
(prefibrillation rhythm). Subsidence of the ventricular effects may be followed by atrial tachycardia and
occasionally by atrioventricular block. Treatment of arrhythmias consists of administration of a betablocking drug such as propranolol.
Overdosage sometimes results in extreme pallor and coldness of the skin, metabolic acidosis and kidney
failure. Suitable corrective measures must be taken in such situations.
DOSAGE AND ADMINISTRATION
EpiPen® or EpiPen® Jr Auto-Injector prescribers should ensure that the patient or caregiver
understands the indications and use of this product. A health care provider should review the patient
instructions and operation of the EpiPen® or EpiPen® Jr Auto-Injector, in detail, with the patient or
caregiver. Inject EpiPen® or EpiPen® Jr intramuscularly or subcutaneously into the anterolateral aspect
of the thigh, through clothing if necessary. See detailed Directions for Use on the accompanying
Patient Instructions.
Selection of the appropriate dosage strength is determined according to patient body weight.
EpiPen® Auto-Injector delivers 0.3 mg epinephrine injection (0.3 mL, 1:1000) and is intended for
patients who weigh 30 kg or more (approximately 66 pounds or more).
EpiPen® Jr Auto-Injector delivers 0.15 mg epinephrine injection (0.3 mL, 1:2000) and is intended for
patients who weigh 15 to 30 kg (33 - 66 pounds).
Each EpiPen® or EpiPen® Jr Auto-Injector contains a single dose of epinephrine. Since the doses of
epinephrine delivered from EpiPen® or EpiPen® Jr Auto-Injector are fixed, consider using other forms
of injectable epinephrine if doses lower than 0.15 mg are deemed necessary. The prescriber should
carefully assess each patient to determine the most appropriate dose of epinephrine, recognizing the
life-threatening nature of the reactions for which this drug is indicated. With severe persistent
anaphylaxis, repeat injections with an additional EpiPen® Auto-Injector may be necessary.
Patients should be instructed to periodically visually inspect the epinephrine solution for particulate
matter and discoloration. If the solution contains particulate matter or develops a pinkish color or
becomes darker than slightly yellow, the patient should immediately contact their physician for a
replacement, since these changes indicate that the effectiveness of the drug product may be decreased.
HOW SUPPLIED
®

EpiPen® Auto-Injectors (epinephrine injections, USR 1:1000, 0.3 mL) are available as an EpiPen 2Pak® , NDC 54868-2804-1, a pack that contains two EpiPen® Auto-Injectors (epinephrine injections,
USP, 1:1000, 0.3 mL) and one EpiPen® Auto-Injector trainer device.
EpiPen® Jr Auto-Injectors (epinephrine injection, USP, 1:2000, 0.3 mL) are available as an EpiPen Jr 2Pak® , NDC 54868-4819-0, a pack that contains two EpiPen® Jr Auto-Injectors (epinephrine injections,
USP, 1:2000, 0.3 mL) and one EpiPen® Auto-Injector trainer device.
EpiPen 2-Pak® and EpiPen Jr 2-Pak® also includes a S-clip to clip two cases together.
Store at 25°C (77°F); excursions permitted to 15°C-30°C (59°F-86°F) (See USP Controlled Room
Temperature).
Contains no latex. Protect from light.
Rx only.
MANUFACTURED FOR
Dey, LP.,
NAPA, CALIFORNIA 94558, U.S.A.
Manufactured by
Meridian Medical Technologies, Inc.,
a subsidiary of King Pharmaceuticals ® , Inc.,
Columbia, MD 21046, U.S.A.
EpiPen® , EpiPen® Jr, EpiPen 2-Pak® , and EpiPen Jr 2-Pak® are registered trademarks of Mylan, Inc.
licensed exclusively to its wholly-owned affiliate, Dey, LP. of Napa California, USA.
09/08
0001497
03-914-00

Additional barcode labeled by:
Physicians Total Care, Inc.
Tulsa, OK
74146
PATIENT INSERT
EpiPen®
(epinephrine) Auto-Injector 0.3 mg
EpiPen® = one dose of 0.30 mg epinephrine (USP, 1:1000, 0.3 mL)
EpiPen® JR
(epinephrine) Auto-Injector 0.15 mg
EpiPen® Jr = one dose of 0.15 mg epinephrine (USP, 1:2000, 0.3 mL)
Pharmacist - Please Dispense this Leaflet with Product
IMPORTANT INFORMATION
The patient and caregiver s hould read this information carefully before us ing EpiPen® or
EpiPen® Jr Auto-Injector. Pleas e be prepared! Read the entire ins ert before an emergency
occurs ! EpiPen® and EpiPen® Jr Auto-Injectors are disposable, prefilled automatic injection

devices for use during allergic emergencies. They contain a single dose of epinephrine which you
inject into your outer thigh. EpiPen® and EpiPen® Jr Auto-Injector contain no latex. The EpiPen® and
EpiPen® Jr Auto-Injectors are intended for people who have been prescribed this medication by their
physician.
It's important that you have this emergency medicine with you at all times. If you need additional units
to keep at work, school, etc, please talk to your doctor. This information does not take the place of
talking with your doctor about your medical condition or your treatment.
What is the mos t important information I s hould know about EpiPen® and EpiPen® Jr AutoInjector?
When you have allergic reaction (anaphylaxis ) us e the EpiPen® or EpiPen® Jr Auto-Injector right
away and immediately go to your doctor or emergency room for more medical treatment.
It is important not to be afraid to use the EpiPen® or EpiPen® Jr Auto-Injector for emergency
treatment of allergic reactions (anaphylaxis). For most people, injection of the EpiPen® or EpiPen®
Jr Auto-Injector in the thigh does not hurt, and use of the EpiPen® or EpiPen® Jr Auto-Injector early
at the start of such allergic reactions is important to help prevent the allergic reaction from
becoming worse.
Inject EpiPen® or EpiPen® Jr Auto-Injector into the middle of the outer side of the thigh (upper
leg).
Epinephrine, the active ingredient in EpiPen® and EpiPen® Jr Auto-Injectors is used to treat lifethreatening allergic reactions (anaphylaxis). You should use this medication only if your doctor has
prescribed it for allergic emergencies. Such emergencies may occur from insect stings or bites,
foods, drugs, latex, other allergens, exercise induced anaphylaxis, or unknown causes.
Make sure to tell your doctor about all your medical conditions and allergies.
Always get medical treatment immediately after using EpiPen® or EpiPen® Jr Auto-Injector.
Since you cannot predict when a life-threatening allergic reaction may occur, carry the EpiPen®
or EpiPen® Jr Auto-Injector with you at all times .
What is EpiPen® /EpiPen® Jr Auto-Injector?
The EpiPen® and EpiPen® Jr Auto-Injectors are products used for the emergency injection of
epinephrine. Epinephrine is a medicine used for life-threatening allergic reactions such as severe
swelling, breathing problems, or loss of blood pressure. Allergic reactions can be caused by stinging
and biting insects, allergy injections, food, medicines, exercise, or unknown causes.
Life-threatening allergic reactions may show up as closing of your breathing airways, wheezing,
sneezing, hoarseness, hives, itching, swelling, skin redness, fast heartbeat, weak pulse, feeling very
anxious, confusion, stomach pain, losing control of urine or bowel movements (incontinence), faintness,
or "passing out" (unconsciousness).
The EpiPen® Auto-Injector (0.3 mg) is generally intended for patients who weigh 66 pounds or more
(30 kilograms or more).
The EpiPen® Jr Auto-Injector (0.15 mg) is generally intended for patients who weigh approximately 33
to 66 pounds (15 to 30 kilograms).
Who s hould not us e EpiPen® /EpiPen® Jr Auto-Injector?
There are no absolute contraindications to the use of EpiPen® and EpiPen® Jr Auto-Injector in a lifethreatening allergic reaction. People with certain medical conditions have a higher chance of having
serious side effects from EpiPen® or EpiPen® Jr Auto-Injector.
Tell your doctor and pharmacis t about all your medical conditions , but es pecially if you:
Have heart dis eas e or high blood pres s ure
Have diabetes
Have thyroid conditions

Are pregnant
Tell your doctor about all the medicines you take, including pres cription and non-pres cription
medicines , vitamins and herbal s upplements . Inform your doctor of all known allergies . Some
medicines may cause serious side effects if taken while you use EpiPen® /EpiPen® Jr Auto-Injector.
Some medicines may affect how EpiPen® /EpiPen® Jr Auto-Injector works.
EpiPen® or EpiPen" Jr Auto-Injector may affect how your other medicines work.
What s hould I avoid while us ing EpiPen® /EpiPen® Jr Auto-Injector?
NEVER PUT THUMB, FINGERS OR HAND OVER ORANGE TIP. NEVER PRESS OR
PUSH ORANGE TIP WITH THUMB, FINGERS OR HAND. The needle comes out of orange
tip. Accidental injection into finger, hands or feet may result in loss of blood flow to these areas. If
this happens, go immediately to the nearest emergency room.
Do not inject EpiPen® or EpiPen® Jr Auto-Injector into the buttock or any other part of the body,
other than the middle of the outer side of your thigh (upper leg).
Do not inject EpiPen® or EpiPen® Jr Auto-Injector into a vein.
Do not drop carrier tube or auto-injector. If carrier tube or auto-injector is dropped, inspect for
damage and leakage. Discard auto-injector and carrier tube, and replace if damage or leakage is
noticed or suspected.
What are the pos s ible s ide effects of EpiPen® / EpiPen® Jr Auto-Injector?
Too much epinephrine can caus e dangerous high blood pres s ure or s troke.
If you take certain medicines , you may develop s erious life-threatening s ide effects from the
epinephrine in EpiPen® / EpiPen® Jr Auto-Injector. Be sure to tell your doctor all the medicines you
take, especially medicines for asthma.
Patients with certain medical conditions, or who take certain medicines, may get more side effects from
EpiPen® / EpiPen® Jr Auto-Injector or the side effects may last longer. This includes patients who take
certain types of medicines for asthma, allergies, depression, low thyroid, high blood pressure, and
heart disease. Patients with heart disease may feel chest pain (angina).
EpiPen® /EpiPen® Jr Auto-Injector (epinephrine) can cause the following reactions. Some reactions can
be serious. They usually go away with rest. Please notify your doctor if you experience any of these.
Common side effects of EpiPen® /EpiPen® Jr Auto-Injector include:
Faster, irregular (wrong) or "pounding" heartbeat
Sweating
Nausea and vomiting
Breathing problems
Paleness
Dizziness
Weakness or shakiness
Headache
Feelings of over excitement, nervousness or anxiety
These are not all the possible side effects of
EpiPen® /EpiPen® Jr Auto-Injector.
For more information, ask your doctor or pharmacist.
Call your doctor for medical advice about side effects.
You may report side effects to FDA at 1-800-FDA-1088.
How s hould I s tore EpiPen® /EpiPen® Jr Auto-Injector?
Keep the EpiPen® and EpiPen® Jr Auto-Injector nearby and ready for use at all times.
Store at 25°C (77°F); excursions permitted to 15°C-30°C (59°F-86°F) (See USP Controlled Room

Temperature). Contains no latex. Protect from light.
Do NOT store in refrigerator.
Do NOT expose to extreme cold or heat. For example, do NOT store in your vehicle's glove box.
Examine contents in clear window of auto-injector periodically. If the solution is discolored or
contains solid particles (precipitate), replace the unit. Solution should be clear.
Always keep your EpiPen ® or EpiPen ® Jr Auto- Injector in the carrier tube with the blue safety
release on until you need to use it.
Your auto-injector has an expiration date
Example:"DEC 08" = December 31, 2008
Replace it before the expiration date.
SEE OTHER SIDE FOR "DIRECTIONS FOR USE" AND FOR EPIPEN ® CENTER FOR
ANAPHYLACTIC SUPPORT™
FREE ENROLLMENT FORM.
DIRECTIONS FOR USE
REMOVE AUTO-INJECTOR FROM CARRIER TUBE BEFORE USE.
NEVER PUT THUMB, FINGERS OR HAND OVER ORANGE TIP.
NEVER PRESS OR PUSH ORANGE TIP WITH THUMB, FINGERS OR HAND.
THE NEEDLE COMES OUT OF ORANGE TIP.
DO NOT REMOVE BLUE SAFETY RELEASE UNTIL READY TO USE.
DO NOT USE IF SOLUTION IS DISCOLORED.
DO NOT PLACE PATIENT INSERT OR ANY OTHER FOREIGN OBJECTS IN CARRIER
WITH AUTO-INJECTOR, AS THIS MAY PREVENT YOU FROM REMOVING THE
AUTO-INJECTOR FOR USE.

TO REMOVE AUTO-INJECTOR FROM THE CARRIER TUBE:

1. Flip open the yellow cap of the EpiPen® or the green cap of theEpiPen® Jr Auto-Injector carrier
tube.

2. Remove the EpiPen® or EpiPen® Jr Auto-Injector by tipping and sliding it out of the carrier tube.
TO USE AUTO-INJECTOR:
1. Grasp unit with the orange tip pointing downward.
2. Form fist around the unit (orange tip down).

3. With your other hand, pull off the blue safety release.

4. Hold orange tip near outer thigh.
DO NOT INJECT INTO BUTTOCK.

5. Swing and firmly pus h against outer thigh until it clicks so that unit is perpendicular (at 90° angle)
to the thigh.
(Auto-injector is des igned to work through clothing.)
6. Hold firmly agains t thigh for approximately 10 seconds to deliver drug. (The injection is now
complete. The window on auto-injector will be obscured.)

7. Remove unit from thigh (the orange needle cover will extend to cover needle) and massage injection
area for 10 seconds.
8. Call 911 and seek immediate medical attention.
9. Take the used auto-injector with you to the hospital emergency room.
Note: Mos t of the liquid (about 85%) s tays in the auto-injector and cannot be reus ed. However,
you have received the correct dos e of the medication if the orange needle tip is extended and the
window is obs cured. Trainer label has blue background color. Blue background labeled trainer
contains no needle and no drug.
! WARNING !
NEVER put thumb, fingers or hand over orange tip. NEVER press or push orange tip with thumb,
fingers or hand. The needle comes out of orange tip. Accidental injection into hands or feet may
result in loss of blood flow to these areas. If this happens, go immediately to the nearest emergency
room.
EpiPen® and EpiPen® Jr Auto-Injector should be injected only into the outer thigh (see "Directions
for Use"). DO NOT INJECT INTO BUTTOCK.
Do NOT remove blue safety release until ready to use.
To dis pos e of expired units
Expired auto-injectors must be disposed of properly.
To dispose of an expired auto-injector and carrier tube, take them to your doctor's office or to a
hospital for proper disposal.
Used auto-injector with extended needle cover will not fit in carrier tube.
IMMEDIATELY AFTER USE
Go immediately to the neares t hos pital emergency room or call 911.
You may need further medical attention. Take your used auto-injector with you.
Tell the doctor that you have received an injection of epinephrine in your thigh.
Give your used EpiPen® /EpiPen® Jr Auto-Injector to the doctor for inspection and proper disposal.
Do not attempt to take the auto-injector apart.
Manufactured for Dey, L.P., Napa, CA 94558 USA.
by Meridian Medical Technologies ™, Inc.
Columbia, MD 21046 USA.
A s ubs idiary of King Pharmaceuticals ® Inc.
EpiPen® is a registered trademark of Mylan, Inc. licensed exclusively to its wholly-owned affiliate,
Dey, LP. of Napa California, USA
Des ign and Utility patents applied for Carrier Tube and Auto-Injector des ign platform.
©2008 by Meridian Medical Technologies ™, Inc.
04/2008
03-855-00
0001496
SEE OTHER SIDE FOR MORE INFORMATION.

PACKAGE LABEL – PRINCIPAL DISPLAY PANEL – EpiPen 0.3 mg CARTON
NDC 54868-2804-0

Rx only
For Allergic Emergencies (Anaphylaxis) 0.3 mg each
EpiPen ® (Epinephrine) Auto-Injector 0.3 mg

PACKAGE LABEL – PRINCIPAL DISPLAY PANEL – EpiPen Jr 0.15 mg CARTON
NDC 54868-4819-1

Rx only
For Allergic Emergencies (Anaphylaxis) 0.15 mg each
EpiPen ® Jr (Epinephrine) Auto-Injector 0.15 mg

EPIPEN
epinephrine injection
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EPINEPHRINE (UNII: YKH8 34O 4BH) (EPINEPHRINE - UNII:YKH8 34O 4BH)

EPINEPHRINE

Streng th
0 .3 mg in 0 .3 mL

Inactive Ing redients
Ing redient Name

Streng th

SO DIUM CHLO RIDE (UNII: 451W47IQ 8 X)
SO DIUM METABISULFITE (UNII: 4VO N5FNS3C)
WATER (UNII: 0 59 Q F0 KO 0 R)
HYDRO CHLO RIC ACID (UNII: Q TT1758 2CB)
NITRO GEN (UNII: N76 29 21K75)

Packag ing
#

Item Co de

Packag e Descriptio n

1 NDC:548 6 8 -28 0 4-1

2 in 1 CARTO N

1

1 in 1 CO NTAINER

1

0 .3 mL in 1 SYRINGE, GLASS

Marketing Start Date

Marketing End Date

Marketing Information
Marke ting Cate gory
NDA

Ap p lication Numb e r or Monograp h Citation
NDA0 19 430

Marke ting S tart Date

Marke ting End Date

0 6 /17/20 0 3

EPIPEN JR
epinephrine injection

Product Information
Prod uct T yp e

HUMAN PRESCRIPTIO N DRUG Ite m Cod e (S ource )

NDC:548 6 8 -48 19 (NDC:49 50 2-50 1)

INTRAMUSCULAR

Route of Ad minis tration

Active Ing redient/Active Moiety
Ing redient Name

Basis o f Streng th

EPINEPHRINE (UNII: YKH8 34O 4BH) (EPINEPHRINE - UNII:YKH8 34O 4BH)

EPINEPHRINE

Streng th
0 .15 mg in 0 .3 mL

Inactive Ing redients
Ing redient Name

Streng th

SO DIUM CHLO RIDE (UNII: 451W47IQ 8 X)
SO DIUM METABISULFITE (UNII: 4VO N5FNS3C)
WATER (UNII: 0 59 Q F0 KO 0 R)
HYDRO CHLO RIC ACID (UNII: Q TT1758 2CB)
NITRO GEN (UNII: N76 29 21K75)

Packag ing
#

Item Co de

Packag e Descriptio n

1 NDC:548 6 8 -48 19 -0

2 in 1 CARTO N

1

1 in 1 CO NTAINER

1

0 .3 mL in 1 SYRINGE, GLASS

Marketing Start Date

Marketing End Date

Marketing Information
Marke ting Cate gory
NDA

Labeler -

Ap p lication Numb e r or Monograp h Citation
NDA0 19 430

Marke ting S tart Date

Marke ting End Date

0 6 /17/20 0 3

Phys icians T otal Care, Inc. (194123980)

Establishment
Name
Physic ia ns To ta l Ca re , Inc .

Revised: 5/2012

Ad d re s s
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19 41239 8 0
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