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     Do Not Exceed Recommended Dose:  Fatalities have been reported in 160 
association with excessive use of inhaled sympathomimetic drugs in patients with 161 
asthma.  The exact cause of death is unknown, but cardiac arrest following an 162 
unexpected development of a severe acute asthmatic crisis and subsequent 163 
hypoxia is suspected. 164 
     Immediate Hypersensitivity Reactions:  Immediate hypersensitivity 165 
reactions may occur after administration of albuterol sulfate, as demonstrated by 166 
rare cases of urticaria, angioedema, rash, bronchospasm, anaphylaxis, and 167 
oropharyngeal edema. 168 

  169 
 PRECAUTIONS 170 

General 171 
     Albuterol sulfate, as with all sympathomimetic amines, should be used with 172 
caution in patients with cardiovascular disorders, especially coronary 173 
insufficiency, cardiac arrhythmias, and hypertension; in patients with convulsive 174 
disorders, hyperthyroidism, or diabetes mellitus; and in patients who are 175 
unusually responsive to sympathomimetic amines.  Clinically significant changes 176 
in systolic and diastolic blood pressure have been seen in individual patients and 177 
could be expected to occur in some patients after use of any beta-adrenergic 178 
bronchodilator. 179 
 Large doses of intravenous albuterol have been reported to aggravate 180 
preexisting diabetes mellitus and ketoacidosis.  As with other beta-agonists, 181 
albuterol may produce significant hypokalemia in some patients, possibly through 182 
intracellular shunting, which has the potential to produce adverse cardiovascular 183 
effects.  The decrease is usually transient, not requiring supplementation. 184 
 185 
Information for Patients See illustrated Patient's Instructions for Use.  186 
SHAKE WELL BEFORE USING.  Patients should be given the following 187 
information: 188 

 It is recommended to prime the inhaler before using for the first time and in 189 
cases where the inhaler has not been used for more than 2 weeks by releasing 190 
three “test sprays” into the air, away from the face. 191 

 KEEPING THE PLASTIC MOUTHPIECE CLEAN IS VERY IMPORTANT 192 
TO PREVENT MEDICATION BUILD-UP AND BLOCKAGE. THE 193 
MOUTHPIECE SHOULD BE WASHED, SHAKEN TO REMOVE EXCESS 194 
WATER, AND AIR DRIED THOROUGHLY AT LEAST ONCE A WEEK.  195 
THE INHALER MAY CEASE TO DELIVER MEDICATION IF NOT 196 
PROPERLY CLEANED. 197 
 The mouthpiece should be cleaned (with the canister removed) by running 198 
warm water through the top and bottom of the mouthpiece for 30 seconds at least 199 
once a week.  The mouthpiece must be shaken to remove excess water, then air-200 
dried thoroughly (such as overnight).  Blockage from medication build-up or 201 
improper medication delivery may result from failure to thoroughly air dry the 202 
mouthpiece. 203 
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 If the mouthpiece should become blocked (little or no medication coming out 204 
of the mouthpiece), the blockage may be removed by washing as described above. 205 
 If it is necessary to use the inhaler before it is completely dry, shake off 206 
excess water, replace canister, test spray twice away from face, and take the 207 
prescribed dose.  After such use, the mouthpiece should be rewashed and allowed 208 
to air dry thoroughly. 209 
 The action of Albuterol Sulfate HFA Inhalation Aerosol lasts up to 4 to 210 
6 hours.  Albuterol Sulfate HFA Inhalation Aerosol should not be used more 211 
frequently than recommended.  Do not increase the dose or frequency of doses of 212 
Albuterol Sulfate HFA Inhalation Aerosol without consulting your physician.  If 213 
you find that treatment with Albuterol Sulfate HFA Inhalation Aerosol becomes 214 
less effective for symptomatic relief, your symptoms become worse, and/or you 215 
need to use the product more frequently than usual, seek medical attention 216 
immediately.  While you are taking Albuterol Sulfate HFA Inhalation Aerosol, 217 
other inhaled drugs and asthma medications should be taken only as directed by 218 
your physician.  If you are pregnant or nursing, contact your physician about the 219 
use of Albuterol Sulfate HFA Inhalation Aerosol. 220 
 Common adverse effects of treatment with inhaled albuterol include 221 
palpitations, chest pain, rapid heart rate, tremor, or nervousness.  If you are 222 
pregnant or nursing, contact your physician about use of Albuterol Sulfate HFA 223 
Inhalation Aerosol.  Effective and safe use of Albuterol Sulfate HFA Inhalation 224 
Aerosol includes an understanding of the way that it should be administered.  Use 225 
Albuterol Sulfate HFA Inhalation Aerosol only with the actuator supplied with 226 
the product.  Discard the canister after 200 sprays have been used. 227 
Drug Interactions 228 
     Other short-acting sympathomimetic aerosol bronchodilators should not be 229 
used concomitantly with albuterol.  If additional adrenergic drugs are to be 230 
administered by any route, they should be used with caution to avoid deleterious 231 
cardiovascular effects.    232 
     Beta-Blockers:  Beta-adrenergic-receptor blocking agents not only block the 233 
pulmonary effect of beta-agonists, such as Albuterol Sulfate HFA Inhalation 234 
Aerosol, but may produce severe bronchospasm in asthmatic patients.  Therefore, 235 
patients with asthma should not normally be treated with beta-blockers.  236 
However, under certain circumstances, e.g., as prophylaxis after myocardial 237 
infarction, there may be no acceptable alternatives to the use of beta-adrenergic-238 
blocking agents in patients with asthma.  In this setting, cardioselective beta-239 
blockers should be considered, although they should be administered with 240 
caution. 241 
     Diuretics:  The ECG changes and/or hypokalemia which may result from the 242 
administration of non-potassium sparing diuretics (such as loop or thiazide 243 
diuretics) can be acutely worsened by beta-agonists, especially when the 244 
recommended dose of the beta-agonist is exceeded.  Although the clinical 245 
significance of these effects is not known, caution is advised in the 246 
coadministration of beta-agonists with non-potassium sparing diuretics. 247 
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result, the inhaler should be discarded after 200 actuations, even though the 445 
canister may not be completely empty.  Never immerse the canister into 446 
water to determine how full the canister is (“float test”). 447 

WARNING: 448 
Avoid spraying in eyes.  Contents under pressure.  Do not puncture or 449 
incinerate.  Exposure to temperatures above 120°F may cause bursting.  450 
Keep out of reach of children. 451 
 452 

Albuterol Sulfate HFA Inhalation Aerosol does not contain chlorofluorocarbons 453 
(CFCs) as the propellant. 454 

 455 
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Attention Pharmacist: 
Detach Patient’s Instructions for use from package insert and dispense with the product. 
 

Albuterol Sulfate HFA 
Inhalation Aerosol 
 
 
FOR ORAL INHALATION ONLY 
Patient’s Instructions For Use 
 
 

 
Before using your Albuterol Sulfate HFA Inhalation Aerosol, read complete instructions 
carefully.  Children should use Albuterol Sulfate HFA Inhalation Aerosol, under adult 
supervision, as instructed by the patient’s doctor.  
 
This inhalation aerosol does not contain chlorofluorocarbons (CFCs) as the propellant 
and is therefore CFC free. 
 
 
1. SHAKE THE INHALER WELL immediately before each use.  Then remove the 

cap from the mouthpiece (see Figure 1).  Check mouthpiece for foreign objects 
prior to use.  Make sure the canister is fully inserted into the actuator.  

 
2. As with all aerosol medications, it is recommended to prime the inhaler before using 

for the first time and in cases where the inhaler has not been used for more than 2 
weeks.  Prime by releasing three “test sprays” into the air, away from your face. 

 
3. BREATHE OUT FULLY THROUGH THE MOUTH, expelling as much air from 

your lungs as possible.  Place the mouthpiece fully into your mouth holding the 
inhaler in its upright position and closing your lips around it (see Figure 2).  Make 
sure your tongue is placed below the mouthpiece. 

 



4. WHILE BREATHING IN DEEPLY AND SLOWLY THROUGH THE MOUTH, 
FULLY DEPRESS AND THEN IMMEDIATELY RELEASE THE TOP OF THE 
METAL CANISTER with your index finger (See Figure 2.) 

 
5. HOLD YOUR BREATH AS LONG AS POSSIBLE, up to 10 seconds.  Before 

breathing out, remove the inhaler from your mouth and release your finger from the 
canister. 

 
6. If your doctor has prescribed additional puffs, wait one minute, shake the inhaler 

again and repeat steps 3 through 5.  Replace the cap after use. 
 
7. KEEPING THE PLASTIC MOUTHPIECE CLEAN IS EXTREMELY 

IMPORTANT TO PREVENT MEDICATION BUILD-UP AND BLOCKAGE 
(CLOGGED).  THE MOUTHPIECE SHOULD BE WASHED, SHAKEN TO 
REMOVE EXCESS WATER, AND AIR-DRIED THOROUGHLY AT LEAST 
ONCE PER WEEK.  INHALER MAY STOP SPRAYING IF NOT PROPERLY 
CLEANED. 

 
Routine cleaning instructions: Step 1.  Wash at least once a week.  To clean, 
remove the canister and mouthpiece cap.  Wash the mouthpiece through the top and 
bottom with warm running water for 30 seconds (see Figure A).  Never immerse the 
metal canister in water. 

 

 
 

 



 
Step 2.  To dry, shake off excess water and let the mouthpiece air dry thoroughly, 
such as overnight (see figure B).  When the mouthpiece is dry, replace the canister 
and the mouthpiece cap.  Blockage from medication build-up is more likely to occur 
if the mouthpiece is not allowed to air dry thoroughly. 
 
IF YOUR INHALER BECOMES BLOCKED OR CLOGGED (little or no 
medication coming out of the mouthpiece, see Figure C), wash the mouthpiece as 
described in Step 1 and air dry properly as described in Step 2. 
 
IF YOU NEED TO USE YOUR INHALER BEFORE IT IS COMPLETELY 
DRY, SHAKE, OFF EXCESS WATER, replace the canister, and test spray twice 
into the air, away from your face, to remove most of the remaining water inside the 
mouthpiece.  Then take your dose as prescribed.  After such use, rewash and air 
dry thoroughly as described in Steps 1 and 2. 

 
8. The inhaler should be discarded when the labeled number of actuations (i.e. 200) has 

been used.  The labeled amount of medication in each inhalation cannot be assured 
after 200 actuations, even though the canister may not be completely empty.  Before 
you reach the specific number of actuations, you should consult your doctor to 
determine whether a refill is needed.  You should not take extra doses without 
consulting your doctor, neither should you stop using Albuterol Sulfate HFA 
Inhalation Aerosol without consulting your doctor.  Never immerse the canister into 
water to determine how full the canister is (“float test”). 

 
You may notice a slightly different taste or force to spray with Albuterol Sulfate HFA 
Inhalation Aerosol, than you may be used to with other albuterol inhalation aerosol 
products. 
 
DOSAGE:  
Use only as directed by your doctor. 
 
WARNINGS: The action of Albuterol Sulfate HFA Inhalation Aerosol lasts up to 4 to 6 
hours.  Do not use more frequently than recommended.  Do not increase the number of 
puffs or frequency of doses of Albuterol Sulfate HFA Inhalation Aerosol without 



consulting your doctor.  If you find that treatment with Albuterol Sulfate HFA Inhalation 
Aerosol becomes less effective for symptomatic relief, your symptoms become worse, 
and/or you need to use the product more frequently than usual, seek medical attention 
immediately.  While you are taking Albuterol Sulfate HFA Inhalation Aerosol other 
inhaled drugs should be taken only as directed by your doctor.  If you are pregnant or 
nursing, contact your doctor about the use of Albuterol Sulfate HFA Inhalation Aerosol. 
 
Common adverse effects of treatment with Albuterol Sulfate HFA Inhalation Aerosol 
include palpitations, chest pain, rapid heart rate, tremor, or nervousness.  Effective and 
safe use of Albuterol Sulfate HFA Inhalation Aerosol includes an understanding of the 
way that it should be administered.  Use Albuterol Sulfate HFA Inhalation Aerosol only 
with the red actuator supplied with the product. 
 
The Albuterol Sulfate HFA Inhalation Aerosol actuator should not be used with the 
canister from other inhalation aerosol medications.  The Albuterol Sulfate HFA 
Inhalation Aerosol canister should not be used with the actuator from other 
inhalation aerosol medications. 
 
Store between 15º and 25º C (59º and 77º F).  Avoid exposure to extreme heat and cold.  
For best results, canister should be at room temperature.   
 
Shake well before use.  
 
Contents Under Pressure.  Do not puncture. Do not store near heat or open flame.  
Exposure to temperatures above 120°F may cause bursting.  Never throw container into 
fire or incinerator.  Avoid spraying in eyes.  Keep out of reach of children. 
 

Further Information:  Your Albuterol Sulfate HFA Inhalation Aerosol, does not contain 
chlorofluorocarbons (CFCs) as the propellant.  Instead, the inhaler contains a 
hydrofluoroalkane (HFA-134a) as the propellant. 
 

Manufactured by: 
IVAX Pharmaceuticals Ireland 
Waterford, Ireland 
 
For: 
IVAX Laboratories, Inc. 
Miami, FL  33137 
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