HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use [DRUG NAME] safely and effectively.  See full prescribing information for [DRUG NAME].  

[DRUG NAME (nonproprietary name) dosage form, route of administration, controlled substance symbol]
Initial U.S. Approval: [year]
WARNING: [SUBJECT OF WARNING]
See full prescribing information for complete boxed warning.

· [text]
· [text]
----------------------------RECENT MAJOR CHANGES--------------------------

[section (X.X)]




[m/year]
[section (X.X)]




[m/year]
----------------------------INDICATIONS AND USAGE---------------------------

[DRUG NAME] is a [name of pharmacologic class] indicated for:
· [text]
· [text] 

----------------------DOSAGE AND ADMINISTRATION-----------------------

· [text] 
· [text] 
---------------------DOSAGE FORMS AND STRENGTHS----------------------

· [text]  

-------------------------------CONTRAINDICATIONS------------------------------

· [text] 
· [text]
-----------------------WARNINGS AND PRECAUTIONS------------------------
· [text] 
· [text] 

------------------------------ADVERSE REACTIONS-------------------------------

Most common adverse reactions (incidence > x%) are [text].
To report SUSPECTED ADVERSE REACTIONS, contact [manufacturer] at [phone #] or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
------------------------------DRUG INTERACTIONS-------------------------------

· [text]   
· [text]
-----------------------USE IN SPECIFIC POPULATIONS------------------------

· [text] 
· [text]
See 17 for PATIENT COUNSELING INFORMATION [and FDA-approved patient labeling OR and Medication Guide].





Revised: [m/year]
_______________________________________________________________________________________________________________________________________
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