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Drug Details

Drug Name(s) DEXTROAMP SACCHARATE, AMP ASPARTATE, DEXTROAMP SULFATE AND AMP
SULFATE

FDA Application No. (ANDA) 206721

Active Ingredient(s) AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE SULFATE

Company MYLAN PHARMS INC
Original Approval or
Tentative Approval Date

November 10, 2015

Therapeutic Equivalents Labels are not available

Approval History, Letters, Reviews, and Related
Documents

Products on Application (ANDA) #206721
    Click on a column header to re­sort the table:

Drug Name Active Ingredients Strength Dosage
Form/Route

Marketing
Status

RLDTE
Code

DEXTROAMP SACCHARATE,
AMP ASPARTATE, DEXTROAMP
SULFATE AND AMP SULFATE 

AMPHETAMINE ASPARTATE; AMPHETAMINE
SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE
SULFATE 

1.25MG;
1.25MG;
1.25MG;
1.25MG 

TABLET;ORAL Prescription No AB  

DEXTROAMP SACCHARATE,
AMP ASPARTATE, DEXTROAMP
SULFATE AND AMP SULFATE 

AMPHETAMINE ASPARTATE; AMPHETAMINE
SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE
SULFATE 

1.875MG;
1.875MG;
1.875MG;
1.875MG 

TABLET;ORAL Prescription No AB  

DEXTROAMP SACCHARATE,
AMP ASPARTATE, DEXTROAMP
SULFATE AND AMP SULFATE 

AMPHETAMINE ASPARTATE; AMPHETAMINE
SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE
SULFATE 

2.5MG;
2.5MG;
2.5MG; 2.5MG 

TABLET;ORAL Prescription No AB  

DEXTROAMP SACCHARATE,
AMP ASPARTATE, DEXTROAMP
SULFATE AND AMP SULFATE 

AMPHETAMINE ASPARTATE; AMPHETAMINE
SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE
SULFATE 

3.125MG;
3.125MG;
3.125MG;
3.125MG 

TABLET;ORAL Prescription No AB  

DEXTROAMP SACCHARATE,
AMP ASPARTATE, DEXTROAMP
SULFATE AND AMP SULFATE 

AMPHETAMINE ASPARTATE; AMPHETAMINE
SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE
SULFATE 

3.75MG;
3.75MG;
3.75MG;
3.75MG 

TABLET;ORAL Prescription No AB  

DEXTROAMP SACCHARATE,
AMP ASPARTATE, DEXTROAMP
SULFATE AND AMP SULFATE 

AMPHETAMINE ASPARTATE; AMPHETAMINE
SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE
SULFATE 

5MG; 5MG;
5MG; 5MG 

TABLET;ORAL Prescription No AB  

DEXTROAMP SACCHARATE,
AMP ASPARTATE, DEXTROAMP
SULFATE AND AMP SULFATE 

AMPHETAMINE ASPARTATE; AMPHETAMINE
SULFATE; DEXTROAMPHETAMINE
SACCHARATE; DEXTROAMPHETAMINE
SULFATE 

7.5MG;
7.5MG;
7.5MG; 7.5MG 

TABLET;ORAL Prescription No AB  
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FDA/Center for Drug Evaluation and Research
Office of Communications
Division of Online Communications
Update Frequency: Daily
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Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Accessibility Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transparency Website Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
Ph. 1­888­INFO­FDA (1­888­463­6332)
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