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FULL PRESCRIBING INFORMATION  

WARNING: 







6 ADVERSE REACTIONS 

The following adverse reactions are discussed in greater detail in other sections of the labeling: 
�x Drug Dependence [see Boxed Warning, Warnings and Precautions (5.1), and , ,



   Rhinitis allergic 3.8% 0% 
Gastrointestinal disorders 
   Abdominal pain upper  3.8% 2.1% 



7 DRUG INTERACTIONS



Clinical Impact May enhance the activity of tricyclic or sympathomimetic agents causing striking and 
sustained increases in the concentration of d-amphetamine in the brain; 
cardiovascular effects can be potentiated. 

Intervention Monitor frequently and adjust or use alternative therapy based on clinical response. 





Tolerance 



 
DYANAVEL XR extended-release tablets:    



(ER) MAS capsules. The relative bioavailability of DYANAVEL XR compared with an equal dose of ER 
MAS capsules is 94% for both 



Figure 2. Mean Plasma d  d



subsequently oxidized to form 4-hydroxy-norephedrine. Alpha-hydroxy-amphetamine undergoes 









Advise patients and their caregivers that DYANAVEL XR may cause slowing of growth and weight loss 
[see Warnings and Precautions (5.5)]. 

Circulation Problems in Fingers and Toes [Peripheral vasculopathy, including Raynaud’s phenomenon] 

Instruct patients and their caregivers beginning treatment with DYANAVEL XR 





It is not known if DYANAVEL XR is safe and effective in children under 6 years of age. 



�x Take DYANAVEL XR 1 time each day in the morning. 

�x DYANAVEL XR can be taken with or without food.  

�x DYANAVEL XR extended





Step 1:  



Step 6:  

�x With the oral dosing dispenser in place, hold 
the DYANAVEL XR bottle with 1 hand and 



Step 10:  

�x Clean the oral dosing dispenser after each 
use by placing in the dishwasher, or by 
rinsing with tap water. 

 


