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本會僅提供2014/11/20當日演講資料以供參考，請尊重演講者之智慧財產權，勿擅自引
用資料。若您有需要引用相關資訊，請自行聯絡演講者以取得著作權人之許可。
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� FRIDAY, Nov. 14, 2014 (HealthDay News) -- Two generic versions of the 
tt ti d fi it/h ti it di d d C t t kattention-deficit/hyperactivity disorder drug Concerta may not work as 

effectively as the brand-name product does, the U.S. Food and Drug 
Administration said Thursday.

� The generic versions were approved by the FDA on the basis that they 
released the drug in the body over a period of 10 to 12 hours, to achieve 
the same effect as a three-times-per-day dose of immediate-release 
methylphenidate hydrochloride.

� But in some patients, the two generic versions may deliver the drug in 
the body at a slower rate. This slower release rate means the drug may 
be less effective, the FDA warned.
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� July 29th, 2014 Impax Laboratories said Tuesday that 
h d hthe FDA raised concerns over the company's 

manufacturing site in Taiwan as part of an inspection 
ahead of a decision on whether to approve its 
Parkinson's disease therapy Rytary
(carbidopa/levodopa). "We are already working 
diligently to address the observations raised by the FDA 
and will respond to these observations," remarked CEO p
Fred Wilkinson. Shares in the company declined more 
than 17 percent on the news.
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