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Two Generic ADHD Drugs Not as Effective: FDA

GEBIFDA - R RN EYER 2 — R 1)

FRIDAY, Nov. 14, 2014 (HealthDay News) -- Two generic versions of the
attention-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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FDA cites inspection observations at Impax®

manufacturing plant in Taiwan

(2EFDA it 282 2 RIS BRI H 5ER)

July 29th, 2014 Impax Laboratories said Tuesday that
the 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
Fred Wilkinson. Shares in the company declined more
than 17 percent on the news.

£ BFDA #7Impax £ 6B ey R M E RS R A it
K Baw ;V/\jﬁiz iRyt y (carbidopa/
levodopa) By B LFT o A RRAE R FRk1TY% -

11/25/2014

QO
s—“*-%

BREAEMIE/ZF A

e

#a A | B S HRIAEE , %(DMF - PIC/S GMP - i

WERET ~ O - BEREXRFXEE) BRFAETRERME
BB SEE AR EMETYZ " ZRBR ) (BAmty ~ BaE

BB #)
> EAREMEKRNTERLZBEE  BANEER LS
> AFIAEREZA—ERF (AR EHRE)

v RXEH

v BRBBERSELGEEHL

v LREER

11/25/2014 8




2014/11/25

KEEFRE2014/11/20E HESE R L2 » FEEEEEE o A EERE »

Fi%

,]]]1

B o EHATHRES| MMHBIEGN - 35 B1TRi e E & LIS ZERE 2 3F ]

VEEISE]L

L 7HRESBCHS PrEE ISk

A S500=7= A
f &% FREES'C

%%i%“ﬁﬁﬁ&iﬁ%ﬁ Bl 3T €32 AR & ARtk
AL RINBBERREE ) URITBFTOREULE
BRMBGERAEE > U B EREEERE > AR
ER¥ gtz Me too#k b 0 BE G EREBAZSBRAT
HERAZBERER  RETEHEMAXFAEZ IIEEN -

BN AEX P ATAAE mAKRE LN 22 45E K
BE O RALBRYZ HE A ELIBR A LT

22

> REEREEEI > FEG X —HFHAEAEERINR L 458/ M L& FRFR
BETRBELBIRETE -

> BABRANRESS
v HTAreportE &4 75 &% 45
GrasBR AR B A R B AR 9

Thank you for your
attention!
I n ﬂ % W F r
F |
. " |
: B SEYN
CARD gi?ﬁ%ﬁﬁﬁfa@ﬁf@ems

11/25/2014




