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ADAMS RESPIRATORY THERAPEUTICS, INC. et al.,, v. PERRIGO
COMPANY, L. PERRIGO COMPANY et al. 2010-1246 (2010.08.05)

Key Word
ANDA

24. A modified release product having two portions, wherein a first portion
comprises a first quantity of guaifenesin in an immediate release form [*7] which
becomes fully bioavailable in the subject's stomach and a second portion comprises
a second quantity of guaifenesin in a sustained release form wherein the ratio of said
first quantity to said second quantity provides a Cmax in a human subject equivalent
to the Cmax obtained when the first of three doses of a standard immediate release
formulation having one third the amount of guaifenesin is dosed every four hours
over a 12 hour period and wherein said product also provides therapeutically
effective bioavailability for at least twelve hours after a single dose in a human
subject according to serum analysis.

34. The modified release product of claim 26 [which claims the modified release
product of claim 24 wherein the total quantity of guaifenesin is 600 mg] wherein the
Cmax of said product is at least 1000 ng/mL and said product has an AUCinf of at
least 3500 hr*ng/mL.

guanifenesin  AUC area under curve at least 3500hr*ng/mL
AUC 3493.38

3500
CAFC
Philips, 505 F.3d at 1378 Abbott, 287 F.3d at 1107-08 Jeneric/Pentron,
Inc. v. Diflon Co., 205 F.3d 1377, 1383

3493.38 3500
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SUN PHARMACEUTICAL v. ELI LILLY
2010-1105 (2010.7.28)

Key Word
ANDA

CAFC
patentably distinct
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