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CLAIMS

What is claimed is:
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6. The formulation-of-claim-2-wherein-the-at-least ene-active-pharmaeeuticalHngredient
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H1. A formulation comprising:

(a) at least one active pharmaceutical ingredient wherein the at least one active

pharmaceutical ingredient comprises a compound of formula (I)
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(b) at least one solubilizer selected from medium-chain fatty acid triglycerides,

polyoxyethylated glycerides, a combination of medium-chain fatty acid mono- and
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diglycerides, and combinations thereof;,
(c) at least one surfactant which is polyoxyethylene sorbitan monooleate; and

(d) at least one stabilizer which is butylated hydroxytoluene.

122. The formulation of claim +4-1 wherein the at least one active pharmaceutical

ingredient is included in the range from about 1 to about 40% w/w.

133. The formulation of claim 141 wherein the at least one stabilizer is included in the

range from about 0.05 to about 0.2% w/w.

144. The formulation of claim 11 wherein the at least one solubilizer is medium-chain
fatty acid triglycerides and a combination of medium-chain fatty acid mono- and

diglycerides.

155. The formulation of claim 144 wherein the at least one solubilizer is included in the

range from about 10 to about 80% w/w.

166. The formulation of claim +55 wherein the at least one surfactant is included in the

range from about 15 to about 40% w/w.

177.  The formulation of claim H1 wherein the at least one solubilizer is polyoxyethylated

glycerides.

+88. The formulation of claim 77 wherein the at least one solubilizer is included in the

range from about 1 to about 80% w/w.

199. The formulation of claim +77 wherein the at least one surfactant is included in the

range from about 1 to about 40% w/w.







butylated-hydroxytoluene; butyl
and tert-butvlhydrequinene:

3010. A-method-ofadministering a formulation-comprising orally administering to-a-fasted
or-fed-mammalian-subjeet-a-The use of a formulation comprising Compound (I) having the

formula:

Cl

0,

in the manufacture of a drug orally administered to a fasted or fed mammalian subject to

provide a total blood plasma concentration profile of Compound (I), as measured by AUC at
24 hours after an initial dose of the composition, that is at least greater than about 50% of the
total blood plasma concentration as measured by AUC at 24 hours of an initial dose of an

orally administered solution comprising Compound ().

3111. The method-use of claim 3810, wherein the AUC is at least greater than about 60% of
the AUC at 24 hours of the solution when orally administered regardless if the subject is

fasted or fed.

3212. The method-use of claim 3610, wherein the AUC is at least greater than about 70% of
the AUC at 24 hours of the solution when orally administered regardless if the subject is

fasted or fed.



3313. The metheduse- of claim 3010, wherein the AUC is at least greater than about 80% of
the AUC at 24 hours of the solution when orally administered regardless if the subject is

fasted or fed.

3414. The use method-of claim 3010, wherein the AUC is at least greater than about 90% of
the AUC at 24 hours of the solution when orally administered regardless if the subject is
fasted or fed.

3515. The use methed-of claim -3010, wherein the formulation is in a form of a capsule.

3616. The method-use of claim 3610, wherein the formulation is in a form of a solubilized

capsule.
3717. A-method-ofadministering-a-formulation-comprising-orally-administering-to-a-fasted

mammalian-subject-the The use of a composition comprising Compound (I) having the

formula:

Cl

D,

in the manufacture of a drug orally administered to a fasted mammalian subject to provide a

blood plasma concentration profile after an initial dose of the composition with a Cmax of
Compound (I) after an initial dose of the composition that is at least greater than about 40%

of the Cmax of an orally administered solution comprising Compound (I).

3818. The method-use of claim 3717, wherein the Cmax of the composition is at least or

greater than about 50% of the Cmax of an orally administered solution.



3919. The methed-use of claim-3717, wherein the Cmax of the composition is at least or

greater than about 60% of the Cmax of an orally administered solution.
4020. The method-use of claim 3717, wherein the Tmax is at least about 3 hours.
4121. The methed-use of claim 3717, wherein the formulation is in a form of a capsule.

4222. The method-use of claim -3717, wherein the formulation is in a form of a solubilized

capsule.

4323. A-methodof-administering The use of an oral solid dosage composition comprising

orallv-administerineto-a-fasted-mammalian subie he-compeo on-comprising-at least one

poorly soluble active pharmaceutical ingredient in the manufacture of a drug orally

administered to a fasted mammalian subject to provide a total blood plasma concentration

profile as measured by AUC at 24 hours after an initial dose of the composition that is at least
greater than about 50% of the total blood plasma concentration as measured by AUC at 24
hours of an initial dose of an orally administered solution comprising the at least one active

pharmaceutical ingredient.

4424. The methed-use of claim 4323, wherein the active pharmaceutical ingredient exhibits
a significant food effect.

4525. The methed-use of claim 4323, wherein the at least one active pharmaceutical

ingredient is included in the range from about 0.1 to about 60% w/w.

4626. A-method-ofadministering The use of a formulation comprising-erally-administering
to-a-fasted-mammalian-subjeet-the formulation-eomprising Compound (I) having the formula
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in the manufacture of a drug orally administered to a fasted mammalian subject, and the

formulation has a fed to fasted ratio lower than at least about 2.

4727. The method-use of claim 4626, wherein the fed to fasted ratio is less than about 1.5.

4828. The method-use of claim 4626, wherein the fed to fasted ratio is less than about 1.0.

4929. The methed-use of claim 4626, wherein the fed to fasted ratio is less than about 0.75.

5030. The method-use of claim 4626, wherein the formulation is in a form of a capsule.

5131. The method-use of claim 4626, wherein the formulation is in a form of a solubilized

capsule.

5332. Use of a therapeutically effective amount of the formulation of claim 41 in the

manufacture of a medicament for treating an HCV infection.
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wherein-the-total-dose-of the-compound-of formula-(I)-administered-to-the-subject-is-about
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