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WHAT IS CLAIMED IS:

1. A method for reducing frequency of urination in a subject, comprising:

administering to a subject in need thereof an effective amount of one or more
algesic agents and an effective amount of tadalafil.
2. The method of Claim 1, wherein said one or more analgesic agents are formulated

for exnded release and wherein said tadalafi! is formulated for immediate release.

administerl\g to a subject in need thereof a pharmaceutical composition comprising:

an active ingrddient comprising one or more analgesic agents in an amount of 1-2000
mg per agent; and

an inhibitor of phoshiodiesterase type 5 (PDE 5 inhibitor),

wherein said one or mde analgesic agents are selected from the group consisting of
aspirin, ibuprofen, naproxen, napNxen sodium, indomethacin, nabumetone, and
acetaminophen.

5. The method of Claim 4, wheXin said pharmaceutical composition is coated with
an enteric coating,

6. The method of Claim 4, wherein st\d pharmaceutical composition is formulated
for extended release, characterized by a two-pha¥ release profile in which 20-60% of said .
active ingredient is released within two hours of adMinistration and remainder of said active
ingredient is released continuously over a period of 2-N hours.

7. The method of Claim 6, wherein said pharmacytical composition is coated with
an enteric coating.

8. The method of Claim 4, wherein said one or more an\gesic agents comprises
acetaminophen.

9. The method of Claim 4, wherein said active ingredient further comprises an
additional agent selected from the group consisting of antimuscarinic agdgts, antidiuretics,
spasmolytics and zolpidem.

10. The method of Claim 4, wherein said PDE 5 inhibitor is tadalafil.

11. A method for reducing the frequency of urination in a subject, compri\ng:

administering to a subject in need thereof a pharmaceutical composition compising:

a first active ingredient comprising one or more analgesic agents and tadalafil; a
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a second active ingredient comprising one or more agents selected from the group
consisting of analgesic agents, antimuscarinic agents, antidiuretics, spasmolytics, PDE 5
inhibitors and zolpidem,

wherein said first active ingredient is formulated for immediate release and wherein
ccond active ingredient is formulated for extended release.

2. The method of Claim 11, wherein said pharmaceutical composition is further

a PDE 5 inhibitoNand
a pharmaceutically &ceptable carrier.
16. The pharmaceutical compdgition of Claim 15, wherein said one or more analgesic

agents are formulated for extended-releasg and wherein said PDE 5 inhibitor is formulated

for immediate-release.

laim 15, wherein said one or more analgesic

in said PDE 5 inhibitor is formulated for

17. The pharmaceutical composition o
agents are formulated for delayed-release and whe
immediate-releasc.

18. The pharmaceutical composition of Claim 13\wherein said one or more analgesic
agents and said PDE 5 inhibitor are formulated for extended\elease over a period of 2-12
hours,
aid PDE 5 inhibitor and

r immediate release,

19. The pharmaceutical composition of Claim 15, wherei
20-60% of each of said one or more analgesic agents are formulated
and wherein remainder of each of said one or more analgesic agents is ulated for
extended release.

20. The pharmaceutical composition of Claim 19, wherein said phafm eutical

composition is further coated with an enteric coating.
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AMENDED CLAIMS
received by the International Bureau on 31 December 2013 (31.12.2013)

1. Use of a pharmaceuticzl composition for reducing frequency of urination in a
ject in need thereof, said pharmaceutical composition comprising:

an effective amount of one or more analgesic agents and an effective amount of

2. Xhe use of Claim 1, wherein said one or more analgesic agents are formulated for
extended rele€se and wherein said tadalafil is formulated for immediate release.
3. The
delayed release an
4. Use of aph

subject in need thereof, s\d pharmaceutical composition comprising:

of Claim 1, wherein said one or more analgesic agents are formulated for
herein said tadalafil is formulated for immediate release.
aceutical composition for reducing frequency of urination in a
an active ingredient dpmprising one or more analgesic agents in an amount of 1-2000
mg per agent; and
an inhibitor of phosphodieNerase type 5 (PDE 5 inhibitor),
wherein said one or more ana¥gesic agents are selected from the group consisting of
aspirin, ibuprofen, naproxen, naproxen 3dium, indomethacin, nabumetone, and
acetaminophen.
5. The use of Claim 4, wherein sajd pNarmaceutical composition is coated with an
enteric coating.
6. The use of Claim 4, wherein said pharmaggutical composition is formulated for
extended release, characterized by a two-phase releasegrofile in which 20-60% of said active
ingredient is released within two hours of administration 3gd remainder of said active
ingredient is released continuously over a period of 2-12 ho
7. The use of Claim 6, wherein said pharmaceutical corNposition is coated with an
enteric coating,
8. The use of Claim 4, wherein said one or more analgesic agdgts comprises
acetaminophen. '
9. The use of Claim 4, wherein said active ingredient further compres an additional
agent selected from the group consisting of antimuscarinic agents, ziﬁtidiuretic spasmolytics
and zolpidem.
10. The use of Claim 4, wherein said PDE 5 inhibitor is tadalafil.
11. Use of a pharmaceutical composition for reducing frequency of urination in
subject in need thereof, said pharmaceutical composition comprising:

a first active ingredient comprising one or more analgesic agents and tadalafil; and
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a second active ingredient comprising one or more agents selected from the group
onsisting of analgesic agents, antimuscarinic agents, antidiuretics, spasmolytics, PDE 5
injbitors and zolpidem,

wherein said first active ingredient is formulated for immediate release and wherein
said sechpd active ingredient is formulated for extended release.

12.\Jhe use of Claim 11, wherein said pharmaceutical composition is further coated
with an enterizcoating.

13. The e of Claim 11, wherein said first active ingredient comprises
acetaminophen.

14. The use of §laim 11, wherein said first active ingredient further comprises an
antimuscarinic agent, an agtidiuretic, a spasmolytic or zolpidem.

15. A pharmaceuticaNgorposition for reducing frequency of urination, comprising:

one or more analgesic agguts;

a PDE 5 inhibitor; and

- pharmaceutically acceptable Warrier,

wherein said pharmaceutical comMpsition is formulated in a manner selected from the
group consisting of: a) said one or more analgesic agents are formulated for extended-release
and wherein said PDE 5 inhibitor is formulatedor immediate-release, b) said one or more
analgesic agents are formulated for delayed-releas®\and wherein said PDE 5 inhibitor is
formulated for immediate-release, c) said one or mord\analgesic agents and said PDE 5
inhibitor are formulated for extended release over a peridd of 2-12 hours, and d) said PDE 5
inhibitor and 20-60% of each of said cne or more analgesicgents are formulated for
immediate release, and wherein remainder of each of said one'y more analgesic agents is
formulated for extended release.

16. The pharmaceutical composition of Claim 135, wherein s&d one or more analgesic
agents are formulated for extended-release and wherein said PDE 5 inhNitor is formulated
for immediate-release.

17. The pharmaceutical composition of Claim 15, wherein said one ofpore analgesic
agents are formulated for delayed-release and wherein said PDE 5 inhibitor is for)gulated for
immediate-release.

18. The pharmaceutical composition of Claim 15, wherein said one or more anMgesic
agents and said PDE 5 inhibitor are formulated for extended release over a period of 2-12

hours.
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19. The pharmaceutical composition of Claim 15, wherein said PDE 5 inhibitor and 20-
6090of each of said one or more analgesic agents are formulated for immediate release, and

wherel\remainder of each of said one or more analgesic agents is formulated for extended

release.
20. 'Ne pharmaceutical composition of Claim 15, wherein said pharmaceutical

composition is er coated with an enteric coating.
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WHAT IS CLAIMED IS:
[. The use of a pharmaceutical composition comprising an effective amount of one or
more analgesic agents and an effective amount of tadalafil, in the manufacture of a

medicament for reducing frequency of urination

2. The use of the pharmaceutical composition of Claim 1, wherein said
pharmaceutical composition is formulated for immediate release, delayed release, extended

release or combinations thereof.

3. The use of the pharmaceutical composition of Claim 1, wherein said one or more
analgesic agents are formulated for extended release and wherein said tadalafil is formulated

for immediate release.

4. The use of the pharmaceutical composition of Claim 1, wherein said one or more
analgesic agents are formulated for delayed release and wherein said tadalafil is formulated

for immediate release.

5. The use of the pharmaceutical composition of any one of Claims 1-4, wherein

said one or more analgesic agents comprises acetaminophen.

6. The use of the pharmaceutical composition of Claim 5, wherein said one or more

analgesic agents comprises acetaminophenin in an amount of 1-2000 mg.

7. The use of the pharmaceutical composition of any one of Claims 1-6, wherein
said pharmaceutical composition further comprises an additional agent selected from the

group consisting of antimuscarinic agents, antidiuretics, spasmolytics and zolpidem.

8. The use of a pharmaceutical composition comprising:

an active ingredient comprising:
one or more analgesic agents in an amount of 1-2000 mg per agent; and
an 1nhibitor of phosphodiesterase type 5 (PDE 5 inhibitor),
wherein said one or more analgesic agents are selected from the group

consisting of aspirin, ibuprofen, naproxen, naproxen sodium, indomethacin,

57




nabumetone, and acetaminophen, in the manufacture of a medicament for reducing

frequency of urination.

9. The vse of the pharmaceutical composition of Claim 8, wherein said
pharmaceutical composition is formulated for immediate release, delayed release, extended

release or combinations thereof,

10. The use of the pharmaceutical composition of Claim 8, wherein said

pharmaceutical composition is formulated for delayed release.

11. The use of the pharmaceutical composition of Claim 8, wherein said

pharmaceutical composition is formulated for extended release.

12. The use of the pharmaceutical composition of one of Claims 8-11, wherein said

one or more analgesic agents comprises acetaminophen.

13. The use of the pharmaceutical composition of any one of Claims 8-12, wherein
said active ingredient further comprises an additional agent selected from the group

consisting of antimuscarinic agents, antidiuretics, spasmolytics and zolpidem.

14. The use of the pharmaceutical composition of any one of Claims 8-13, wherein

said PDE 5 inhibitor is tadalafil.

15. A pharmaceutical composition for reducing frequency of urination, comprising:
one or more analgesic agents;
a PDE 5 inhibitor; and
a pharmaceutically acceptable carrier,
wherein said pharmaceutical composition is formulated in a manner selected from the
group consisting of’ a) said one or more analgesic agents are formulated for extended-release
and wherein said PDE 5 inhibitor is formulated for immediate-release, b) said one or more
analgesic agents are formulated for delayed-release and wherein said PDE 5 inhibitor is
formulated for immediate-release, c) said one or more analgesic agents and said PDE 5
inhibitor are formulated for extended release over a period of 2-12 hours, and d) said PDE 5

inhibitor and 20-60% of each of said one or more analgesic agents are formulated for
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immediate release, and wherein remainder of each of said one or more analgesic agents is

formulated for extended release.

16. The pharmaceutical composition of Claim 15, wherein said one or more analgesic
agents are formulated for extended-release and wherein said PDE 5 inhibitor is formulated

for immediate-release.

17. The pharmaceutical composition of Claim 15, wherein said one or more analgesic
agents are formulated for delayed-release and wherein said PDE 5 inhibitor is formulated for

immediate-release.

18. The pharmaceutical composition of Claim 15, wherein said one or more analgesic
agents and said PDE 5 inhibitor are formulated for extended release over a period of 2-12

hours.

19. The pharmaceutical composition of Claim 15, wherein said PDE 5 inhibitor and
20-60% of each of said one or more analgesic agents are formulated for immediate release,
and wherein remainder of each of said one or more analgesic agents is formulated for

extended release.

20. The pharmaceutical composition of Claim 15, wherein said pharmaceutical

composition is further coated with an enteric coating.

21. The use of the pharmaceutical composition of any one of Claims 1, wherein said

pharmaceutical composition is in a liquid or solid formulation.

22. The pharmaceutical composition of Claim 15, wherein said pharmaceutical

composition is in a liquid or solid formulation.
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