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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 

. i algesic agents and an effective amount of tadalafil. 

2. The method of Claim 1, wherein said one or more analgesic agents are formulated 

for ex 	ded release and wherein said tadalafil is formulated for immediate release. 

3. The method of Claim 1, wherein said one or more analgesic agents are formulated 

for delayed 	lease and wherein said tadalafil is formulated for immediate release. 

4. A m• 	od for reducing frequency of urination in a subject, comprising: 

administer • • to a subject in need thereof a pharmaceutical composition comprising: 

an active ingr,  • Tent comprising one or more analgesic agents in an amount of 1-2000 

mg per agent; and 

an inhibitor of phos. odiesterase type 5 (PDE 5 inhibitor), 

wherein said one or m. e analgesic agents are selected from the group consisting of 

aspirin, ibuprofen, naproxen, nap •xen sodium, indomethacin, nabumetone, and 

acetaminophen. 

5. The method of Claim 4, whe -in said pharmaceutical composition is coated with 

an enteric coating. 

6. The method of Claim 4, wherein s•'. 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 ad 	inistration and remainder of said active 

ingredient is released continuously over a period of 2- 	hours. 

7. The method of Claim 6, wherein said pharmac 	tical 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 M 	-r comprises an 

additional agent selected from the group consisting of antimuscarinic ag,  its, 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 corn . icing: 

a first active ingredient comprising one or more analgesic agents and tadalafil; a i 
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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 

sai. 	econd active ingredient is formulated for extended release. 

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

coated wi 	an enteric coating. 

13. - method of Claim 11, wherein said first active ingredient comprises 

acetaminophen. 

14. The me , od of Claim 11, wherein said first active ingredient further comprises an 

antimuscarinic agent, . i antidiuretic, a spasmolytic or zolpidem. 

15. A pharmaceu 	al composition, comprising: 

one or more a • Igesic agents; 

a PDE 5 inhibito 	and 

a pharmaceutically • ceptable carrier. 

16. The pharmaceutical composition of Claim 15, wherein said one or more analgesic 

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

for immediate-release. 

17. The pharmaceutical composition o 	laim 15, wherein said one or more analgesic 

agents are formulated for delayed-release and whe 	in said PDE 5 inhibitor is formulated for 

immediate-release. 

18. The pharmaceutical composition of Claim 1 	wherein said one or more analgesic 

agents and said PDE 5 inhibitor are formulated for extende. 	elease over a period of 2-12 

hours. 

19. The pharmaceutical composition of Claim 15, wherei 	aid PDE 5 inhibitor and 

20-60% of each of said one or more analgesic agents are formulated 	•r immediate release, 

and wherein remainder of each of said one or more analgesic agents is 1 	ulated for 

extended release. 

20. The pharmaceutical composition of Claim 19, wherein said pharm. 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 pharmaceutical composition for reducing frequency of urination in a 

s 6 I ect in need thereof, said pharmaceutical composition comprising: 

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

tadala 

2. ' he use of Claim 1, wherein said one or more analgesic agents are formulated for 

extended rele 	e and wherein said tadalafil is formulated for immediate release. 

3. The 	of Claim 1, wherein said one or more analgesic agents are formulated for 

delayed release an. 	herein said tadalafil is formulated for immediate release. 

4. Use of a ph 	aceutical composition for reducing frequency of urination in a 

subject in need thereof, s . 'd pharmaceutical composition comprising: 

an active ingredient • .mprising one or more analgesic agents in an amount of 1-2000 

mg per agent; and 

an inhibitor of phosphodie erase type 5 (PDE 5 inhibitor), 

wherein said one or more an 	esic agents are selected from the group consisting of 

aspirin, ibuprofen, naproxen, naproxen ' , dium, indomethacin, nabumetone, and 

acetaminophen. 

5. The use of Claim 4, wherein said p .rmaceutical composition is coated with an 

enteric coating. 

6. The use of Claim 4, wherein said pharm 	-utical composition is formulated for 

extended release, characterized by a two-phase release ‘roftle in which 20-60% of said active 

ingredient is released within two hours of administration 	Id remainder of said active 

ingredient is released continuously over a period of 2-12 ho 	. 

7. The use of Claim 6, wherein said pharmaceutical co 	losition is coated with an 

enteric coating. 

8. The use of Claim 4, wherein said one or more analgesic ag 	s comprises 

acetaminophen. 

9. The use of Claim 4, wherein said active ingredient further comp 	es an additional 

agent selected from the group consisting of antimuscarinic agents, antidiuretic 	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 

i 	bitors and zolpidem, 

wherein said first active ingredient is formulated for immediate release and wherein 

said sec 	d active ingredient is formulated for extended release. 

12. he use of Claim 11, wherein said pharmaceutical composition is further coated 

with an enter • coating. 

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

acetaminophen. 

14. The use of 	laim 11, wherein said first active ingredient further comprises an 

antimuscarinic agent, an a 	idiuretic, a spasmolytic or zolpidem. 

15. A pharmaceutica 	omposition for reducing frequency of urination, comprising: 

one or more analgesic a• nts; 

a PDE 5 inhibitor; and 

-a pharmaceutically acceptable 	ier, 

wherein said pharmaceutical com• •sition is formulated in a manner selected from the 

group consisting of: a) said one or more ana esic agents are formulated for extended-release 

and wherein said PDE 5 inhibitor is formula e• or 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 mon . algesic agents and said PDE 5 

inhibitor are formulated for extended release over a pen., of 2-12 hours, and d) said PDE 5 

inhibitor and 20-60% of each of said one or more analgesic 	ents are formulated for 

immediate release, and wherein remainder of each of said one 	more analgesic agents is 

formulated for extended release. 

16. The pharmaceutical composition of Claim 15, wherein s. 'd one or more analgesic 

agents are formulated for extended-release and wherein said PDE 5 inh itor is formulated 

for immediate-release. 

17. The pharmaceutical composition of Claim 15, wherein said one o 	ore analgesic 

agents are formulated for delayed-release and wherein said PDE 5 inhibitor is fo g Mated for 

immediate-release. 

18. The pharmaceutical composition of Claim 15, wherein said one or more an 	esic 

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- 

60 	of each of said one or more analgesic agents are formulated for immediate release, and 

wherei 	remainder of each of said one or more analgesic agents is 

release. 

20. e pharmaceutical composition of Claim 15, wherein 

composition is 	er coated with an enteric coating. 

formulated for extended 

said pharmaceutical 
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WHAT IS CLAIMED IS: 

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

frequency of urination. 

9. The use 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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