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WHAT IS CLAIMED IS: 

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

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

an active ingredient comprising one or more analgesic agents in an amount of 50-401 

mg per agent, wherein said one or more analgesic agents are selected from the group 

consisting of aspirin, ibuprofen, naproxen, naproxen sodium, indomethacin, nabumet. e, and 

acetaminophen, 

wherein said pharmaceutical composition is formulated for extended-rel,  :se such that 

said active ingredient is released continuously over a period of 5-24 hours. 

2. The method of Claim 1, wherein said one or more analgesic a• - is comprises 

acetaminophen. 

3. The method of Claim 1, wherein said active ingredient 	her comprises an 

antimuscarinic agent. 

4. The method of Claim 1, wherein said active ingre I 	nt further comprises an 

antidiuretic agent. 

5. The method of Claim 1, wherein said active 	gredient further comprises a 

spasmolytic. 

6. The method of Claim 1, wherein said - tive ingredient further comprises zolpidem. 

7. The method of Claim 1, wherein s. i an active ingredient further comprises two 

additional agents selected from the group 	•nsisting of an antimuscarinic agent, an 

antidiuretic agent, a spasmolytic and zo • idern. 

8. The method of Claim 1, 	erein said pharmaceutical composition is formulated 

for extended-release such that sa . active ingredient is released continuously over a period of 

5-8 hours. 

9. The method of 	aim 1, wherein said pharmaceutical composition is formulated 

for extended-release su 	that said active ingredient is released continuously over a period of 

8-16 hours. 

10. The ►  - thod of Claim 1, wherein said pharmaceutical composition is fbrmulated 

for extended-r= ease such that said active ingredient is released continuously over a period of 

16-24 hour- 

. The method of Claim 1, wherein said subject is a mammal. 

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

administering to a subject in need thereof a pharmaceutical composition comprising: 
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an active ingredient comprising one or more analgesic agents in an amount of 50-400 

mg per agent, wherein said one or more analgesic agents are selected from the group 

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

acetaminophen, 

wherein said pharmaceutical composition is formulated for extended release, 

characterized by a two-phase release profile in which 20-60% of said active ingredien 

released within two hours of administration and remainder of said active ingredien 	s  

released continuously over a period of 5-24 hours. 

and 

13. The method of Claim 12, wherein said one or more analgesic ag- 	s comprises 

acetaminophen. 

14. The method of Claim 12, wherein said active ingredient fu r er comprises an 

antimuscarinic agent. 

15. The method of Claim 12, wherein said active ingred.' t further comprises an 

antidiuretic agent. 

16. The method of Claim 12, wherein said active i 	,redient further comprises a 

spasmolytic. 

17. The method of Claim 12, wherein said a,  we ingredient further comprises 

zolpidem. 

18. The method of Claim 12, wherein .. id an active ingredient further comprises two 

additional agents selected from the group 	., sisting of an antimuscarinic agent, an 

antidiuretic agent, a spasmolytic and zo ildem. 

19. The method of Claim 12 	herein said remainder of said active ingredient is 

released continuously over a peri. • of 5-8 hours. 

20. The method of Cl. 	12, wherein said remainder of said active ingredient is 

released continuously over 	period of 8-16 hours. 

21. The method if Claim 12, wherein said remainder of said active ingredient is 

released continuous) 	over a period of 16-24 hours. 

22. A me 	od for reducing the frequency of urination in a subject, comprising: 

admini • ering to a subject in need thereof an effective amount of botulinum toxin, 

wherein sat ,  lotulinum toxin is administered by injection into a bladder muscle; and 

• .11y administering to said subject a pharmaceutical composition comprising: 

an active ingredient comprising one or more analgesic agents in a total amount of 50- 

40. mg per agent, wherein said one or more analgesic agents are selected from the group 
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consisting of aspirin, ibuprofen, naproxen, naproxen sodium, indomethacin, nabumetone, and 

acetaminophen, 

wherein said pharmaceutical composition is formulated for extended-release. 

23. The method of Claim 22, wherein said botulinum toxin is administered every 3 o• 

4 months and wherein said pharmaceutical composition is administered every day. 

24. The method of Claim 22, wherein said active ingredient comprising one or 	ore 

analgesic agents in an amount of 50-400 mg per agent and wherein said pharrnaceu 	al 

composition is formulated for extended release such that said active ingredient i 	eleased 

continuously over a period of 5-16 hours. 

25. The method of Claim 22, wherein said active ingredient comp - ing one or more 

analgesic agents in an amount of 50-400 mg per agent and wherein sat. •harmaceutical 

composition is formulated for extended release such that said active 	gredient is released 

continuously over a period of 16-24 hours. 

26. The method of Claim 22, wherein said active ingr; 4 tent comprising one or more 

analgesic agents in an amount of 50-400 mg per agent and 	herein said pharmaceutical 

composition is formulated for a two-phase, extended-re 	ase such that 20-60% of said active 

ingredient is released within two hours of administra on and remainder of said active 

ingredient is released continuously over a period • 	5-8 hours. 

27. The method of Claim 22, wherein -. id active ingredient comprising one or more 

analgesic agents in an amount of 50-400 m., per agent and wherein said pharmaceutical 

composition is formulated for a two-ph.. , extended-release such that 20-60% of said active 

ingredient is released within two hou -. of administration and remainder of said active 

ingredient is released continuousl 	over a period of 8-16 hours. 

28. The method of Cla. 	22, wherein said active ingredient comprising one or more 

analgesic agents in an amot t of 50-400 mg per agent and wherein said pharmaceutical 

composition is formulat -  • for extended release, characterized by a two-phase release profile 

in which 20-60% of 	d active ingredient is released within two hours of administration and 

remainder of said , tive ingredient is released continuously over a period of 16-24 hours. 

29. The 	ethod of Claim 22, wherein said one or more analgesic agents comprises 

acetaminop e • n. 

3#. The method of Claim 22, wherein said active ingredient further comprises an 

antim 	carinic agent. 

31. The method of Claim 22, wherein said active ingredient further comprises an 

intidiuretic agent. 
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32. The method of Claim 22, wherein said active ingredient further comprises a 

spasmolytic. 

33. The method of Claim 22, wherein said active ingredient further comprises 

zolpidem. 

34. The method of Claim 22, wherein said an active ingredient further comprises • . 

additional agents selected from the group consisting of an antimuscarinic agent, an 

antidiuretic agent, a spasmolytic and zolpidem. 

35. A method for reducing the frequency of urination, comprising: 

administering to a subject in need thereof an effective amount of one '. more 

analgesic agents and an effective amount of zolpidem. 

36. The method of Claim 35, wherein said one or more analge• c agents are 

formulated for extended release and wherein said zolpidem is form 	ated for immediate 

release. 

37. The method of Claim 36, wherein said one or mo- analgesic agents are 

formulated for extended release such that said one or mor: •nalgesic agents are released 

continuously over a period of 5-24 hours. 

38. The method of Claim 36, wherein said • e or more analgesic agents are 

formulated for extended release, characterized b 	a two-phase release profile in which 20- 

60% of said one or more analgesic agents are eleased within two hours of administration and 

remainder of said one or more analgesic a -nts are released continuously over a period of 5- 

24 hours. 

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

administering to said sub' et a pharmaceutical composition comprising: 

one or more analgesic • gents; and 

an antidiuretic, 

wherein said o ' or more analgesic agents are formulated for delayed release and 

wherein said antidi 	-tic is formulated for immediate release. 

40. The 1 ethod of Claim 39, wherein said pharmaceutical composition further 

comprises an 	i ditional agent selected from the group consisting of an antimuscarinic agent, 

a spasmol 	me and zolpidem, wherein said additional agent is formulated for delayed release. 

i . A pharmaceutical composition, comprising: 

an active ingredient comprising one or more analgesic agents in a total amount of 50- 

' 10 mg; 

zolpidem; and 

63 



WO 2013/142197 
	

PCT/US2013/030901 

a pharmaceutically acceptable carrier. 

42. The pharmaceutical composition of Claim 41, wherein said one or more analgesic 

agents are formulated for extended release and wherein said zolpidem is formulated for 

immediate release. 

43. The pharmaceutical composition of Claim 42, wherein said active ingredient 

comprising one or more analgesic agents in an amount of 50-400 mg per agent and MI; ein 

said one or more analgesic agents are formulated for extended release such that sal. •ne or 

more analgesic agents are released continuously over a period of 5-24 hours. 

44. The pharmaceutical composition of Claim 42, wherein said activ- ngredient 

comprising one or more analgesic agents in an amount of 50-400 mg per ay nt and wherein 

said one or more analgesic agents are formulated for extended release, 	aracterized by a 

two-phase release profile in which 20-60% of said one or more anal,  sic agents are released 

within two hours of administration and remainder of said one or 	ore analgesic agents are 

released continuously over a period of 5-24 hours. 

45. A pharmaceutical composition, comprising, 

one or more analgesic agents; and 

an antidiuretic, 

wherein said one or more analgesic agent , re formulated for delayed release and 

wherein said antidiuretic is formulated for im 	diate release. 

46. The pharmaceutical compositio 	. f Claim 45, wherein said pharmaceutical 

composition further comprises an additi• al agent selected from the group consisting of an 

antimuscarinic agent, a spasmolytic . d zolpidem, wherein said additional agent is 

formulated for delayed release. 
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CLAIMS 

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

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

an effective amount of an active ingredient comprising zolpidem and one or more 

analgesic agents. 

2. The method of Claim 1, wherein said active ingredient further comprises an additional 

agent selected from the group consisting of antimuscarinic agents, antidiuretic agents, and 

spasmolytics. 

3. The method of Claim 1 or 2, wherein said pharmaceutical composition is formulated 

for immediate release, delayed release, extended release or combinations thereof. 

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

extended release and wherein said zolpidem is formulated for immediate release. 

5. The method of Claim 4, wherein said one or more analgesic agents are formulated for 

delayed release and wherein said zolpidem is formulated for immediate release. 

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

administering to a subject in need thereof an effective amount of botulinum toxin, 

wherein said botulinum toxin is administered by injection into a bladder muscle. 

7. The method of Claim 6, further comprising: 

administering to said subject a pharmaceutical composition comprising: 

an effective amount of an active ingredient comprising one or more analgesic agents. 

8. The method of Claim 7, wherein said one or more analgesic agents are selected from 

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

nabumetone, and acetaminophen. 
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9. The method of Claim 7 or 8, wherein said active ingredient further comprises an 

additional agent selected from the group consisting of antimuscarinic agents, antidiuretic agents, 

spasmolytics and zolpidem. 

10. The method of any one of Claims 7-9, wherein said pharmaceutical composition is 

formulated for immediate release, delayed release, extended release or combinations thereof. 

11. A pharmaceutical composition, comprising: 

an effective amount of an active ingredient comprising 

zolpidem; and 

one or more analgesic agents; and 

a pharmaceutically acceptable carrier. 

12. The pharmaceutical composition of Claim 11, wherein said active ingredient further 

comprises an additional agent selected from the group consisting of antimuscarinic agents, 

antidiuretic agents and spasmolytics. 

13. The method of Claim 11 or 12, wherein said pharmaceutical composition is 

formulated for immediate release, delayed release, extended release or combinations thereof. 

14. The pharmaceutical composition of any one of Claims 11-13, wherein said one or 

more analgesic agents are formulated for extended release and wherein said zolpidem is 

formulated for immediate release. 

15. The pharmaceutical composition of any one of Claims 11-13, wherein said one or 

more analgesic agents are formulated for delayed release and wherein said zolpidem is 

formulated for immediate release. 
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