WHAT IS CLAIMED IS:

1. A pharmaceutical composition comprising a therapeutically effective
amount of extended release solifenacin, or a pharmaceutically acceptable salt thereof, and
a therapeutically effective amount of pilocarpine, or a pharmaceutically acceptable salt
thereof.

2. The composition of claim 1, wherein solifenacin, or a pharmaceutically
acceptable salt thereof, and pilocarpine, or a pharmaceutically acceptable salt thereof, are
together disposed in the same dosage form.

3. The composition of claim 1, wherein solifenacin, or a pharmaceutically
acceptable salt thereof, is present in a dose of between 0.1 mg to 50 mg.

4. The composition of claim 1, wherein solifenacin, or a pharmaceutically
acceptable salt thereof, is present in a dose selected from the group consisting of 1 mg, 2
mg, 3 mg, 4 mg, 5 mg, 6 mg, 7 mg, 8 mg, 10 mg, 12 mg, 14 mg, 16 mg, or 20 mg.

5. The composition of claim 1, wherein pilocarpine, or a pharmaceutically
acceptable salt thereof, is present in a dose of between 0.1 mg to 50 mg.

6. The composition of claim 1, wherein pilocarpine, or a pharmaceutically
acceptable salt thereof, is present in a dose selected from the group consisting of 1 mg, 2
mg, 3 mg, 4 mg, or 4.5 mg, 5 mg, 5.5 mg, 6 mg, 6.5 mg, 7 mg, 7.5 mg, § mg, 8.5 mg, 9
mg, 9.5 mg, 10 mg, 10.5 mg, 11 mg, 11.5 mg, 12 mg, 13 mg, and 15 mg.

/A The composition of claim 1, further comprising a pharmaceutically
acceptable carrier, diluent, or excipient.

8. Use of a therapeutically effective amount of extended release solifenacin,
or a pharmaceutically acceptable salt thereof, and a therapeutically effective amount of
pilocarpine, or a pharmaceutically acceptable salt thereof, in the manufacture of a
medicament for treating a patient suffering from overactive bladder.

9. The use of claim 8, wherein solifenacin, or a pharmaceutically acceptable
salt thereof, and pilocarpine, or a pharmaceutically acceptable salt thereof, are together
disposed in the same dosage form.

10..  The use of claim 8, wherein solifenacin, or a pharmaceutically acceptable
salt thereof, and pilocarpine, or a pharmaceutically acceptable salt thereof, are

administered separately.
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11.  The use of claim 8, wherein solifenacin, or a pharmaceutically acceptable
salt thereof, is present in a dose of between 0.1 mg to 50 mg.

12.  The use of claim 8, wherein solifenacin, or a pharmaceutically acceptable
salt thereof, is present in a dose selected from the group consisting of 1 mg, 2 mg, 3 mg, 4
mg, 5 mg, 6 mg, 7 mg, 8 mg, 10 mg, 12 mg, 14 mg, 15 mg, 16 mg, or 20 mg.

13.  The use of claim 8, wherein pilocarpine, or a pharmaceutically acceptable
salt thereof, is present in a dose of between 0.1 mg to 50 mg.

14.  The use of claim 8, wherein pilocarpine, or a pharmaceutically acceptable
salt thereof, is present in a dose selected from the group consisting of 1 mg, 2 mg, 3 mg, 4
mg, or 4.5 mg, 5 mg, 5.5 mg, 6 mg, 6.5 mg, 7 mg, 7.5 mg, 8 mg, 8.5 mg, 9 mg, 9.5 mg, 10
mg, 10.5 mg, 11 mg, 11.5 mg, 12 mg, 13 mg, and 15 mg.

15.  Use of a therapeutically effective amount of extended release solifenacin,
or a pharmaceutically acceptable salt thereof, and a therapeutically effective amount of
pilocarpine, or a pharmaceutically acceptable salt thereof, in the manufacture of a
medicament for alleviating a side effect of treatment for overactive bladder in a patient
suffering therefrom.

16. The use of claim 15, wherein solifenacin, or a pharmaceutically acceptable
salt thereof, and pilocarpine, or a pharmaceutically acceptable salt thereof, are together
disposed in the same dosage form.

17. The use of claim 15, wherein solifenacin, or a pharmaceutically acceptable
salt thereof, is present in a dose of between 0.1 mg to 50 mg.

18.  The use of claim 15, wherein solifenacin, or a pharmaceutically acceptable
salt thereof, is present in a dose selected from the group consisting of 1 mg, 2 mg, 3 mg, 4
mg, 5 mg, 6 mg, 7 mg, 8 mg, 10 mg, 12 mg, 14 mg, 15 mg, 16 mg, or 20 mg.

19. The use of claim 15, wherein pilocarpine, or a pharmaceutically acceptable
salt thereof, is present in a dose of between 0.1 mg to 50 mg.

20. The use of claim 15, wherein pilocarpine, or a pharmaceutically acceptable
salt thereof, is present in a dose selected from the group consisting of 1 mg, 2 mg, 3 mg, 4
mg,.or.4.5 mg, 5 mg, 5.5 mg, 6 mg, 6.5 mg, 7 mg, 7.5 mg, 8.mg, 8.5 mg, 9 mg, 9.5 mg, 10
mg, 10.5 mg, 11 mg, 11.5 mg, 12 mg, 13 mg, and 15 mg.

-2] -



/

WO 2012/154774 PCT/USZOI%S‘?OUG
/

/

WHAT IS CLAIMED IS: /

1. A pharmaceutical composition comprising a therapeuticglly effective
amount of extended release solifenacin, or a pharmaceutically acceptable :a}/lrli. thereof, and
a therapeutically effective amount of pilocarpine, or a p]mrmacmuicall)/ acceptable salt
thereof. /

2. The composition of claim 1, wherein solifenacin, ()r,/;l pharmaccutically
acceptable salt thereof, and pilocarpine, or a pharmaceutically acceptable salt thereof, are
together disposed in the same dosage form. /

3. The composition of claim 1, wherein soli['cnaciﬂju(1 or a pharmaceutically
acceptable salt thereof, is present in a dose of between 0.1 mg {?( 50 mg.

4. The composition of claim 1, wherein solifenacin, or a pharmaceutically
acceptable salt thereof, is present in a dose sclected from llz‘group consisting of 1 mg, 2
mg, 3 mg, 4 mg, 5 mg, 6 mg, 7 mg, 8 mg, 10 mg, 12 mg, 1«;(mg, 16 mg, or 20 mg.

S. The composition of claim 1, wherein |ii/(vcarpinc. or a pharmaceutically
acceptable salt thereof, is present in a dose of between ().1 mg to 50 mg.

6. The composition of claim 1, whereilyfpilocaxpine, or a pharmaceulically
acceptable salt thereof, is present in a dose selected ffrom the group consisting of 1 mg, 2
mg, 3 mg, 4 mg, or 4.5 mg, 5 mg, 5.5 mg, 6 mg, 6.5 mg, 7 mg, 7.5 mg, 8 mg, 8.5 mg, 9
mg, 9.5 mg, 10 mg, 10.5 mg, 11 mg, 11.5 mg, 12/mg, 13 mg, and 15 mg.

7. The composition of claim 1,{,/furlher comprising a pharmaceutically
acceptable carrier, diluent, or excipient. ‘,/

8. A method of treating a pa}ﬁ::m suffering from overactive bladder, the
method comprising Jf

identifying a patient in need lhcrc,(;l', and

administering to the patient a lhérapculically effective amount of extended release

solifenacin, or a pharmaceuti¢ally acceptable salt thereof, and a therapeutically

effective amount of pilocarpihe, or a pharmaceutically acceptable salt thereof.

9. The method of cfaim 8, wherein solifenacin, or a pharmaceutically
acceptable salt thereof, and pilog‘irpinc, or a pharmaceutically acceptable salt thereof, are
together disposed in the same (%sage form.

10. The method 6f claim 8, wherein solifenacin, or a pharmaceutically
acceptable salt thereof, and pilocarpine, or a pharmaceutically acceptable salt thereof, are

administered separately.

/
/

/-



/

/
WO 2012/154774 PCT/US2012/037006
11.  The method of claim 8, wherein solifenacin, or a plfarmaceutically

acceptable salt thereof, is present in a dose of between 0.1 mg to 50 mg.

12. The method of claim 8, wherein solifenacin, or a /[‘mlmrmat:uu!ica}ly
acceptable salt thereof, is present in a dose selected from the group cynsisling of 1 mg, 2
mg, 3 mg, 4 mg, 5 mg, 6 mg, 7 mg, 8 mg, 10 mg, 12 mg, 14 mg, 15 nig, 16 mg, or 20 mg.

13.  The method of claim 8, whercin pilocarpine, ¢r a pharmaccutically
acceptable salt thereof, is present in a dose of between 0.1 mg to 5f) mg.

14.  The method of claim 8, wherein pi]ocarpinu% or a pharmaccutically
acceptable salt thereof, is present in a dose selected from the g‘mup consisting of 1 mg, 2
mg, 3 mg, 4 mg, or 4.5 mg, 5 mg, 5.5 mg, 6 mg, 6.5 mg, 7 }&;g 7.5 mg, 8 mg, 8.5 mg, 9
mg, 9.5 mg, 10 mg, 10.5 mg, 11 mg, 11.5 mg, 12 mg, 13 m?’,l and 15 mg.

15. A method of alleviating a side effcct of Ll‘C}I’menL for overactive bladder in
a patient suffering therefrom, the method comprising !,f'
identifying a patient in need thereof, and ,f’

administering to the patient a therapeutically ?H’eclive amount of extended release
solifenacin, or a pharmaceulically acceptable salt U{;furt:()f, and a therapeutically effeclive
amount of pilocarpine, or a pharmaceutically accc;ﬂable salt thereof.

16.  ‘The method of claim 15, whm}éin solifenacin, or a pharmaceutically
acceptable salt thereof, and pilocarpine, or a pt}f;nnaccmically acceptable salt thereof, are
together disposed in the same dosage form. !r'{

17.  The method of claim 15, r,&’hcrcin solifenacin, or a pharmaceutically
acceptable salt thereof, is present in a dose .f between 0.1 mg to 50 mg.

18.  The method of claim 13, wherein solifenacin, or a pharmaceutically
acceptable salt thereof, is present in a (JJ_.('JSC selected from (he group consisting of 1 mg, 2
mg, 3 mg, 4 mg, 5 mg, 6 mg, 7 mg, 8 t){g. 10 mg, 12 mg, 14 mg, 15 mg, 16 mg, or 20 mg.

19. The method of C]aiij‘l 15, wherein pilocarpine, or a pharmaceutically
acceptable salt thereof, is present m/.; dose of between 0.1 mg to 50 mg.

20.  The method of ¢ ’zli.ll'l 15, wherein pilocarpine, or a pharmaceutically
acceptable salt thereof, is prcscl}’[ in a dose selected from the group consisting of 1 mg, 2
mg, 3 mg, 4 mg, or 4.5 mg, 5 ;ilal.g, 5.5 mg, 6 mg, 6.5 mg, 7 mg, 7.5 mg, 8 mg, 8.5 mg, 9
mg, 9.5 mg, 10 mg, 10.5 mg./ 1 mg, 11.5 mg, 12 mg, 13 mg, and 15 mg.
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