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1. 	A-pliar-maeentioal-ee-mpesition-eompris-inga-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 with solifcnaein in apatient: wherein the patient 

is to he administered with the pilocarpine, or a pharmaceutically acceptable salt thereof, about 2 

hours after the solifenacin. or its pharmaeetitically•acceptable salt thereof has been administe • 4. 

— 	 : 	;•It .e., 	 t 	a 	• - 	• 	• 	; 	: 	: 	; • 	• 	• 	- • 	; rr  '' 	The-eempesitiefv-ef-elaim-17-wheFe.  

I Iy 	 • 	: 	- -seed-in-the thefeofrand-p-iloeramineTm-a-phafmaceutica 	acceptollc snit-thereof:rare-to: 	. 

same-desage-ferm-: 

32. 	The eempesitionuse of claim 1, wherein solifenacin, or a pharmace 	cally acceptable salt 

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

4'3. 	The eempositionuse of claim 1, wherein solifenacin, or a pl . maceutically acceptable salt 

thereof, is present in a dose selected from the group consisting 	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. 

.5.1. 	The eem-positianuse of claim 1, wherein piloca .ine, or a pharmaceutically acceptable salt 

I
65. 

thereof, is present in a dose of between 0.1 mg to 5: mg. 

The eefnpositiefluse of claim 1, where' 	pilocarpine, or a pharmaceutically acceptable salt 

thereof, is present in a dose selected from 	e 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. 	g, 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. 
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7,— lie-eompositien-e 	1, further 	 t 	: 	le-ear-tier, 

diluent, or excipient. 

Use-cif-a-ther: 	 - - 	 :. 	:. 	z :. 	1 . 	.. 	t 	t 	,. 	: :. t-release-setifenacin, or a 
I

8. 

-: 	 • 	• - 	 or a ' .-L—: 	.:. 	,: 	:......: 	:. 2. 	; 	 : 	. 	 - ; 	y-effec4ive-ameu-Flt•-of-pii-eetupine, 

for treating a -eeptable-salt-thefen-the-manufaetore-a-a-nied-ieaffient 	 patient 

lit' - 	-"'-I 	tkse-ef--erlai-m-8Twherein-solifenaeinTer-et.i31+ar-niaceutieally-aeeeptable-salt-theFeofraniE1 
I -. 

earpinerer-a plfarmaeeugeally-aeeepfable-salt-theceef.Fare-tepther4.1ispesecl-in-the-safFEe-degage 

form. 

The 	 :, 	• 	- 	• 	 thal 	' 	t 	L 	 - : -10. 	use of claim 	1 	; 	. 	: 	1 	:1 	. 	 .. 	.1 ; 	• 	 . 

pi-leearpi-neror-a-pharmaceutically aeeeptablc sr-1 -thereof, aratixhi+i-Rister-ed--sepftrately: 



in 	 thereof, is 

1 

1 

I I . 	ill, este erf dein, 8, 	mplifenaein, ar-a-r.hertrieeetOies•I•iy-treecptfthle  3a-lt 

dose 	between 0.1 	to 50 present-in a 	of 	 mg 	mg. 

lw 	 it -12--- 	- 1 	use-of elaiiH-8Twherein-soli-l'enaein, or a pliarnirteeutiefiliy-aeeeptable-salt-thereof, 

- 	• • 	• 	 1 	 4 mg. 5 mg, 6-ing, 7 •rng7.-8 ' • pr- 	• 4 	4 	 4 	: 	e-greup oensisting of 	mg72-wig0-. mg, 

10 	• 	, 	. 	. 	••: mg, 	m , 	 . 	,. 	: 	; --29-rim: 

Theitse-g-olaim-kwherein-p 	• 	 - •• -- 	 • 	* table' salt-4heree I: 	: 	. 	; 	. 	. 	: 	. zr . 	. 	• 	: 4  
I

13. 

• • 	• 	- 	- 	• 	r 	•• . ; .1 	: 	: 	 : 0--50-Frig, 

The-use-ef-ekti - 	: 	 th- -of, is = 	: I arinaoeuti-eallyeeeeptable salt 
I

14. 

1-ing72-mg, 3 mg, 1 mg, or-4 	mg, 5 mg, 5.5 present-in-a-dese-seleoted4rom4he-grou-p-censisting of 

. 	9 	9.5 	10 	10.5g, I 	11.5 mg, 12 . 	• 	. 	.., 	mg, 	tug, 	mg, 	 rng, 

13 	15 

I
156. 

mg, 	mg, and 	mg. 

Use of a therapeutically effective amount of extended release so 	enacin, or a 

pharmaceutically acceptable salt thereof, and a therapeutically effe 	ye amount of pilocarpine, or a 

pharmaceutically acceptable salt thereof, in the manufacture of 	medicament for alleviating a dry  

mouth side effect of treatment for-overactive-blediterwith s* ifenacin in a patient suffering 

therefreni-whereirt the patient is to be administered wit 	is pilocarpine. or a pharmaceutically. 

acceptable salt thereof. about 2 hours after the soli 	mein. or a pharmaceutically acceptable salt 

thereof,. has been administered. 

IA- 	Tho 	 15, 	 • 	 wand  -- 	use of claim 	wher-eiri-sel" .1.• .. 	; 

• tliefeef-yafe-tegether-clisposed--in-the-satne-desage 
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188. 

pileoerpineror-orpharm: w , . 	=.1 	• — 	. . 	. 

form-, 

4.77. 	The use of claim 1 56 	herein solifenacin, or a pharmaceutically acceptable salt thereof, is 

present in a dose of betty= n 0.1 mg to 50 mg. 

The use of c 	m 156, wherein solifenacin, or a pharmaceutically acceptable salt thereof, is 

present in a do 	elected from the group consisting of 1 mg, 2 mg, 3 mg, 4 mg, 5 mg, 6 mg, 7 mg, 8 

mg, 10 mg, 	mg, 14 mg, 15 mg, 16 mg, or 20 mg. 

49!). 	' e use of claim I-52, wherein pilocarpine, or a pharmaceutically acceptable salt thereof, is 

pre • nt in a dose of between 0.1 mg to 50 mg. 

.:01 0. 	The use of claim 156, 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, 4.5 mg, 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. 



I I 	The use of elaim-k.whorein-tha4it 	I r: 	t •.•., t  • 	,.. •• 	t,  • •  oun-consisting-of-dry 

mouth, discomfort around the mouth, difficulty speaking secondary to dry mouth, difficulty chewing 

food secondary to dry mouth, and lack of quality of sleep, 

12. 	The use of claim 1, wherein the side effect is dry mouth. 



WHAT IS CLAIMED IS: 

1. 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 the treatment of 

overactive bladder in a patient; wherein the patient is to be administered with the pilocarpine, or a 

pharmaceutically acceptable salt thereof, about 2 hours after the solifenacin, or its pharmaceutically 

acceptable salt thereof has been administered. 

2. The use of claim 1, wherein the medicament is capable of alleviating an adverse symptom 

secondary to dry mouth resulting from treatment with solifenacin. 

3. The use of claim 2, wherein the adverse symptom secondary to dry mouth is selected from 

the group consisting of discomfort around the mouth, difficulty speaking, difficulty chewing food, 

and lack of quality of sleep. 

4. The use of any of claims 1-3, wherein solifenacin, or a pharmaceutically acceptable salt 

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

5. The use of any of claims 1-3, 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. 

6. The use of any of claims 1-3, wherein pilocarpine, or a pharmaceutically acceptable salt 

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

7. The use of any of claims 1-3, 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. 

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 alleviating a dry 

mouth side effect of treatment with solifenacin in a patient; wherein the patient is to be administered 

with the pilocarpine, or a pharmaceutically acceptable salt thereof, about 2 hours after the 

solifenacin, or a pharmaceutically acceptable salt thereof, has been administered. 

9. 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. 
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10.  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. 

11.  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. 

12.  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, 4.5 mg, 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. 
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