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Claims 

1. 	A liquid oral pharmaceutical composition comprising: 

i.) 	from about 0.1% to about 20% w/v polyvinylpyrrolidone- 

H.) 	from about 5% to about 70% w/v polyethylene glycol.  

5 Hi.) 	from about 1% to about 30% w/v propylene glycol• 

iv.) from about 1% to 10% w/v guaifenesin; and 

v.) from about 0.01% to about 1.0% w/v phenyl- shrine. 

2. 	The composition of claim 1, further comprising an a 	-tussive. 

10 

3. 	The composition of claim 2, wherein the anti-t.ssive is dextromethorphan. 

4. 	The composition of claim 1, wherein the 	omposition is a solution or a suspension. 

15 5. The composition of Claim 1, compr ing about 0.5% w/v polyvinylpyrrolidone. 

6. The composition of Claim 1, 	smprising about 10% w/v polyethylene glycol. 

7. The composition of Clai 	1, comprising about 10% w/v propylene glycol. 

20 

8. The composition o Claim 1, comprising about 4% w/v guaifenesin. 

9. The composi on of Claim 1, comprising about 0.10% w/v phenylephrine. 

25 10. The co 	position of Claim 1, comprising a flavorant. 

11.Te 	composition of Claim 1, wherein the composition comprises a ratio of the 

z  olyvinylpyrrolidone to the guaifenesin of 1:8 in the presence of the phenylephrine. 
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12. The composition of Claim 1, wherein the composition is visually free of guaif - 	esin 

precipitation for at least 62 days at 4°C. 

13. The liquid composition of Claim 1, comprising about 4% w/v guaifenz in and about 

5 0.10% w/v phenylephrine, wherein the composition is visually free of guaifenesin 

precipitation for 14 days at -20°C. 

14. The liquid composition of Claim 1, wherein the composing 	comprises about 4% w/v 

guaifenesin and about 0.10% w/v phenylephrine, abou less than 2% total 

0 phenylephrine degradants, as a percent weight ove weight phenylephrine, and 

about less than 2% loss of phenylephrine from th- initial total phenylephrine content, 

measured over a 3 month time period while stored at 40°C and 75% relative 

humidity. 

5 15.A liquid oral pharmaceutical compositio n comprising: 

vii.) about 0.2% w/v dextro 	ethorphan; 

viii.) about 4% w/v guai -nesin; 

ix.) about 0.1% w/v o enylephrine; 

x.) about 10% w/ 	propylene glycol; 

0 xi.) about 10% 	/v polyethylene glycol; and 

xii.) about 0.:% w/v polyvinylpyrrolidone 

16. The liquid composition of Claim 15, wherein the composition comprises about 4% 

w/v guaifene 	and about 0.10% w/v phenylephrine, and the composition is visually 

5 free of gua' enesin precipitation for 14 days at -20°C. 

17. The composition of Claim 15, wherein the composition is visually free of guaifenesin 

pr- ipitation for at least 62 days at 4°C. 

0 The liquid oral pharmaceutical composition of Claim 15, wherein the composition 

comprises about less than 2% total phenylephrine degradants, as a percent weight 
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over weight phenylephrine, and about less than 2% loss of phenylephrine fro 	the 

initial total phenylephrine content, measured over a 3 month time period wile stored 

at 40°C and 75% relative humidity. 

5 19.A process for preparing an oral liquid composition, comprising the 	teps of: 

a.) mixing until dissolved from about 0.1% to about 20% w/v of solyvinylpyrrolidone 

in an aqueous phase; 

b.) adding and mixing from about 1% to about 20% w/v o at least one 

pharmaceutical agent; 

10 c.) subsequently adding and mixing: 

i.) water; 

ii.) from about 1% to about 30% w 	of a propylene glycol; 

iii.) from about 5% to about 70% 	/v of a polyethylene glycol; and 

d.) subsequently adding and mixing on= or more additional ingredients. 

15 

20. The process of claim 17 wherein 	e composition comprises about less than 2% 

total phenylephrine degradant 	as a percent weight over weight phenylephrine, and 

about less than 2% loss of . enylephrine from the initial total phenylephrine content, 

measured over a 3 mont 	time period while stored at 40°C and 75% relative 

20 humidity. 

21.The process of C dm 17, wherein the composition is visually free of guaifenesin 

precipitation fo' at least 62 days at 4°C. 

25 22.A proces- for preparing a composition with reduced precipitation of a first 

pharm ceutical agent in combination with at least one or more second 

pha 	aceutical agent(s) in an aqueous phase, wherein the composition comprises 

about less than 2% total phenylephrine degradants, as a percent weight over weight 

phenylephrine, and about less than 2% loss of phenylephrine from the initial total 

30 phenylephrine content, measured over a 3 month time period while stored at 40°C 

and 75% relative humidity, comprising the steps of: 
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a.) mixing until dissolved from about 0.1% to about 20% w/v of a polyvinylpyrrc 

in an aqueous solution; 

b.) adding and mixing from about 1% to about 20% w/v of at least one 

pharmaceutical agent; 

5 c.) subsequently adding and mixing: 

i.) water; 

ii.) from about 1% to about 10% w/v of a propylene ! ycol, 

iii.) from about 10% to about 70% w/v of a polyet 	lene glycol; and 

d.) subsequently adding and mixing one or more addition I ingredients. 

10 

done 
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Claims 

1. A liquid oral pharmaceutical composition comprising: 

i.) from about 0.1 % to about 20% w/v polyvinylpyrrolidone; 

H.) from about 5% to about 70% w/v polyethylene glycol; 

iii.) from about 1% to about 30% w/v propylene glycol; 

iv.) from about 1% to 10% w/v guaifenesin; and 

v.) from about 0.01 % to about 1.0% w/v phenylephrine, 

wherein the composition is visually free of guaifenesin precipitation for at least 62 

days at 4° C. 

2. A liquid oral pharmaceutical composition comprising: 

i.) from about 0.1 % to about 20% w/v polyvinylpyrrolidone; 

ii.) from about 5% to about 70% w/v polyethylene glycol; 

iii.) from about 1% to about 30% w/v propylene glycol; 

iv.). from about 1% to 10% w/v guaifenesin; and 

v.) from about 0.01% to about 1.0% w/v phenylephrine, 

further comprising about 4% w/v guaifenesin and about 0.10% w/v phenylephrine, 

wherein the composition is visually free of guaifenesin precipitation for 14 days 

at -20° C. 

3. A liquid oral pharmaceutical composition comprising: 

i.) from about 0.1 % to about 20% w/v polyvinylpyrrolidone; 

H.) from about 5% to about 70% w/v polyethylene glycol; 

iii.) from about 1 % to about 30% w/v propylene glycol; 

iv.) from about 1 % to 10% w/v guaifenesin; and 

v.) from about 0.01 % to about 1.0% w/v phenylephrine, 

wherein the composition comprises about 4% w/v guaifenesin and about 0.10% w/v 

phenylephrine, about less than 2% total phenylephrine degradants, as a percent 

weight over weight phenylephrine, and about less than 2% loss of phenylephrine 
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from the initial total phenylephrine content, measured over a 3 month time period 

while stored at 40° C and 75% relative humidity. 

4. A process for preparing an oral liquid composition, comprising the steps of: 

a.) mixing until dissolved from about 0.1% to about 20% w/v of 

polyvinylpyrrolidone in an aqueous phase; 

b.) adding and mixing from about 1% to about 20% w/v of at least one 

pharmaceutical agent; 

c.) subsequently adding and mixing: 

i.) water; 

ii.) from about 1% to about 30% w/v of a propylene glycol; 

Hi.) from about 5% to about 70% w/v of a polyethylene glycol; and 

d.) subsequently adding and mixing one or more additional ingredients. 

5. The process of claim 4 wherein the composition comprises about less than 2% total 

phenylephrine degradants, as a percent weight over weight phenylephrine, and 

about less than 2% loss of phenylephrine from the initial total phenylephrine content, 

measured over a 3 month time period while stored at 40° C and 75% relative 

humidity. 

6. The process of Claim 4, wherein the composition is visually free of guaifenesin 

precipitation for at least 62 days at 4° C. 


