
IN THE CLAIMS: 

1. 	An oral liquid pharmaceutical composition comprising: 

(a) phenylephrine or a pharmaceutically acceptable salt t ereof; and 

(b) substantially 	aldehyde-free 	polyethylene 	glycol, 	wherein 	the 

substantially aldehyde-free polyethylene glycol h s less than 20 ppm total 

aldehyde content and maintains said level of 	Iciehyde content for at least 

six months. 

2. 	The composition of claim 1, wherein the sub 	antially aldehyde-free polyethylene 

glycol has less than 10 ppm total aldehyde'content and maintains said level of 

aldehyde content for at least one year. 

3. 	The composition of claim 1 or cl. 	2, further comprising at least one second 

active agent selected from the 	foup consisting of analgesics, decongestants, 

expectorants, 	anti-tussives, 	ntipyretics, 	anti-inflammatory 	agents, 	cough 

suppressants and antihistamin s. 
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4. The composition of claim 3, wherein the second active agent is selected from 	e 

group consisting of non-steroidal anti-inflammatory drugs (NSAIDS), propionir acid 

derivatives, 	ibuprofen, 	naproxen, 	ketoprofen, 	flurbiprofen, 	zomepirac, 	:uiindac 

fenoprofen, suprofen, fluprofen, fenbufen; acetic acid derivatives, tolmel 	sodium„ 

indomethacin, fenamic acid derivatives, mefenamic acid meclofena 	ate sodium, 

biphenyl 	carboxylic 	acid 	derivatives, 	diflunisal, 	flufenisal, 	oxic- 	s, 	piroxicam, 

sudoxicam, isoxicam, chlorpheniramine, 	brompheniramine; de / hiorpheniramine, 

dexbrompheniramine, 	triprolidine, 	chlorcyclizine, 	diphenhydr- 	me, 	doxylamine, 

tripelenamine, 	cyproheptatine, 	bromodiphenhydrarnine, ph- indamine, pyrilamine, 

azatadine, 	acrivastine, 	astemizole, 	azelastine, 	cetirizine 	ebastine, fexofenadine, 

ketotifen, 	carbinoxamine, 	desloratadine, 	loratadine, 	4  eniramine, 	thonzylamine, 

mizolastine, 	terlenadine, 	chlophendianol, 	car- 	iphen, 	dextromethorphan, 

diphenhydramine, 	codeine, 	hydrocodone, 	•seudoephedrine, 	ephedrine, 

phenylephrine, 	phenyipropenolamine, 	terpin 	ydrate, 	guaifenesin, 	potassium, 

potassium guaicolsulfonate, Cox 2 inhibitor--, 	Celecoxib, 	Rofecoxib, Valdecoxib, 

aspirin, acetaminophen, phenacetin, salicy - e salts and combination thereof. 

5. The composition of claim 4, whet-in the at least one second active agent is 

selected from the group con 	sting 	of chlorpheniramine, 	dextromethorphan, 

gualfenesin, 	acetamino• en, 	chlophendianol, 	diphenhydramine, 

brompheniramine, loratadi 	, aspirin and doxylamine succinate. 

6. The composition of a 	one of claims 1 to 5, further comprising a flavor system. 

7. The compositio 	of claim 6, wherein the flavor system includes non-aldehyde 

flavorants. 

8. The co 	•osition of any one of claims 1 to 7, wherein the composition is an 

aqueous • zsed solution, aqueous based suspension, or liquid fill for a capsule. 

/ 
9. T ' e composition of any one of claims 1 to 8, further comprising an antioxidant. 
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10. The composition of claim 9, wherein the antioxidant is propyl gallate. 

11. A method of treating a mammal in need of treatment comprising providing an 

effective amount of oral liquid pharmaceutical composition of any one of
/
plaims 1 to 

10. 	 / 
/ 

12. An aqueous oral pharmaceutical composition comprising 

(a) phenyiephrine or a pharmaceutically acceptable salt thereof; . 

/ 
(b) substantially 	aldehyde-free 	polyethylene 	glycol, 	wherein 	the 

substantially aldehyde-free polyethylene glycol has less than 20 ppm total 

aldehyde content and maintains said leve 	f aldehyde content for at least six 

months; 

(c) artificial sweetener; 

(d) up to about 45% glycerin; and 

(e) up to about 500 	sorbitol. 

13. The 	composition / f 	claim 	12, 	wherein 	the 	substantially 	aldehyde-free 

polyethylene glycol has less than 10 ppm total aldehyde content and maintains said 

level of aldehyde content for at least one year. 

14. The compOsition of claim 12 or claim 13, wherein the artificial sweetener is 

selected fr?fn the 	group 	consisting 	of sucralose, 	saccharine 	salts, 	cyclamates, 

acesulf 	e 	K, dipeptide based sweeteners, aspartame and mixtures thereof 

15/The composition 	of claim 	14, 	where in the artificial 	sweetener comprises 

Licra1ose. 
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16. The composition of any one of claims 12 to 15, further comprising a flaybi 
i 

system. 

17. The composition of claim 16, wherein the flavor system includes nort=aidehyde 

fiavorants. 

16. The composition of any one of claims 12 to 17, further comprising at least one 

second 	active 	agent 	selected 	from 	the 	group 	consisting 	of 	analgesics, 

decongestants, expectorants, anti-tussives, antipyretics, antilinflammatory agents, 

cough suppressants and antihistamines. 

19. The composition of claim 18, wherein the se 
/ d active agent is selected 

propionic acid derivatives, ibuprofen, naproxen, keto rofen, flurbiprofen, fenoprofen, 

from the group consisting of non-steroidal anti-inflOmatory drugs (NSAIDS), 

suprofen, fluprofen, fenbufen; acetic acid derivetives, tolmetin sodium, zomepirac, 

sulindac, indomethacin, fenamic acid derivatiV
/
es, mefenamic acid meclofenamate 

sodium, biphenyl carboxylic acid derivative9/diflunisal, flufenisal, oxicams, piroxicam, 

sudoxicam, isoxioarn, chlorpheniramine 	brompheniramine; dexchlorpheniramine, 

dexbrompheniramine, 	triprolidine, 	chl t rcyclizine, 	diphenhydramine, 	doxylamine, 

tripelenamine, 	cyproheptatine, bro 	diphenhydramine, phenindamine, pyrilamine, 

azatadine, 	acrivastine, 	asternizol, , 	azelastine, 	cetirizine, 	ebastine, fexofenadine, 

ketotifen, 	carbinoxamine, 	dearatadine, 	bratadine, 	pheniramine, 	thonzylamine, 

mizolastine, 	terfenadine, 	chlophendianol, 	caramiphen, 	dextromethorphan, 

diphenhydramine, 	code 	, 	hydrocodone, 	pseudoephedrine, 	ephedrine, 

phenylephrine, 	phenylp Ppenolarnine, 	terpin 	hydrate, 	guaifenesin, 	potassium, 

potassium guaicoisulf nate, Cox 2 inhibitors, 	Celecoxib, 	Rofecoxib, Valdecoxib, 

aspirin, acetaminop 	n, phenacetin, salicylate salts and combination thereof. 

20. The compo ition of claim 19, wherein the at least one second active agent is 

selected 	fro 	the 	group 	consisting 	of 	chiorpheniramine, 	dextromethorphan, 

guaifenesi 	acetaminophen, chlophendianol, diphenhydramine, brompheniramine, 

loratadin , aspirin and doxylamine succinete. 
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21. The composition of any one of claims 12 to 20 wherein the composition is 	r 

aqueous based solution. 

22. The composition of any one of claims 12 21, further comprising an antioxidant. 

/ 
23. The composition of claim 22, wherein the antioxidant is propyl gallate. 

/ 
24. The composition of any one of claims 12 to 23, further comprising a buffering 

agent.25. 	

/ 

25. The composition of claim 24, wherein the buffering agent maintains a pH below 

5.4 in the composition. 

26. The composition of claim 25, wherein the 	uffering agent maintains a pH 

between about 2 and about 5 in the composition 

27. The composition of any one of claims 1 	to 26, further comprising a preservative. 

28. The composition of claim 27, wher/n the preservative is selected from the group 

consisting of sodium benzoate, sorbates, parabens, EDTA and combinations thereof. 
/ 

7 
29. An aqueous oral pharmace

u
tical composition comprising: 

/E  
(a) phenylephri e or a pharmaceutically acceptable salt thereof; 

(b) substa ,` ially 	aldehyde-free 	polyethylene 	glycol, 	wherein 	the 

substanyally aldehyde-free polyethylene glycol has less than 20 ppm total 

aldehyee content and maintains said level of aldehyde content for at least 

six 	oaths; 

an artificial sweetener; 
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(d) a viscosity modifying agent; 

(e) up to about 45% glycerin; and 
/ 

(f) up to about 50% sorbitol. 

30. The 	composition 	of 	claim 	29, 	wherein 	the 	substantially 	aldehyde-free 

polyethylene glycol has less than 10 ppm total aldehyde content and maintains said 

level of aldehyde content for at least one year. 

31. The composition of claim 29 or claim 30, wherei 	the viscosity modifying agent is 

selected from the group consisting of chitosen, jaiicrocrystalline cellulose, xanthan, 

HPMC, HPC, HEC, galaotomannons and comb ations thereof. 

32. The composition of any one of claims/29 to 31, wherein the artificial sweetener is 

selected from the group consisting 4f sucralose, saccharine salts, 	cyclamates, 

acesulfame K, dipeptide based sweeteners, aspartame and mixtures thereof. 

33. The 	composition 	of cla 	32, 	wherein the artificial 	sweetener comprises 

sucralose. 

34. The composition/any one of claims 29 to 33, further comprising an effective 

amount of at lea t/a second active agent selected from the group consisting of 

analgesics, 	decongestants, 	expectorants, 	anti-tussives, 	antipyretics, 	anti- 

inflammatoryiegents, cough suppressants and antihistamines. 
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35. The composition of claim 34, wherein the second active agent is selected fr 

the group consisting of non-steroidal anti-inflammatory drugs (NSAIDS), propj6nic , 
acid derivatives, ibuprofen, naproxen, ketoprofen, flurbiprofen, fenoprofen, sybrofen, 

fluprofen, fenbufen; acetic acid derivatives, tolmetin sodium, zomepiracfsulindac, 

indomethacin, fenamic acid derivatives, 	diflunisal, flufenisal, oxicamsi/ piroxicam, 

sudoxicam,isoxicam, 	chiorpheniramine, 	brompheniramine; 	dexchlOrpheniramine, 

dexbrompheniramine, 	triprolidine, 	chlorcyclizine, 	diphenhydramine, 	doxylamine, 

tripeienamine, cyproheptatine, bromodiphenhydramine, phenindamine, 	pyrilamine, 

azatadine, 	acrivastine, 	astemizole, 	azelastine, 	cetirizine, 	abastine, fexofenadine, 

ketotifen, 	carbinoxamine, 	desioratadine, 	ioratadine, 	pheniramine, 	thonzylamine, 
/ 

mizolastine, 	terfenadine, 	chlophendianol, 	caramkphen, 	dextromethorphan, 
/ 

diphenhydramine, 	codeine, 	hydrocodone, 	pstudoephedrine, 	ephedrine, 

phenylephrine, 	phenylpropenolamine, 	terpin 	hy
/

cate, 	guaifenesin, 	potassium, 

potassium 	guaicolsulfonate, Cox 2 inhibitors, 	Celecoxib, 	 Rofecoxib, 

Valdecoxib, aspirin, acetaminophen, phenaceti , 	salicylate salts and combination 

thereof. 

36. The composition of claim 35, whepein the second active agent is selected from 

the 	group 	consisting 	of 	chlorbheniramine, 	dextromethorphan, 	guaifenesin, 

acetaminophen, chlorphendianolvd/oxylamine succinate and ibuprofen. 

37. A method of treating an Mammal in need of treatment comprising 	providing 

an effective amount of a 	aqueous oral pharmaceutical composition of any one of 

claims 12 to 29 

38. The method 	f claim 37, 	wherein 	the pharmaceutical composition further 

comprises at le st one second active agent. 

39. The rn thod of claim 38, wherein the second active agent is selected from the 

group 	onsisting 	of 	analgesics, 	decongestants, 	expectorants, 	anti-tussives, 

antip reties, anti-inflammatory agents, cough suppressants and antihistamines. 
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CLAIMS: 

1. 	An oral liquid pharmaceutical composition comprising: 

(a) phenylephrine or a pharmaceutically acceptable salt thereof; and 

(b) substantially 	aldehyde-free 	polyethylene 	glycol, 	wherein 	the 	substantially 

aldehyde-free polyethylene glycol has less than 10 ppm total aldehyde content and 

maintains said level of aldehyde content for at least six months; wherein the composition 

is buffered to maintain the pH below 5.4. 

2. 	The composition of claim 1, further comprising at least one second active agent 

selected 	from 	the 	group 	consisting 	of 	chiorpheniramine, 	dextromethorphan, 

guaifenesin, 	acetaminophen, 	chlophedianol, 	diphenhydramine, 	brompheniramine, 

loratadine, aspirin and doxylamine succinate. 

3. 	The composition of any one of claims 1 to 2 further comprising a flavor system 

wherein the flavor system includes non-aldehyde flavorants. 

4. 	The composition of any one of claims 1 to 3, further comprising an antioxidant 

wherein the antioxidant is propyl gallate. 

5. 	An 	aqueous oral pharmaceutical composition 	according to claim 	'I 	further 

comprising: 

(a) an artificial sweetener; 

(b) up to w/v 45% glycerin; and 

(c) up to w/v 50% sorbitol; 

and further comprising a buffering agent which maintains a pH below 5.4 in the 

composition. 
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6. The composition of claim 5 wherein the composition is an aqueous based solution. 

7. The composition of any one of claims 5 or 6 wherein the buffering agent maintains 

a pH between about 2 and about 5 in the composition. 

8. The composition of claim 5, further comprising a viscosity modifying agent. 

9. The composition according to claim 8 wherein the viscosity modifying agent is 

selected from the 'group consisting of chitosen, microcrystalline cellulose, xanthan, 

HPMC, HPC, HEC, galactomannans and combinations thereof. 

10. The composition of any one of claims 5 to 9, wherein the artificial sweetener is 

selected 	from the group 	consisting 	of sucralose, 	saccharine salts, 	cyclamates, 

acesulfame K, dipeptide based sweeteners, aspartame and mixtures thereof. 

11. The composition of claim 10, wherein the artificial sweetener comprises sucralose. 

12. The composition of claim 5, which further comprises a second active agent 

selected from the group consisting of chlorpheniramine, dextromethorphan, guaifenesin, 

acetaminophen, chlophedianol, doxyiamine succinate and ibuprofen. 
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