IN THE CLAIMS:

1. An oral liquid pharmaceutical composition comprising:

ﬂff:
(a) phenylephrine or a pharmaceutically acceptable salt Atyf;ereof; and

4

g
{b) substantially aldehyde-free polyethylene g‘fycol, wherein the
substantially aldehyde-free polyethylene glycol hfa‘”g less than 20 ppm total
aldehyde content and maintains said level of afdehyde content for at least

six months.

2. The composition of claim 1, wherein the substantially aldehyde-free polysthylene
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 cla»‘rg/é, further comprising at least one second
active agent selected from the gfoup consisting of analgesics, decongestants,
expectorants, anti-tussives, ntipyretics, anti-inflammatory  agents, cough

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

derivatives, ibuprofen, naproxen, Ketoprofen, flurbiprofen, zomepirac, gulindac
fenoprofen, suprofen, fluprofen, fenbufen; acetic acid derivatives, tolmetj sodium,,

indomethacin, fenamic acid derivatives, mefenamic acid meciofenate sodium,

biphenyl carboxylic acid derivatives, diflunisal, flufenisal, oxicams, piroxicam,
sudoxicam, isoxicam, chliorpheniramine, brompheniraming; dexChiorpheniramine,

ne, doxylamine,

dexbrompheniramine, friprolidine, chlorcyclizine, diphenhydra
tripelenamine, cyproheptatine, bromodiphenhydramine, phndamine, pyrilaming,
azatadine, acrivastine, astemizole, azelastine, cetirizin ebastine, fexofenading,
ketotifen, carbinoxamine, desloratadine, loratadine, eniramine, thonzylamine,

mizolastine, terfenadine, chlophendianol, cara
/pseudoephedrine, ephedrine,

iphen, dextromethorphan,

diphenhydramine, cadeine, hydrocodone,
phenylephrine, phenylpropenoiamine, terpin
potassium guaicolsulfonate, Cox 2 inhibitors
‘ fe salts and combination thereof.

hydrate, guaifgnesin, potassium,
, Celecoxib, Rofecoxib, Valdecoxib,

aspirin, acetaminophen, phenacetin, salicyla

5. The composition of claim 4, whin the at least one second active agent is
selected from the group consisting of chlorpheniramine, dextrometharphan,
guaifenesin, acetaminophen, chiophendianol, diphenhydramine,
brompheniramine, loratading, aspirin and doxylamine succinate.

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

7. The composition/of claim 8, wherein the flavor system includes non-aldehyde

flavorants.

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

aqueous based solution, aqueous based suspension, or liquid fill for a capsuie,

8. T (e composition of any one of claims 1 to 8, further comprising an antioxidant.
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10. Thé composition of claim 8, wherein the antioxidant is propy! gallate. //

y
rd
&

11. A method of treating a mammal in need of treatment comprising proyjd;{ng an
effective amount of oral liquid pharmaceutical composition of any one off;a!’é‘xms 1to

10.
12. An agueous aral pharmaceutical composition comprising

(@) phenylephrine or a pharmaceutically acceptapfé salt thereof;

{b} substantially aldehyde-free po!yethy!,e“”“ge glycol, wherein  the

substantially aldehyde-free polyethylene g!yéol has less than 20 ppm total

aldehyde content and maintains said Ieve_jf”éf aldehyde content for at least six
J’j‘

.

months; i

7
#

(c)  artificial sweetener; /

&
s
7

(d)  up to about 45% glycérin; and

7
&

(8)  up to about 50% sorbitol.

wji

13. The composition f,@”f claim 12, wherein the substantially aldehyde-free
polyethylene glycol hf@"é less than 10 ppm total aldehyde content and maintains said
level of aldehyde content for at feast one year.

/

£
o

14. The comp’ésition of claim 12 or claim 13, wherein the artificial sweetener is
/ ) .

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

acesu?rée K, dipeptide based sweeleners, aspartame and mixtures thereof

Vi

< °
1?.4’ he composition of claim 14, where in the artificial sweetener comprises

/s’ucraiose.
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16. The composition of any one of claims 12 to 15, further comprising a flqygr
s
A’f

system.

4

17. The composition of claim 16, wherein the flavor system includes nqp‘féldehygﬁe

ﬂavorahts.
18. The composition of any one of claims 12 to 17, further comgpi’éing at least one
second active agent selected from the group consisi;ﬁ”;; of analgesics,
decongestants, expectorants, anfi-tussives, antipyretics, anjgjfifnﬂammatory agents,
cough suppressants and antihistamines. )

v jﬁ
19. The composition of claim 18, wherein the secgﬁ% active agent is selected
propionic acid derivatives, ibuprofen, naproxen, ketgﬁrofen, flurbiprofen, fenoprofen,
from the group consisting of non-steroidal antf~inﬂ?ﬁyxmatory drugs (NSAIDS),
suprofen, fluprofen, fenbufen; acetic acid deriy,étives, tolmetin sodium, zomepirac,
sulindac, indomethacin, fenamic acid deriva;ﬁ”ves, mefenamic acid meclofenamate
sadium, biphenyl carboxylic acid derivative%"f diftunisal, fiufenisal, oxicams, piroxicam,
sudoxicam, isoxicam, chiorpheniramine}f brompheniramine; dexchlorpheniramine,
dexbrompheniramine, ftriprolidine, c%rcyclizine, diphenhydramine, doxylamine,
tripelenamine, cyproheptatine, brombdiphenhydramine, phenindamine, pyrilamine,
azatadine, acrivastine, astemizo},é{/ azelastine, cetirizine, ebastine, fexofenadine,
ketotifen, carbinoxamine, de?éata'dine, loratadine, pheniramine, thonzylamine,
mizolastine, terfenadine,ﬁ/* chiophendianol, caramiphen, dextromethorphan,

e,

diphenhydramineg, codej hydrocodone, pseudoephedrine, ephedrine,

phenylephrine, phenylpropenolamine, ferpin hydrate, guaifenesin, potassium,
potassium guaicoisij;inate, Cox 2 inhibitors, Celecoxib, Rofecoxib, Valdecoxib,

aspirin, acetaminophén, phenacetin, salicylate salts and combination thereof.

~

20. The compogifion of claim 19, wherein the at least one second active agent is
the group consisting of chlorpheniramine, dextromethorphan,
iy agetaminophen, chlophendianol, diphenhydramine, brompheniramine,

loratading, aspirin and doxylamine succinate.
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21. The composition of any one of claims 12 to 20 wherein the composition isfégn

aqueous based solution.

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

23. The composition of claim 22, wherein the antioxidant is propy! gangt’fe.

g\/f
24. The composition of any one of claims 12 to 23, further cqp%brising a buffering
agent.25.

,fb‘
5

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

5.4 in the composition.

f

28. The composition of claim 25, wherein the;,;ti;uﬁeﬁng agent maintains a pH

between about 2 and about 5 in the composition,”

7
i

27. The composition of any one of claims 1;% 28, further comprising a preservative.

£
4

/

28. The composition of claim 27, wher;;’fn the preservative is selecied from the group
cansisting of sodium benzoate, sorb@fes, parabens, EDTA and combinations thereof.
y

Vi

/
29. An aqueous oral pharmaceyﬁcal composition comprising:
!jf
(&) phenylapht}y(é or a pharmaceutically acceptable salt thereof,

/
&) substa inally aldehyde-free polyethylene glycol, wherein the
substa?&élly aldehyde-free polyethylene glycol has less than 20 ppm total
aldehyde content and maintains said level of aldehyde content for at feast

siX phonths;

(c) an artificial sweetener;

e



(d) a viscosity modifying agent;
(e) up to about 45% glycerin; and
4 up to about 50% sorbitol.

30. The composition of claim 29, wherein the substanf{élly aldehyde-free
polyethylene giycol has less than 10 ppm total aldehyde cor)tent and maintains said

level of aldehyde content for at least one year.

f
&
Vi

31. The composition of claim 29 or claim 30, whereigf"”fhe viscosity modifying agent is

selected from the group consisting of chitosen, ‘;ﬁ;icrocrysta!iine cellulose, xanthan,
x-!V

HPMC, HPC, HEC, galaotomannons and comgiﬁations thereof.

Mﬂf/
32. The composition of any one of ola(msf29 to 31, wherein the artificial swestener is
selected from the group cons:stmg of sucralose, saccharine salts, cyclamates,

acesulfame K, dipeptide based sweﬁeteners aspartame and mixtures thereof.
o”j/
/
33. The composition of claim 32, wherein the artificial sweetener comprises
e

&
&
£

S
34. The composmon ®/any cne of claims 29 to 33, further comprising an effective
amount of at lea/g,t” a second active agent selected from the group consisting of
analgesics, d@'éongestants expectorants, anti-tussives, antipyretics, anti-

sucralose.

inflammatory égents cough suppressants and antihistamines.

/

s

//

s

/
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35. The composition of claim 34, wherein the second active agent is selected frgmf
the group consisting of non-steroidal anti-inflammatory drugs (NSAIDS), progjt’*jnic
acid derivatives, ibuprofen, naproxen, ketoprofen, flurbiprofen, fenoprofen, sgp“iafen,
fluprofen, fenbufen; acetic acid derivatives, tolmetin sodium, zomepiracﬁ’gulindac,
indomethacin, fenamic acid derivatives, diflunisal, fiufenisal, oxicamfgg;""&piroxicam,
sudoxicam,isoxicam, chlorpheniramine, brompheniraming; dexcr}[drpheniramine.
dexbrompheniramine, triproliding, chlorcyclizine, diphenhydramigfé, doxylamine,
tripelenamine, cyproheptatine, bromodiphenhydramine, phenir;,démine, pyrilamine,
azatadine, acrivastine, astemizole, azelastine, cetirizine, Qﬁéstine, fexofenadine,
ketotifen, carbinoxamine, desloratadine, loratadine, ph?ﬁ{ramine, thonzylamine,
mizolastine, terfenadine, chlophendianal, caram@pﬁen, dextromethorphan,
diphenhydramine, codeine, hydrocodone, ps,éﬁdoephedrine, ephedrine,

phenylephrine, phenylpropenolamine, terpin hydrate, guaifenesin, potassium,

potassium guaicolsulfonate, Cox 2 inhibitors, / Celecoxib, Rofecoxib,
Valdecoxib, aspirin, acetaminophen, phenaceti, salicylate salts and combination
thereof, /

36. The composition of claim 385, whe;gin the second active agent is selected from

the group consisting of chlo?ﬁeniramine, dextromethorphan, guaifenesin,

acetaminophen, chlorphendianol, d/oxyiamine succinate and ibuprofen.

37. A method of treating arl/rv(ammal in need of treatment comprising providing
an effective amount of ap” agueous oral pharmaceutical composition of any one of

claims 12 to 29

38. The method ,6f claim 37, wherein the pharmaceutical composition further

comprises at legst one second active agent.
38, The méthod of claim 38, wherein the second active agent is selected from the

group sconsisting of analgesics, decongestanis, expectorants, anti-ussives,

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

1. Anoral 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 chlorpheniramine, dextromethorphan,

guaifenesin, acetaminophen, chiophedianol, 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 géllate.

5. An aqueous oral pharmaceutical composition according to claim 1 further

comprising:

(a) an artificial sweetener;

(b) up to w/v 45% glycerin; and
(c) up to wlv 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 agueous 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, doxylamine succinate and ibuprofen.
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