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SINUS CAVITIES CLAIMCOF PRIORITY This Application is a continuati ert AUl 85t
of co-pending U.S. Uility Application entitled, "Conposition for
Freshening Nostrils and Sinus Cavities," having Serial No. 09/585, 070,
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FIELD OF THE INVENTION

This invention relates to a composition that is applied to a person's nostrils and sinus
cavities, using an inhaler or other suitable means, for cleansing, freshening and deodorizing

the named areas for controlling halitosis.

BACKGROUND OF THE INVENTION

Conventional control of halitosis or "bad breath", as it is often termed, is presently
accomplished through the use of mouthwashes, breath mints, candy, chewing gum, brushing
and flossing teeth, and other such means that are taken by mouth. Recent developments in
this field have focused on the theory that the digestive organs can be responsible for
objectionable odors that are produced from consuming certain foods or liquids.

Many problems have been associated with inadequate cleansing of the nasal and sinus
cavities. For examples. smokers of cigars and cigarettes often have a particular form of fetid
breath known as “smoker’s breath.” Further, other individuals suffering from problems

associated with the nasal passages and sinus cavities become addicted to over-the-counter
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Additionally, a particular type of fetid breath originates in an area deep
within the throat, near the extreme rear of the tongue, where the Saietlfhd
sinus drains into the throat. Bacteria buildup in this area produces

sul furous gases which results in accunulative fetid breath. Small plastic
devi ces, described as tongue scrapers, are a conmon net hod people often use
in an attenpt to dislodge the bacterial build up as they attenpt to conbat
this type of fetid breath; however, many of the users of these devices
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Individuals living in certain parts of the country such as farm belts and urban suburbs
frequently must contend with very high pollen concentrations contaminating the atmosphere.
This environmental condition often results in distressed breathing among a great number of
people because their airways become heavily taxed when the pollen, which resembles a very
fine dust, becomes entrapped in their nose and sinuses. The pollen also results in sneezing
and watery eyes.

Certain geographic areas, such as large, industrialized cities have very poor air quality
due to high concentrations of airborne pollution caused by industrial and engine emissions, as
well as common mold spores, dust and other hazardous particulates. The pollutants can
lodge or even clog the nasal passages and sinus, possibly leading to infection.

Another problem associated with the sinuses is sinusitis, an infection of one or more
of the sinus cavities, caused by fungus. Once infected, the lining of the sinus cavity becomes
swollen, causing a buildup of fluid or mucus. This buildup is responsible for symptoms such

as congestion. runny nose. headache pain and sinus pressure.
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relief fromsnoring due to obstructed nasal passages, many ot her indg @g%ﬁ&s
have difficulty sleeping for the sanme reason "obstructed nasal pass é 00 A
further possible problemw th nasal and sinus passages is associated with
the "common cold", a mnor respiratory illnesses caused by a variety of
different respiratory viruses. Synptons of nasal discharge, nasal

congestion and sneezing are usually present fromthe first day and usually

progress to sevelit he. secon . third day..The cost of
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sane effect may stemfrom a nunber of allergies, a are :
associ at edbstof theamasat withryesthestountar rerdidatidny bxadiabtpatient chigicp isottimaredwt t h
nasal and sinus gassaﬁ_es are those recoveri gﬂg from post operative nedical
care t hatmegedher egientlion anawally <l relstad withe miieé af sympiemsadde synpramatic
specialist (ENT) far sinus and.nasal irrigation procedures._ ln these
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comuni cat e extensively, suchO al es people and teachers. frequently
exper i encertakcessdicakbcardytiesssuoh at hearndisedse gingbertossion, Hhdbsted roy tesad disotden,
results in unusual bad breath, as well as a soreness and disconfort of the
throat. -thesemgtvedemedigntsfauld peseAaikr ed sensitivity to odors is commonly

SRR RE AL R o eI DL SR e
i's not kredtves it cifRerRYbS the SO FLMEIDARDRSIe, SiBEIS0 B¥QUcnSlydFeates the
sensation of unusual {aste and smell. This is sometimes reported as a "metallic effect". A
heavy cold has a similar effect of damping odor sensitivity by the over-production of mucus
and the swelling of the nasal membranes. A specific infection of the olfactory membrane,
known as rhinitis, may result in an altered or total, temporary loss of smell. The same effect
may stem from a number of allergies, all of which are associated with nasal congestion.
Other individuals having problems with nasal and sinus passages are those recovering
from post operative medical care that are frequently required to visit an ear, nose and throat
specialist (ENT) for sinus and nasal irrigation procedures. In these procedures, solutions are
forced, under pressure, into the patient's affected areas for cleansing.
Some individuals who are required to communicate extensively, such as sales people

and teachers. frequently experience excessive dryness of the mouth and nose. This dryness

often results in unusual bad breath, as well as a soreness and discomfort of the throat.
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i nfluence on the ol factory nenbrane, frequently causing it to swell.
Addi tional ly, nasal blockage is commonly associated with pregnancy.- 5rhU6 2005
today's nmarket place, one can find health care products related to every
concei vabl e hygieni c purpose except for the nose and sinuses. For existing
oral care products, what are often marketed as "new and i nproved fornul as"
are actually nothing nore than old concepts. Muthwash rinses are used to
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and an adherent, neans such as glycerin for paintaining the
controlling breath odors may not be completely effective in solving many of the problems

noted above.

SUMMARY OF THE INVENTION

It is, therefore, one of the principal objects of the present invention to freshen breath
and eliminate or mask objectionable breath odors by introducing the composition of the
present invention into the nostrils and therethrough, into the sinus cavities.

Another object of the present invention is to provide a composition which may be
conveniently introduced through the nose with, for example, an inhaler or atomizer — type
container and which causes no discomfort to the user. A further object of the present
invention is to provide an effective means of breath odor cbntrol as a substitute or
supplefnent to conventional therapies and which has both immediate and residual effect.

These and additional objects are attained by the present invention which, in the

broadest sense, comprises a carrier means, such as water or a dilute saline solution, and an



conposition in place in the nostrils and sinus cavities for a sufficigemng 2005
| ength of tinme to produce the desired effect. O her neans such as
preservi ng agents and healing and soothing agents nay al so be enpl oyed.
Various additional objects and advantages of the present invention wll
becone apparent fromthe follow ng detail ed description. DETAILED
DESCRI PTI ON OF THE PREFERRED EVMBCODI MENT The present invention is a liquid
conposition that is inhaled throygh the nostrils and, into_the sinus
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havi ng aaprasentyresp thy folloyivgdutpided desgmionagent s i ncl ude, but are not

limted to eucal yptol, nethyl salicylate, and various other flavoring neans.
A small quantity of alcohol may be used in the conposition to provide an

antibacterial ghfeai ED'OFNCRNCIION OPTHEPREFR RRED EMBOHBAENT ate
m xi ng of the oTher conponents. A Turtiner conponent which nay be added is a

preserving agent such as benzal koniumchloride, which is used to extend

shelf life. The use of the preserving agent or agents depends on whether or
not some or arPedRCEERBINYEREGD @@&m%?ﬁ%p%rt@rs%bnsenhﬁe%%Paglé.thesmstrésmsb
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anti oxi dants, protease inhibitors, and strong drying agents. It has been
inhaled.

The composition includes a carrier means, which can be water or a mild or dilute
saline solution. The saline solution is preferred and provides a mild antibacterial effect.
Saline solutions are also commonly used as moisturizers at present and are safely used in the
nasal passages and sinuses. While the concentration may vary between approximately 50 %
and approximately 75 % , a solution of approximately 65 % saline has been found to be
effective and non-objectionable for the user.

Control and/or elimination of objectionable odors is accomplished using masking
agents in the composition, such as, for example, but not limited to, oil of peppermint,
spearmint, etc., or agents having a fruity or citrus essence. Other agents include, but are not
limited to eucalyptol, methyl salicylate, and various other flavoring means.

A small quantity of alcohol may be used in the composition to provide an
antibacterial effect. The alcohol is not necessary, but may facilitate mixing of the other
components. A further component which may be added is a preserving agent such as

benzalkonium chloride. which is used to extend shelf life. The use of the preserving agent or

agents depends on whether or not some or any of the other components are stable in storage.



found that zinc ion availability (ZIA) values of approxi mately 100 wil |
shorten the common cold by an average of seven days. Prior to the - 5 AUG zfm]‘r)
conposition of present invention, ZI A 100 was only available in the formo
zinc acetate | ozenges. The conposition of the present invention can also
incorporate the ZI A 100 zinc acetate, or zinc chloride, thereby providing
further healing and soothing properties to the conposition. The zinc
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wih s mk)iaenngzal?cggiuvz% E:}?logi?ife.i IIqtgshould be understood that many other antiseptic and/or anti-
microbial agents could be used in the present invention, as would be known to one skilled in
the art.

The delivery method used for the composition can vary. Delivery means of the
composition include for example, but are not limited to, spray bottles, droppers, and/or
atomizer-type squeeze or pump bottles. Experimentation with a one ounce (1 0z.) pump
atomizer spray bottle can be an effective delivery means of the composition. Containers of
this type are currently used by several pharmaceutical companies for introducing sinus
medication into the nostrils and sinus cavities. The atomizer-type bottles reduce the
composition to a very fine mist, thus making the delivery of the composition minimally
intrusive.

No discomfort for the user was experienced in testing of the composition. In addition,
no harmful effects on the nostrils or sinus cavities were caused by any of the components of

the composition. Further illustrated by clinicals entitled: “A Phase Study to Evaluate the

Safety and Efficacy of SinoFresh Nasal Care Used Twice Daily” (the Study). The



various foods such as onion, garlic and other spices, as well as cert\g5M1005
liquids, particularly alcoholic beverages, coffee, tea, etc. There are
nuner ous advant ages and unexpected results fromuse of the conposition. For
exanpl e, snokers and those exposed to second hand tobacco snoke who
routinely use the conposition of the present invention have all reported
the conplete elimnation of snoker's breath. Many have al so reported an

i nprovenent in.thejr sense. of |1 _after rol onged use of.the conposjtion.
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itself of offensive odorS, especially those that have becone trapped in the
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conposition of the present invention that are left in the nose after
cl eansi nBrojpRgsdiuse of IpRAMRASHIN eaves the nose and sinuses feeling

cl eansed, - cl efed. wanflefohn 2RReAowbE ReBIILALY AALIGLIAH o ROV PRORLE have

been able to substituté the use 0 e conp on o e pres nventi on

in lieu ghretified @f srh1es IRMINGALLE tapimyead dchessehyaif-edidevdrity typetystéigpesdancy.
Their unexpected results can be expl ained in several ways. First, the user

devel opsard Wadtithe wirtteatheybafdretthe itanests thpsensitisepnd detisatedissuep oé theslungs.
reforned snokers utilize a,therapeutic device resegbling a cigarefte .to
i tat e, ERETSo B CACPNY PP BE G ERAF SUTE L ATENGT B RAPY (PRGN o
the pr es@ﬁﬂxe@%&%%@? afl&’m&' b Bcan&itYr |o§’FactEF)E§1tdlc<:8§h Bile St t?’lt? 86 mPSsiHER off

stronger, hars I cated sprays. Second, eepi ng nasal passages and
Si nuses tHegaasnt dnadntiber AR Uidse dalry be¢ehe baddeded uddmscosixpati adeghérnobased

breat hi ng capacity. This is especially beneficial because it is

acconpl i stietad gheminals. Roatins bygenigsdnapsing ®f itirgnasal passages Forbsiasorayitios aids the
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middle, inferior and superior nasal concha. Freshening ingredients of the composition of the
present invention that are left in the nose after cleansing with the composition leaves the nose
and sinuses feeling cleansed, cleared, and refreshed with a minty aftertaste.

Many people have been able to substitute the use of the composition of the present
invention in lieu of use of the medicated sprays, thereby relieving their dependency. Their
unexpected results can be explained in several ways. First, the user develops a habit with
regard to the sprayer itself. For example, some reformed smokers utilize a therapeutic device
resembling a cigarette to imitate the act of placing an actual cigarette in their mouth. The use
of the present composition fulfills a similar function for the user as use of stronger, harsher
medicated sprays. Second, by keeping nasal passages and sinuses cleaner and therapeutically
refreshed, usérs experience increased breathing capacity. This is especially beneficial because

it is accomplished without the use of medicated ingredients. Therefore, the composition can

be used as often as desired with absolutely no addictive problems.



Some i ndi vidual s who use the conposition have reported an unexpected_ UG 2005
inprovenent in oral-related fetid breath. Prol onged use of the corrpogiAtl cgp]
allows for residual deposits of the cleansing and freshening agents to pass
t hrough the nasal and sinus passage and drain down into the described area
of the mouth, thus resulting in correlative inprovenents in reducing these
bacteria and deposits, and | eavi ng behind freshening agents. The conposition
of fers a nor e Seser individmalk whappe dectvripositivhshavy pepootkd hadnbxpatdd imMrbv@nei ng
t he conposition individuals _|iving in§2 rsh, cold cljimtes that experience
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resul t oloWRiisloUht de8iditRrdadSofane ok, fﬂmscreﬁﬁtd_iﬁ%:@l dbeltReQfnprdRenRROSI ti on
ingredients. The sleep distress is relieved with a clearing of the nasal

passages redukingtheskieess tdrieeatddapgsitsagn@ reavimg thebindHrashening s géngs.eThe compoditiomd

unexpecte that, with respect to those ingdividuals living in areas with a
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conposition is used, the nore pollen that is expelled. Because there are no
medi ci nalmprayesgnein theionaaking aunyesding Hmmptoms. asseell enimproEemerts iththerodeepas
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resul ts ipAssaged, ediich AGkagBrebints @iRienth the akigSSmodphate. i nproves breat hi ng
ability. Wth respect to sinusitis, clinical studies were conducted to

val i dat e t he Usis fofind npexpastadbisihes, ovith raspeRetophesedndividhiiaimidving émaneenwithfa
ol ut 1 on EAR Pl arh FoPee Bttt N e e RpRLPEOP SRR BER THE Bise wi |
it 1 bact o B o PR T Pl P RTeS PeaTEg e 3 %0 2ot
i s of t enppssagendndasoserhaiddiith aeaktusy aptheod$'s Giterisg $yissert tiart the ssspohtothe
composit isycl)sr%er(r:xfi'rllhe irr?orrer%?et cgrgggs?ﬁoneilsiursrciedr](’tiﬁeerhorse pollen that is expelled. Because there
are no medicinal ingredients in the composition, the user can cleanse the nose as often as
necessary in order to relieve this type of problem.

For individuals living in polluted geographic areas, routine use of the composition can
provide a previously unknown innocuous method of expelling much airbore pollution from
the nose and sinuses. Use of the composition results in a cleansing and freshening process
that improves breathing ability.

With respect to sinusitis, clinical studies were conducted to validate the use of the
composition in the prevention and treatment of chronic sinusitis, the basis of which is the
antifungal properties of the solution. In addition, it has been found unexpectedly that routine
use will relieve many of the symptoms and bathe the affected area with soothing and

antibacterial, anti-fungal, and/or anti-infective ingredients. Fetid breath is often present as an

additional symptom of sinusitis that use of the composition can, in most cases, eliminate.



- 5 AUG 2005 Further illustrated by Cinicals entitled "Intranasal_ 5 AUG 2005
Antiseptic Effect on Chronic Sinusitis Protocol". Individuals who snore
that regularly maintain good hygienic practices by utilizing the
conposition just prior to retiring to bed, report an unexpected and
significant change in their ability to breathe clearly through the nose.
Wth their change in breathing, they reported a decrease in oral dryness,

t hereby rel jeving the,condi.tion that,is kn to ¢ snhoki ng. Jhe ..
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at the ENT's office after surgery on the nose and/or sinus passages. The
i ngr edi erfusthenns abteidbreviotidle, Womisasy the @A ankies dirpldetigliyis saffadnpfiom thee. |
there is nothing present that will interfere with the physician's care.
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the composition have reported, unexpectedly, that they breathe much better after a thorough,

hygienic cleansing of the nose and sinuses just prior to retiring to bed. Nasal mucus and
other related foreign matter that has accumulated in the nose hairs is easily expelled with the
-therapeutic process. The user retires with clearer nasal passages and a refreshed, minty
aftertaste and is less likely to experience sleep disorders associated with blocked nasal
passages. '

Further, within the scope of their ENT’s complete approval, some of the users of the
composition have utilized a method of hygienic cleansing of the nose and sinuses to
compliment the care received at the ENT's office after surgery on the nose and/or sinus
passages. The ingredients.contained in the composition are completely innocuous, i.e., there
is nothing present that will interfere with the physician's care. Unexpectedly, these users
reported their breathing became easier, their nose and sinuses felt cleaner and very positive
changes occurred in what they described as "very fetid" breath. The composition cannot be

substituted for an ENT’s care and hygienic cleansing of the nose and sinuses cannot be



substituted for an ENT's care and hygi eni c cl eansing of the nose_ayﬂ @bmyses
cannot be 9 - 5 AU5 2005 conpared to, nor achieve the sane results g
physi ci an-supervised irrigation, no nore than toothpaste and nout hwash can
be substituted for procedures perforned by a dentist in their office;
nonet hel ess, the invention provides advantages to the user that do not cone
wthout its use. Wth regard to individuals whose occupations require
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t he posi kgares toeslothe thbelmehi.t s t hat can be achieved with routine therapeutic .
cl eansing of the nose and sinuses. |f one examnes an air filter, taken from
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function for our respiratory system the positive benefits that can be
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The composition is truly an exception since it is in fact a new concept in the control
of fetid breath. Prior to the invention, the effect the nose and sinuses have on a person's
breath was not addressed. [n addition, few people have considered the positive health
benefits that can be achieved with routine therapeutic cleansing of the nose and sinuses.

If one examines an air filter, taken from the average home interior heating and cooling
system, the debris caught in the filter clearly reflects samples of the many contaminants we
ingest into our noses on a daily basis. If these filters were never cleaned, eventually the
system would shut down. Because the nose and sinuses provide a similar function for our
respiratory system, the positive benefits that can be achieved by routine cleansing is apparent.

The routine, hygienic cleansing of the nose and sinuses, using the composition
containing isotonic saline, moisturizing, purifying and antiseptic agents will result in cleaner,
healthier nasal and sinus passages, rewarding the user with an improved breathing ability.
Unexpected results reveal that users of the composition have reported relief of many types of

symptoms, likely due to their routine programs of hygienic cleansing of the nose and sinuses.
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Unexpected results reveal that users of the conposition have reported relief
of many types of synptonms, likely due to their routine progranms of5 Mibglléni c
cl eansing of the nose and sinuses. 10 - 5 AUG 2005 After thorough cl eansing,
t he deposits of freshening ingredients |eft behind replaces the netallic
effect wwth a mnty aftertaste. Exanple | The following formul a provides a
representative exanple of the conposition. Ingredient Sodiumchloride
Benzal koni um chl oride Thinerosal Eucal yptol . Methyl salicylate Menthol

Al cohol Afieaharoughydeansingzihrcdepesitnpeireshspingingedigats Apfp oplind gemacesthey. 0029%
0.001 % _-0,03 & 02 %. 0. .07% Trace (Optional) Optional A summary
of the p?jg%g} ?%%tg‘fl&l %gruétgli'aen?(samgf the conposition: |ngredient

Example 1

The following formula provides a representative example of the composition.

Ingredient Amount
Sodium chloride 0.65 %
Benzalkonium chloride 0.002 %
Thimerosal 0.001 %
Eucalyptol 0.03 %

Methy! salicylate 0.02 %
Menthol 0.015

Alcohol 0.07 %

PEG or glycerin Trace (Optional)
Zinc acetate/zinc chloride Optional

A summary of the properties of ingredients of the composition:

Ingredient Propertv

Sodium chloride Base ingredient also acting as a moisturizer

Benzalkonium chloride Preservative

Thimerosal Preservative

Eucalyptol Flavoring Agent, also containing antiseptic
effect

Methy! salicylate Counterirritant, (Local Analgesic containing

flavor similar to Wintergreen)

Menthol Counterirritant

Alcohol Aids in solubility effect of other ingredients also
containing antibacterial effect.

Zinc acetate/zinc chloride Healing and soothing properties

11



Sodi um chl ori de Benzal koni um chl ori de Thinmerosal Eucal yptol I\/’EthyTEAUGZU05
salicylate Menthol Al cohol Zinc acetate/zinc chloride Property Base
ingredient also acting as a noisturizer Preservative Preservative

Fl avori ng Agent, also containing antiseptic effect Counterirritant, (Local
Anal gesic containing flavor simlar to Wntergreen) Counterirritant A ds
in solubility effect of other ingredients also containing antibacteri al
effect. Healing and soothing properties 11 - 5 AU6 2005 The above |isted

formula for the,commRsistdiotnhas ﬂépﬂfa&ﬁﬁgﬁtﬁtﬂae%a&doﬁpéam&maﬁ%gp ive

=

for its stated purpose. The conposition s dispensed froma | oz.
at oni zer effestivé éorarckstams psppose sThekompositibmimatispensad doar a irmzkpugpatahizer

whi ch coul d be considered  .offensive in certain qg:f%)rcunstances or by certain

peopl e, iPo&tle argips SyacssRd B el AYNaieRe ey, mashng 9rprs BricasRylthheonsHicans,
etc. Bas%‘%fe%@idﬁ?%lﬁr;gé %‘g{%%r%u&?%}m&acyr%gggegﬂ'n§§’é§§!ﬁcS-.?dodérp*’f‘roﬁ%@bm@tuﬁiﬂ?t hy|

sal i cyl at'e an n can-be tepl er-srmrlar acting=i ngre#i ents
to conpl efiginy, sha@ngemidtodib@yvefc. The base ingredients of the conposition,

preservative(s) and al cohol, are in percentage

Based on experiments that have been conducted, the eucalyptol, methyl salicylate and
menthol can be replaced by other similar acting ingredients to completely change the flavor.
The base ingredients of the composition, preservative(s) and alcohol, are in percentage
amounts that will remain relatively constant. The solution of the invention is prepared
according to known techniques and excipients, as described in “Remington’s Pharmaceutical
Sciences Handbook,” 17" ed., Hack Publ. Co., N.Y., U.S.A.

It should be stated that the composition of the invention is not limited to the
ingredients stated in the original application or an intervening continuation-in-part (CIP)
formulation. Substitution ingredients are widely available for each of the essential
components, as described in “Remington’s Pharmaceutical Sciences,” 17" edition.

The first set of intrinsic ingredients of the composition is the antiseptic and anti-
infective agents. The elimination of certain types of fungus and bacteria, which are known to
cause offensive odors, will aid in the freshening of the breath and are selected and formulated
to produce the results as described.

The second set of intrinsic ingredients of the composition is the aromatic components
which aid in the freshening and deodorizing of the nasal and sinus cavities. These
ingredients are selected and formulated to produce the results described herein.

The third intrinsic ingredient of the composition is the isotonic, aqueous solution,
acting as an osmotic agent. This ingredient is selected and formulated for the isotonic value
and fully disclosed in “Remington’s Pharmaceutical Sciences,” 17" edition. This ingredient

is selected and formulated to produce the results further described herein.



anounts that wll remain relatively constant. The solution of the invention
is prepared according to known techni ques and excipients, as descnjgﬁg%hQS
"Rem ngton's Pharmaceutical Sciences Handbook," 17 h ed., Hack Publ. .
N.Y., US A It should be stated that the conposition of the invention is
not limted to the ingredients stated in the original application or an

i ntervening continuation-in-part (CIP) fornulation. Substitution
ingredients are widely avail able for each of the essential conponents, as
described i n"Renington's Pharnaceuti &xangge@nces,” 17th edition. The first

set of intrinsjc.ipgr.edi.ents of the conposition is the antiseptic and anti -
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The secangiwsmtumler ‘Applicesion”.i ngr edi ents of the conposition is the aromatic

conponents which aid in_the freshening and deodorizing of the nasal and
sinus cavitiBANGBRese | i are sel ec | at

the resul ts,descy) bed hegei-n. The.third intrinsi edi ent of

conpositi onoiqst%tcir?é i soto ?%}"mac&ﬂ%%%es sol uti o(%g,?r%tg?c gi%ﬁ{:; as an osnot1°Cc agent.
This ingredpgang 595 sel ecsgdumsbrher mul at ed fmiffdg dgepft oni ¢ val ug.jognd ful ly
di sclosed in "Rem ngton's Pharnmaceutical Sciences,” 17 h edition. This

i ngredi ent Oilstos¥bect ed AhdhbbSPBul at ed t o privduimbzinpegemsul t s f uldtdodr
described h 2 - 5 _AUG 2005 Exanple 2 The fo]low ng fornul

rein. rovi des a
second repr@gghf‘hg e exBAPRE BFOUBM| sot oni ETESEEYRIEl e, aqueous 3&%9“ on of
t he conposi {ijaN.~of N this | a, the functi - Lhgredi ent g 4 gi ven
under " Appl Pégt{aioo)ﬁ". RAN&&%E@ EDI ENTAPPLI CAT%EQEE%%!R&E 0.1 to%2q’%i>odi um
chl ori deGsnot0iog tagent 0. 6PlyEbrbate®03¥B0odi um IRurpkeBuf feri ng agent @.(l30 0.1 to
9%Al cohol SDSol ubilizing agent0.090 0.001 to 2% det ate

di sodi unPr e9dNM a0 i5Ve0. 05PoloxamendBRY ycer i nSwiktidepti¢ zi ng agent 0. 001030

0.001 to 5% Domiphen bromide Antiseptic 0.030
0:001 to 5% Cetylpyridinium chloride  Anti-infective/Anti- 0.040
Fungal ‘
0.1t02% Sorbitol Sweetener 0.002
0.1 t0 2% Sodium saccharin Sweetener 0.002
0.1t0 5% Aromatic component Masking agent 0.005
0.001 to 5% Zinc acetate/zinc chloride  Healing agent 0.040
Deionized water Solvent (vehicle) <100%
(W/W%)

The examples of the composition given, both in the parent application and the CIP
filings, are representative of preferred embodiments. However, the ranges of the composition
should not be limited to these examples in terms of ingredients and administration.

Thus, while an embodiment and various modifications thereof of the composition for
cleansing and freshening nostrils and sinus cavities has been described in detail herein,
various additional changes and modifications may be made without departing from the scope

of the present invention.



0. 001 to 5%l ysorbate 8OTMsurfactant0.045 0. 001 to 5%ol oxaner

407THANt i septi c0. 030 0.001 to 5%Doni phen bromi deAnti septic0.030 0: 00T & AUG 2005
5%Cet yl pyri di ni um chl ori deAnti-infective/ Anti- 0.040 Fungal 0.1 to

2%8or bi t ol Sweet ener0.002 0.1 to 2%sodi um sacchari nSweet ener0.002 0.1 to
5%Ar omat i ¢ conponent Maski ng agentO.OOSCgAg%g to 5% nc acetate/zinc

chl ori deHeal i ng agent 0. 040 Dei oni zed vent (vehicle)<100% (WWAH The
exanpl es of the conposition given, both in the parent application and the
CIP filings, are representative of preferred enbodi nents. However, the

" ranges of the conposition should not be linted to these exanples in terms
of ingredients and adm ni stration. Thus, while an enbodi nent and vari ous
modi fi catl.ons thesmpdsitbn fdrdreshening sinuobadiaes cahpanagng and freshening
nostrils and sinus cavities has been described in detail herein, various
addi ti onal chaRg@si&Aaca®Sdi ficati ons may be nade without departing fromthe

scope of the present .invention. 13 - AUG 2005 CLAIMS 1. A conposition for
fresheni ng si ng‘g aeﬁﬁqtﬁc@g@&%f@mg,anga carrier neans; an

anti septic/ ant hiryngale fRaNfr c@ﬂ&aﬁng%_gliﬂﬁnﬁ Ndok QEmeR4t: b%he sinus
elimnating odors engnating fromthe sinus cavities. 2. conposition as
defined iqaveties. m | and further including a preservative. 3. A conposition
as defined in claiml and further including a counterirritant. 4. A
conposition as defined in claiml and further including a solubility

enhancer .p A composition as defined in claim 1 and further including a preservative.

3. A composition as defined in claim 1 and further including a counterirritant.
4, A composition as defined in claim 1 and further including a solubility enhancer.
5. The composition of claim 1, wherein the antiseptic/anti-fungal means is selected from

the group consisting of: cetylpyridinium chloride (CPC), chlorhexidine diglﬁconate,

hexetidine, sanguinanine, triclosan, and benzalkonium chloride.

6. A composition as defined in claim 1 and further including an anti-infective means.
7. A composition as defined in claim 1 and further including a healing anent.
8. A composition as defined in claim 7, wherein the healing agent is selected from the

group consisting of: zinc acetate and zinc chloride.

9. The composition as defined in claim 7, wherein the healing agent has a zinc ion

_ availability of 100.

10. A composition as defined in claim ], wherein the composition is dispensed through a
delivery means selected from the group consisting of: a spray bottle, a dropper, a pump bottle,

and an atomizer-type bottle.
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5. The conposition of claim1, wherein the antiseptic/anti-fungal neans is
selected from the group consisting of: cetylpyridiniumchloride (CPC%,

chl or hexi di ne di gl uconate, hexetidine, sanguinanine, triclosan, and AUG 2003
benzal koni um chl oride. 6. A conposition as defined in claim1 and further
including an anti-infective neans. 7. A conposition as defined in claiml
and furth i ncludi a healing.,agent. .8 A conposition as defined in claim
7, wherei ﬁht he ﬁ‘erﬁf"t?’ﬂa Cé’&émw?%qthggfe&f)éd_ fromthe group consisting of. zinc
acetate and zi Nercotifk 'a@@mg@si_tim,ewﬁé}%%é Eb@?oﬁﬁomaﬁm@ in claim?7, wherein
“the healing agent has a zinc ion availability of 100. 10. A conposition as
defined in claim1l, wherermedahg conposition is dispensed through a delivery
nmeans sel ected fromthe group consisting of: a spray bottle, a dropper, a
punp bottle, and an2apwRicPEe/2nyfengsdegsd, anf4 5 AUG 2005 11. A met hod,
conprising the steps_of:. providi conposi t.i on, ..wher.ei n_t he..copposjti on
includes a carrier Ad4h ,nDa%el&%@ngrb‘:te?@)%ﬂﬁ?lgﬂfﬁa%%g%rérﬁl?anﬁﬂﬁg g%ﬁja isﬁ’éls
agent for @ongRakidg or elinmnating odors emanating fromthe sinus cavities;
and using the conposition by dispensing the conposition in nasal passages or
si nus cavi ti esusii@theToepositivacdyotispenaingthe compemtedmin Fesakpaspages opsiavs di ng a
conposi ti aavitledt i ncludes an antiseptic/anti-fungal agent conprises the
step of providing a conposition that includes an antiseptic/anti-fungal
agent thatisel | mriakRmAAAFELIA1, WHR iR 061 SR diliEE eiihoBliflbl Shdt il
control of bad%eatﬁ’a?\ﬁcrépreésion 013 a (Ialgr -;“elg&feed of sllgnuglltils >
condi t i onsantit&pticlhei-fisgaldgehheormpriyes shd stemobproe] dangre tdmpokieoeitlat wsdlndestahe
conposi tion by dispensing the composition i.n nasal passages or sinus.
cavities EPHATRIH/E-SHgREASeE! @ﬁb%lfrﬁl.naﬂbaq*ﬁeaﬁegﬁar%dh%ere% POy 2¢n81n Beai m
L1, wher eidiois) By 16 cATATEAE R PYr AIPRLATLPE or RS EORBASNERON 10 nasal
passages or sinus cavities acts as a pl atebo tfor nedi cated nasal

]

“13. The use of the composition of claim 11, wherein using the composition by dispensing

the composition in nasal passages or sinus cavities eliminates smoker’s breath.

14, The use of the composition of claim 11, wherein using the composition by dispensing
the composition in nasal passages or sinus cavities acts as a placebo for medicated nasal

composition.

15. The use of the composition of claim 11, wherein using the composition by dispensing
the composition in nasal passages or sinus cavities soothes nasal and sinus passages of

individuals living in harsh climates.

16. The use of the composition of claim 11, wherein using the composition by dispensing
the composition in nasal passages or sinus cavities cleans nasal and sinus passages of

individuals living in areas with high pollen count.

15



conposition. 15. The use of the conposition of claim11l, wherein usi % t he
conposi tion by dispensing the conposition in nasal passages or sinadiUb 2005
cavities soothes nasal and sinus passages of individuals living in harsh
climates. 16. The use of the conposition of claim1l, wherein using the
conposition by dispensing the conposition in nasal passages or sinus

cavities ¢Veangheasabr aRtowijeds %?%9%%10%1' d
wi th high pollen count. 15 }ﬂ%'XUG 2005 f ee&ﬂhﬁé g aﬂ](%gg%bs g g%

claim11l,, [ OSItIOh ensin he conpOS|t|on in
nasal passh\glgys’%ggn%%ﬁﬁg)a%%& %I R Cav’ig ]seg’ﬂﬁj”?iaﬁ?ﬁdt PaLsRrFeaessol

i ndi vi dual s I|V|n? in polluted areas. 18. The use of the conposition of
clalnlll’”ﬂﬁépé?ﬁ’Mgﬁﬁgppﬂéwé@ﬁﬁ§5|tlon by di spensing the conposition in
nasal passages or sinus cavities clears nasal and sinus passages of

i ndi vidual s that snore. 19. The use of the conposition of claim1ll, wherein
using the conposition by dispensing the conposition in nasal passages or
sinus cavigies [ S i ndi vi dual s rom
sl eep apng% 23%k$ﬁégﬂgg§%bmﬁﬁ%0§O¥E%§???o§g§%”1Y%PQﬂTfmnWHEPE?ﬁEMgFHﬁth
conposltl di spensing, the conposition in nasal passages or Sinus
cavities h Oéﬁﬁ’s’ ’H&égﬂ] Panassi ‘?‘hfs’“’ﬁés‘s‘éi@ie%]e@fs nap3 dingdistralpgssages hbve
recently undergone nasal or sinus surgery. 21. The use of the conposition of
clai m 11, ndhededlnthassrgret he conposition by dispensing the conposition in
nasal passages or sinus cavities noisturizes nasal and sinus passages of

i ndi vi dual s who communi cate extensively verbal ly. 22. A conposition for
freshening nostrils and sinus caviiies conprising a saline solution as a

noi st uri zlhg bﬁ%”%ﬁ%éﬁéﬂ‘i’mo%l“?'l] algairhbl AYERt NSNS RYHBOBIORPY ASRESI g
odors from the sinuses or nostrils, a preservative neans for enhancing the
shel f | i féesbmipeiticompoasal passagea or sipuntanitigsrdl¢aanpasaband s passagengf
acceptance of the conposition by the nostrils and sinuses; an i nfection

prevent atindfia@etuffeding fidn aleephpheaf or facilitating solublllty of the
conponents. 16

20.  The use.o.f the composition of claim 11, wherein using the composition by dispensing

the composition in nasal passages or sinus cavities uses cleans nasal and sinus passages of

individuals who have recently undergone nasal or sinus surgery.

21. The use of the composition of claim 11, wherein using the composition by dispensing
the composition in nasal passages or sinus cavities moisturizes nasal and sinus passages of

individuals who communicate extensively verbally.

22. A composition for freshening nostrils and sinus cavities comprising a saline solution
as a moisturizing base component, a flavoring agent for masking or eliminating odors from
the sinuses or nostrils, a preservative means for enhancing the shelf life of the composition, a
counterirritant for facilitating acceptance of the composition by the nostrils and sinuses, an

infection preventative agent, and an alcohol for facilitating solubility of the components.
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- 5 AUG 2005 23. A conposition as defined in claim22 and further
conprising a healing neans. 24. A conposition as defined in claim %éUB 2005
wherein the healing neans is zinc acetate or zinc chloride. 25. A
conposition conprising: an osnotic agent of approximately 0.1 to

approxi mafely ercent b ight of .t sition;.a buffering agent of
appr oxi ma%il y é‘ OTRRP Yt %&W&W&gl%gﬁﬂﬁm&rﬁmﬁl&aﬁ?ﬁimgd’a sition;
a solubilizing agent of approximately 0.1 to approximtely 12 percent by
wei ght of the conposition; a surfactant of approximtely 0.001 to

approxi max&ly 3 gefigeidorhys definghtin clbirh 28, wherepotiethealing measnisiziepadecatobr
approximately 0.001 to approximately 10 percent by weight of the

conposi t i A¢ chloadeant i -i nfective/ anti-fungal of approxi mately 0.001 to
approximately 5 percent by weight of the conmposition; a sweetener of
approximately 0.1 to approximtely 4 percent by weight of the conposition;
an aronatl CcomNpeReYsitidh Rrdkigmtely 0.1 to approximately 5 percent by

wei ght of the conposition; a healing agent of approximtely 0.001 to
appr oxi mat el y @ puneehigeny ohenmybximsiely Rel tocappposmaiadn 2 parcsol bemeightt of dws
t han apprc%gprg%tt%lny 100 percent by weight of the conposition. 17.
a buffering agent of approximately 0.1 to approximately 5 percent by weight of the
composition;
a solubilizing agent of approximately 0.1 to approximately 12 percent by weight of
the composition;
a surfactant of approximately 0.001 to approximately 5 percent by weight of the
composition;
an antiseptic of approximately 0.001 to approximately 10 percent by weight of the
composition;
. an anti-infective/anti-fungal of approximately 0.001 to approximately 5 percent by
weight of the composition;
a sweetener of approximately 0.1 to approximately 4 percent by weight of the
composition;
an aromatic component of approximately 0.1 to approximately 5 percent by weight of
the composition;
a healing agent of approximately 0.001 to approximately 5 percent by weight of the
composition;

a solvent of less than approximately 100 percent by weight of the composition.
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