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ANTTPLAQL/ 4E CONFECTI ONERY DENTAL COWVPQSI TI ON

BACKGROUND OF THE I NVENTION 1. Field of the Invention
wabh@speesent invention relates to a confecti onBCHUS2004/020035

conposition which inhibits the formati on of dent al

pl aque on tooth surfaces and nore particularly the

I nvent i NTi9E abeE AENFEERONERY NI AL COMI@ETTION Whi ch

contains a small but effective anpbunt of a an

anti bacterial ester conmpound which inhibits plaque

formati on and aBAEXGROUND OBJHE INVENAT@S. 2. The Prior

Art Oral conpositions such as toothpastes, gels and

nmout h washes are designed to | oosen and renove pl ague

in conjunction wth a regul ar toothbrushing regi nen.

1 Pen &t tRiaeieohS Present to some degree, in the form
' of a frrm on virtually all dental surfaces. It is a

byproduct of microbial growth, and conprises a dense :
The preéErﬁ hﬁ@nﬁbn ketyies tcC@ftﬁifsduongryOfon@dsn&& vatficlrinhittsripa forsyaion of

et G B R RBREPEA R LAl o AL 85 ppeioneny
composmmhwmchfobnmﬁﬂsw snedlrbut leffoctijte amouny of ees antibastrriagester dompound

rms on the tooth
w18 8oy PSRN PR BRgH Yrker o o7 L 1
part of the tooth surface, and is found particularly
9. ¢he PRBr Qingi val margin, in cracks in the enanel , and
on the surface of dental cal culus. The problem
associated with the formati on of plaque on the teeth

Oral coldp@sitioRs kit dsepstapaiespfel phmtmeuthowishies areudpsignet! to loosen and

semoveg{fibie TEouRPGb i oL hefon g ARk PR BBLOR presen
to somendiebrete it te forh ofib Gidm, ¢4 an]mellﬁ a}i dentabsprfasesnit wr@bmgduct of
mlcrobﬂi %@%@1 a:ﬁtéo lf'% 5 y ?éﬂs ?J &:&Eéﬁﬂg Qﬂ’ﬁ n"i‘s[s@ of

?aque tl on such

mcrooxgamsmamt@sldemﬂl sy ecehange m%fﬁé Hlaggeitasit %Eﬁ’éfe&fﬁrffﬂﬁ dg dental

surfaceﬁh Eu:?cg %}é‘&ielﬁlgkft:?d Bﬁgtvgrﬁg&‘fﬁcﬁdﬂy%v@ﬁ tBt@hg/h §ﬁgéﬂou§ bﬁﬁhﬂhgrrbg‘igaen
Moreonisgi gy et TROTHFAR Gp 1D iR ace Bﬂselﬁa‘}c’é(ﬁ& oplelpgmey form on

any paﬁ ak@eabbctirfads, b istferndipatcariy agtae gingived sergin, in cracks i the

enamell ﬁflﬁ ggaéﬁ évﬁgcfe Cglﬁug}ltla {)]Bl,lglﬁlels p'flg%g&%%%rﬂ ?SS{)&EE@ %Hﬁlr'@lg fOI’IIlatIOI'l of
plaque pn dithuietth lissen (ededndsnoy obplages todpeldiup ané eaammyllmduce gingivitis,

|
penodoglﬁiglggﬂh\gﬁr%? h? 4f i g@gﬁ%dﬁ%@e& »wél & den®l b8fiesd Al dntal calculus.

sha us osits which build up as a
result o f eating throughout the day are left in the

Plaque %%éagﬁﬁ% by oﬁéﬁ'mé g%ge%ﬁg Eéhlaﬂﬁﬁ I@fvaﬁldnﬂi&)rhlhﬁrelbmdﬁcfts) B‘Rtavmglable to
controlgf s doguA A e 9P LR En e BePiP O SRGIE Ly hese
produch€ie mhas vggestcbdively shbe tiamd duringr whiah (ﬂaemeathlatee bmngﬁamsbepd or the
mouth is being rinsed is available for these preparations to take effect. A further disadvantage
of these toothpaste and mouth rinse products is the general infrequency of use, that is, most
dental hygiene products are used once or perhaps twice daily and seldom when they are most
needed, e.g., after meals and snacks. Thus food deposits which build up as a result of eating
throughout the day are left in the oral cavity for long periods of time thereby promoting
microbial growth and formation of plaque on tooth surfaces.
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and the oral infections associated wth plaque

formati on. For exanple, hal ogehated hydroxydi prrehyl
weewsnoesfipounds such as Triclosan are wel | KnP@IFUS2H04/020035

the art for their antibacterial activity and have been

‘used in oral conpositi ons to counter plaque formation

A widd¥os 885 O ThacBEL B nePe prth SpdRe i G ot ormation
and th%élyl ir’ﬁccglonns assodmtddwenth pkagu@ﬂnmaiaom oFomamm $alogendied
hydro;ag;angre% Y bih¥ @ﬁ@%}&ﬁﬁ§ ag x@ﬁ{d eﬂetayt ¥ for their

act o aC|

I NS ora terla SUC
antlba%%% agevitnandkavedect 49dds 0544&051@@61@911%% W’E?ﬁ @iaqge tf@mauon by

baotenhh&cgﬁﬂ%oitlﬁﬂi%@mws Brai B@z,mch@ffsbl@g@%ﬁfth@in\bﬁelrahgher

74,0 scl’oses an. nt|

siphatS il ey ing SER S BB P08 RAPB L A cang B 2
antibacerial aesviey agaihd’t osdl dhétbtidiedclbys Litoicdirng maimpathegen of dental

. ' ri such . n ‘
caries %gidlge%ﬁérﬂ%% }r’)r%los &;ﬁ %%ﬁ% C%ﬁgg%t%gg%ogﬁsg a aif %Qtﬁogén ofilveolar
pyorthed.| SP- al kyl - L-ar gi ni ne al kyl esters undergo hydrol ysis

| n aqueous environments. A critical requirenent,
wever, for these conpositions is that they are

Us 5 8§f¥é>éﬁ slisglesen ay antiplpgiegterays mopfhainsepeisnIgR N -5 aeidic amino

acid esf@Salkt |sf£bi1§!édtb|5}Qh séfce i @R GANRAR! Jf |n&ﬁ§>h9@ﬁ@é‘l§€hol such as

etnanof g BRucdb 6%51%9%?1'%%@%%3@ Sy S r el here e esers undergo

hydrolpdiafjusqueeduiedvimanents. not st abl e under anbi ent
conditions of humdity and tenperature and as a result
the agents quickly become degraded to concentrations
A critiegl rqurmt grome@alc yor thesevtomyositionsizs thatdbmm istshireangfhave a long

shelf- Hi@ '\{/‘ﬁcﬁ %qumﬁﬁhtehﬁmmg ubé BFGeRy % ggca%‘é‘@ﬂormally, the

art 1s seek 1 ng porta cts In
active ﬁm J@P@mor%e%mh@@tqom@@s@@aﬁ thak PIOHM@SC%@@T@ﬁ&/ﬁ“ﬁb as plaque

reductiduiBe M\JSH &ébl@ ﬂﬁk}e?%xr%&&x? céﬁtﬁﬁé@"&qﬁnﬂl Qxﬁyterdnperahne and as a result
rly after eatin
the sl piiFtly Hecduhr e edrborto Sale S hea by

regul ar brushing with a toothpaste or use of a

In v1ev?§y{ﬂyﬂ1£& em%yé\é\ﬁ%x g:tg{;ﬁg!u%/ R J:ng&lth %n %%‘f&(lﬂ%ﬁen"\ﬁ&fgy from

esent 1 nvent I'S provi

home, éhﬂﬁré@tﬂedﬁeg poenp demm@ nn gheclorgof aoln%chﬁgcélo@s sedheasi lpgenges and
chewir@UPEOWRIh SR bRhus@ BFdlchoRiuthe 85T Gk Bﬂwfeaﬂg, @nd which

aque reduci.ng anti bacteri al ete ha
providf grigipgne pgag tS?coméﬂqﬁﬂ ' t'%l?f{ eé’llhﬁ&fushmg with a toothpaste

or use of a mouthrinse.

SUMMARY OF THE INVENTION

In accordance with the present inivention, there is provided a confectionery composition such as
a lozenge or chewing gum comprised of a small but effective amount of a plaque reducing
antibacterial ester having the formula.

NH,

I

[RZCONH—CH-(CHZ)B~NH—C-NH2]* X

COOR!
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COOR 1wherein Ris an alkyl chain of 1 to 8 carbon
atons and R1 is an alkyl chain of 6 to 30 carbon atons
wW@n@sX0G285 an ani on. The term "confectionery  PCT/US2004/020035

conposition” as used herein includes within its

meani ng chewi ng gum and orally soluble tablets, beads
whereifi#did %ﬁﬂ%am-mq 6B a85dn é%&%rs ¥in§ RTROS] é]kﬁrb?l of % 30 carbon

i'nvention are portable and can be packaged and

atomsgch aPﬁmé’nconsuners pocket or purse for consunption

anytl me and anyvvhere Due to the |nherent nat ure of

The teg) i are B G L0t P EHE BT O Pleaip cpowing
gum, aad Imu:dibesbluMe tabidig, beads adtlpomgey. Tonposedtionaryi @myssitiogs of the
presenf ﬁ%@nﬁ&?a@ﬁoﬁgﬁ beagaﬁ E‘@g%@?ﬂﬂtb i €5 b&hsuhlbrs pocket or purse

zenge ta orn1|nsures

for congmplien aayeme @g@g@fvmer@ heua it ﬂ@ entagtuse of the saliva dissolvable
lozeng® @k CH&K #H1E eumhiRdidR r@l’bﬁgé@éodts?ct ys@Che W st es is achieved when

the cORPRGEFTH? 1@%&‘2?%%{ " Brctne HeRedy 6F T sslipyeienial sier T ozenge
tablet, Besd of c&mﬂnglgmeffbm frsuges al:iﬁtlamag.él%iﬁt@tﬂHSﬁ@é obthe tahiplaque ester is

rla Ler S rel ease romthe conp05|t|on
cctveIRle AL B AP p5E lierd ™

it can reach the surface of the
teeth to prevent pl ague accunul ati on. By consi stent

When £ (!C)Ylfé\‘)%l%l’l% ogﬁﬁﬁ BF e ?}Qge}ﬁt ﬁl‘?fﬁﬁ)t?cﬁ% E}}a%g@ it the mouth and

present 1n e con obtal n

cheweér@;z slouay é!sa@iae% B gfeetivsrantiplsane paopicaiihe mtbericRy ofer is released
from tﬁcﬁﬁf&sﬁﬁﬁtﬁm@@aﬁﬁﬁ& Adab Qaé‘ch%é ahfa%é fo@ the faeth he prevent

above jdentified  antjbacteri est or mu
plaquepeoR AR YRS s a? iy f&&fﬁ&’ﬂ%@&&@vg%ﬁn & He present
invent@che vbnsdirer frdll thenagbiain hédxirowmfpidue rédiction €®ingltie, tecthd :
the like, or a nono-fatty acid residue such a |auroyl,
nmyristyl, stearoyl and the |ike, the lauroyl group
bei ng preferred. Exanples of antibacterial ester salts

of . Lhe_abovepdeRivrioS bl Mol Blidsrignigor gani ¢

acid salt su n organic

salt such as acetate, tartarate or citrate, the
Antibsdtbfihl Hetepal t being preferred. Exanples of

nt1h ﬁe ial .ester .co und erred in
In the P IRGU s B SaET e Eh, RGOSREY b R Slappigm mixed fatty
acid resRive sucioapaeonlutafil irahe aeid axléow Mtyt dcid edidheyamdlthe Vikegrogianmono-fatty

acid retshdéle 6?1@12 & E}a&réﬂ{/@xﬁﬂg A I%hﬂ%lyy %nc{ %g 1%{8’0%1y L%O}ﬂ rggo%ebégflg preferred.

propyl ester, Na stearoyl L-argi nine nmethyl ester, N

' Bxam LeaPkbabte ﬁl%sf& Qﬁts‘?{) ¢ atfovbSde ﬁﬁ‘lﬁéﬂ PSiahas iﬂéﬁldem‘%norgyamc acid

erm cocoy breviatio or coconut o
salt sugl eahyeeplaaede éwéat@ BT &% Preanicplt suel as aretate, dagtaggio or citrate, the

chloride salt being preferred.

Examples of antibacterial ester compounds preferred in the practice of the present invention are
antibacterial ester compound of the above-identified formula wherein n in the formula equals 3
useful in the practice of the present invention include N*cocoyl-L-arginine propyl ester, N*
stearoyl-L~arginine methy! ester, N* steaoryl-L-arginine ethyl ester hydrochloride. The term
“cocoyl” is an abbreviation for coconut oil fatty acid residue, and chloride salts of these ester
compounds hereinafter being referred to as arginine derivative compounds. The salt of the
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conmpounds hereinafter being referred to as argini ne

derivative conpounds. The salt of thearginine
walevoswasye conpound, ethyl |auroyl arginine, PGI/US2004/020035

preferred for use in the practice of the present

i nvention. The antibacterial ester of the present

arginih\WERIQ8 chBpHERS M1 ialrdy1 8rAMMEOY gr 36d fof TROR thi BBRtice of the
05 to about 20% by

)f at .a concentration of "about 0.C
lpﬁﬁﬂﬁéﬁﬁﬁPQ%nd preferably about 0.75 to about 5%y weight.

Confectionary Vehicle The antibacterial ester conpound

The arf g% Gl G hetere i SiclE Rt o B P PRL Porpositions ofa
a concspiritibroed dboet §.05 jesabems 200 eweightandoyreftratly et thiEs to about 5% by
weightompound into a warm base with flavor, non-cariogenic

sweet eners such as sorbitol and the Iike.

Lozenge/ Bead/ Tabl et The vehicle or carrier in a

Confecidemgeviger or tablet is a non-cariogenic, solid .
ter-spoluble pol i c. al cohol (pol.yol) such as )
The s iAier 8] Lo FORBOIIC Solbis iPoP R OO HCRIF I o ivenees, boads,

tabletsséreify @hﬁhm:jgmmy badther dim@mgﬂﬁgia@idle@l 3YSRER,0r Igyldibteg dpatigdhg the
| rraes or._ . rogenat ed. pol ysacchari de I N _.a
comp e roiafBert e o oichony SRR 7 Ryl ema e

like. conposition. Enulsifiers such as glycerin, and
tabl eting lubricants, in mnor anounts of about 0.1 to
5@%¥ wei ght, nmay be incorporated into the tablet, bead
Lozenge/Begdehalde§ or nul ati on to facilitate the preparation

The vé}ﬁcllb r@g chraiet ﬁ{ a mlgacge, bl%ﬁd ot BHEA gseagnmﬁa&ﬁ@g%ml%, sl we@nkSuble
MY TR BRI SRR 0L .
hydro£aate oaitogenaicd ahhods¢) hiydergdenged dzagihaf déswrhydeo deappa

oty ShARE M a2 E e B BB Syl Y Elyibprpositon.

Emulsifagrs speh asrgiydeyinpandcighletidg Witirivants cinaninnganvatgs bfhbati Ol to 5% by

: . . | . i
wei gllgg?%%%ﬁf%@gﬁ%ﬁfocﬁg E%g?%’?%tg%é%%?%%rﬁ%?ﬂmn to facilitate ’Fhe
prepaiRfipip ot Abq tablsbheads ead fazengrsr Suifeble ddfEicents melnge vegetahieails such as

cocontif ], &?@g@%iuﬁlrste%a%@ﬂ?@zﬂﬂﬁrﬂét_é@:@ie}/fald, 3‘ga}dheaﬂ&_f@ﬁr’8e)wﬂ1 eSuitable non-
cariog BB 5O Bho FbiFehAR sebodned) SR ronyetiyl celose

and the igeedi ents of about 3 to 5 mi nutes. Accordingly, the :
solid dose tablet, bead and | ozenge conpositions of
this invention affords a relatively |longer tinme period

The logengsoheaicar teflelt may opteanally hetchated math aenating nwiterfel sheh as waxes,

shella@HattRAGEBIHyRbIRISE! pAPBRIIAdmaleic anhydride copolymer or kappa-
carrageenan to further increase the time it takes the tablet or lozenge to dissolve in the mouth.
The uncoated tablet or lozenge is slow dissolving, providing a sustained release rate of active
ingredients of about 3 to 5 minutes. Accordingly, the solid dose tablet, bead and lozenge
compositions of this invention affords a relatively longer time period of contact of the teeth in
the oral cavity with the antibacterial ester compound.

Sweeteners :

The sweetening agent ingredient used in the practice of the present invention include
sweeteners such as artificial sweeteners including as sodium or calcium saccharin salts,
cyclamate salts, such as the sodium salt and the like, and the free acid form of saccharin;

4
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Sweet eners The sweeteni ng agent ingredient used in the
practice of the present invention include sweeteners
waeobk/oaesartificial sweeteners including as sORPCT/IEZNG/020035
cal cium saccharin salts, cyclamte salts, such as the
sodiumsalt and the |like, and the free acid form of

' dlpeptﬁ@%‘i%rs%egiﬂ%%(égjﬁﬂ?]? sﬁfﬂgﬁlﬂﬁ @ﬁ%@%@&%@ﬁ?f%ﬁae%&ﬂyﬁeﬁa

dinydrerhalupnacHuPEaRAD; G106 SyPRsinswoniton & 6<gihydretd-methyl-1, 1,2,3-

oxathlﬂigitdri’l:é?z Iz-alcﬁmﬂd B)ﬁ@icﬁl‘a@lyrfﬁé Ptasdium A@es%ifame-K) sodium and calcium

satts. ‘TSRO R orp i 12 ChBaf atoys mBaRE %ﬁ%gggﬁwg{ﬂ%&ﬁ%@s such as

sugar al¢vhofohylotimgodyiifolf riiifolc atdmaltadlo rugat disdioldpresidaitullk br texture

to the Jo%?p%sﬁ?ogg %ﬁﬂL ;?Es%ﬂpﬁwgﬂt‘for} %1%% ag[%l %ﬁ‘%lzjegllal?l%pr? Iu§1 ) or}galbggtl 254 to about
90% bpmvghﬂ preferpklyabouedd% te abant 886 byttt Ad?l@l@ifsWeh@ners are present
[
o e S RIS ORRL i G BB i
about Lo bytwe&oh by wei ght. Artificial sweeteners are pr esent
in the confectionery conpositions of the present

Ina pr%l‘g \%@F@En 1%%&‘]]? nsg&lgftfn; gqtﬂ{ %about O 1 ! glsaap 8cl>'l1§1b1}1(;/%10n of an
art1ﬁcm1rm>metemensuchfae asveeatrenthrgriafdalt sweseter b?elﬂg preshitehérally in
amounfy ofa%@oﬁlf (5 %% Aot % @%%%elgfﬁcﬁd?ﬂ%ﬁ%%%y éqaq'iﬁ'?o 1??1 £ about 1.0% by

sweet ener resent gen
Welghta:nnddhq sngaf algplan]tor @oDBVis presendin the larkm gy beed gmbbha!t a
bRkt 2 g 0 0

coocengfgﬁglr? g?& ohobg% a@ofxt Cf}f? bg % 11?1@19@17531%/ ﬁﬁé\%lgﬂz‘:? éﬁg)gabtoﬂ? 55% by
weightindbe pelyplapiestenst. a concentratlon of about 40%to

about 60% by wei ght, preferably about 45%to about 55%
Fl b vveig t of the polyol sweetener. Flavoring Agents
———'&%ééL&naVO : re flavoring agents are used in the
One oranofedtavoring byentoapased inothe oénﬁsm@armmnpdsﬁmn d%‘thﬁrﬁrﬁnﬁon. A
vanetyocff tﬂv Q{n%vjﬁlqg%.‘e ér@ﬁr{ g%e&}{sgd qﬁéﬁug’ %0 lé§s%gt1a1| o{ﬁ% éjuoh cinnamon,

esse n
wp@tppmmmt menthelobirclpianis m@rgeem\ﬁnhm eproelymtusi dil. ANatural fruit

ﬂavorsedé?ﬁ'e&' Broﬁﬁtheleksen&\%pﬁaﬁs fsﬁéﬁ ds Jp&éﬁvgéa?r pe%h Vs%ﬁwfb(aﬁw ey,

essence of fruits, such
apricots, PrRER ST FFmElon |b|a.9.anaaq51|dl tg%hke &e% é@ve\%aérpmugh as coffee, cocoa

and th@amrvan@a@tﬂda&:uﬁc&@ zirb@@the 8ké,v dﬁd@é@ﬂrﬁat@ﬁﬂb $8h as affinin,
the |ike;, wne

pepperp L] (B8 L 1B FE i e aorateg oy T CORT Ry

. compopigiope of thepsdsantdnaerdionlee alcbheentriliay of dbogt gao tBowrsds by weight

andpréfgﬁggp,g;o@l{ ed t{) Bndlls G2t 864 lotnery conposi tions of the

invention at a conc ntratlon of about 0.5 to
about 5% by wei ght and preferably about 1.0 to about

Other InSPbdheyei ght .

Tableting lubricants, in minor amounts of about 0.1 to about 2.0% by weight may be

incorporated in the tablet, bead or lozenge formulation to facilitate the preparation of both the
tablets, beads and lozenges. Suitable Iubricants include vegetable oils, such as coconut oil,
magnesium stearate, aluminum stearate, talc, starch and Carbowax.

Chewing Gum

The chewing gum of the present invention is preferably a sugarless chewing gum containing
the antibacterial ester compound. Chewing gum formulations in which the antibacterial ester of
5
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O her Ingredients Tableting lubricants, in mnor
anounts of about 0.1 to about 2.0% by weight may b e
wo psiopsat ed in the tablet, bead or | ozenge PCT/US2004/020035
formulation to facilitate the preparation of both the
tabl ets, beads and | ozenges. Suitable |ubricants
the prdsBel iR Giedy Y BeOipofateBate v ASafoRG R Yhe B Iand %@&@Ef‘ ddftain, in

st ear al um.num Stearate, _talc, starch
st ey in DERET QR OFHeOTe RERHHG G ASFHF: %fﬂ%asb%%@metemng agent -
and at lemgieontel favoringpgedter abl y a sugarl ess chewi ng gum

containing the anti bacterial ester conpound. Chew ng

gum fornul ations in which the antibacterial ester
Gum base metepintssarable doriseiio thamyctive dfiige ipentive dreawell wedwn in the art
and m&ﬁ@é"ﬁa’chfbl bh %lrﬁirxé‘u a%ﬁn bRk B@Hl)}’tufeg @ﬁe% efbr«%ggﬂa{l{fgﬂatural gums or

a_ch eW|n one or

elastora@f'é ﬁ%“éudﬁ‘a%hlqﬂéa%%mr@h@bbﬁreéqléﬁen&daaé@%r&uttmcl% 1¢Céla§ftspb §erva,
guttakﬁ;b YOI pemageillo, o@dﬂkﬂ?@s&h&%&ﬁ 'R@Jréseﬁtétﬁ/@ Bjrrﬁhétﬁf giS€or elastomers

ctice of this on are known i n
includg ﬁ%taalﬂlg SRaIeoPe "ﬁI%rtHSP oty %B&al?ﬁﬁagége gppolymers.

m xtures thereof. Representative nat ural guns or

The gxﬁ‘!} ﬁﬁ%quﬁ{c%ﬁd%&lgérf %ﬁﬂl%hc;h%lvﬁig %ﬁ%gro%hgto#\%gs%ﬁg%ﬁ gglg‘)ngg hbout 10 to

about 4% by gt q@émreﬂemblsoaqut R0 to stwut REYednf weight. ’ |
Representative synthetic gunms or el astoners include
but adi ene-styrene copal yners, polyi sobutyl ene and -

Plastl%%%{ﬁﬂf&qn@?&aa%ﬁwaﬁm@wéwmmm geAnpagiHonssare suitable for use

in this ifNeatipoiadiadinteldlia, ¢Rey shd Biktfirey BEReF irPdmaunts of 0.1 to 5% by
concentration of about 10 to about 40% by wei ght and

weig hlﬁoreferabl y about 20 to about 35% by wei ght.
Pl asticizing/softening agents comonly used in chew ng

Tlﬂle‘sv?ér%\[/géx%rg%%ﬁ{ ﬁjﬁ?&iﬁ%ﬁ ﬁgedsfﬁ] tﬁ?&a@tu\g\?gé(fet%s éﬁ‘éﬁrﬁnﬂt"g e tée selected from a
wide rengerad sfiatenialamod meiu %16 same @rtﬁ%a:}ymd\@olyht swathteners used for the-
prepar%&ﬁ%l@ﬂ BURE LA NOLRge 'T’tol}k')g Sfedtbndrd ﬁlogxra{é.‘ GhitFRl Eﬁ%d malitol are

% gvenilon may be.Sel ec froma w de range
Presenhﬁlt f CRFVEINE SHEN SHBPQRHEon 9fdhe Rresed iryoptieR araﬂ@ptp@f ghput 40 to

about Wﬁweight mpkef@abw RABoWRIFBRE MBI %fbytvaéilg@tt $he Eﬁﬁi&al
sweet eners Sﬁél rb| t ol

and
swecteAREis pPEERE dn iR e o R R RO RIEE % Grppunts of
about §.heo phag i by wetgitt iznd preferablywhbtst 03 tablbity wéighto about
80 %y wei ght and preferably about 50 to about 75 %by
wei ght. The artificial sweetener is present in the
In additienvip e igeredisotsdissed ahevedhe g qoroesitions magrisodnclude additives

such aSB8IRhE ﬂﬁv&ﬁ%%geﬁfs]anﬁ%@fﬂ%l tF @%m PR ﬂﬁ&u&%ﬁ‘ g1ox1de may be utilized

re erab ?ut 0.3 to 1%y wei in a
asac ?’%‘?f}éﬁ ﬁavqrgﬂ@awa%d@ aﬂtrﬁ@y bweéomﬁblsimg @Fﬁ@l&?&y’lls such

as cmrﬁh&m $ﬂiﬁhﬂﬂ1€, pREPEIINE Snenthol, birch, anise and the like; natural fruit flavors
derived from the essence of fruits, such as apple, pear, peach, strawberry, cherry, apricot,

orange, watermelon, banana and the like; bean-derived flavors, such as coffee, cocoa and the
like. Flavoring agents are incorporated in the chewing gum formulation at a concentration of
about 0.5 to about 5 % by weight and preferably 1 to 3 % by weight.

Antitartar agents compatible with antibacterial esters such as ethyl lauroyl arginine may also be
included in the oral composition of the present invention. An example of such antitartar agents
include cationic polyphonates such as water soluble quaternary aminoalkylene phosphonic
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such as colorants, flavoring agents and the Iike. For
exanple, titaniumdioxide may be utilized as a

wa@elosienss A variety of flavors known in the arPCT/mB3004/620035
used, including essential oils, such as cinnanon,
spearm nt, pepperm nt, nenthol, birch, anise and the

compdunl€as diadibEedl infUrgtist1 181437 008 delokRGI WA IshRrss $RRgRrated by

of uits,. such as appl.e,.-pear,. pgach, strawperr
QL IRE T LN N T -
inventionks 2 coremt@ddon vé dbdut Aviotosbosiith bysvaiglitf ee, cocoa and
the like. Flavoring agents are incorporated in the
~ chewing gum formulation at a concentration of about
Antitagasagepisatigh a5 g gompaghie vatcentibasteralissiers such ag pygpphosphate and

L polyp}Yaéﬁ%IH%E salfthi} 8¢ IiuREGAbRe CRAPHhbPb L Whdl Bomponent oral composition

I acterial esters such as ethyl |auroyl arginin
systerprigWhica @ 18t GHRIRERLPIIEIRTEe @P%‘P%&f&?gs%tﬂy a6 {hg pecopd component
contail§ %Qﬂéqmﬁﬁﬁbgi irﬁﬂa:taﬁ\@aﬂ,ﬁﬁﬂ'lﬁiﬁ afd s&aah cam%bﬁ@fci Béing maintained

gents include cat.i oni onates_such.as ter '
separa i achy UL FREL SR B R PERE 1o B SRai oo b St

as disclosed in US 4,118,472, the disclosure of which

i ein incorporated by reference. These antitartar
ManFefifd may be included in the oral conposition of the |
The cqnfecsionery ¢ovepnsitom efttheprsernt énvention trinade ibaut suitableiqgnventional

proce@Ritre RO RYLNGLH lestef BohbAHIITE irRBEIH: SediHts fhedotidMake material such
conpat 1 bl e th anti bacterial _esters suc

I ble w h as : .
that ngyyieEss b3 HiRited ameymb of iAsrigaibat bsprosvatsl atsdispt thap pagld result
undesirible AR10EHIRARNEAEr HRinglintddlced P IRetimBysitiorCdFRRSprbéedsing or

systemin which a first conponent contains the
storaggnt i bacterial ester and the second conmponent contai ns

the inconpatible antitartar salt, the first and second

. CO [ .

Bauipf AP ARG SRR e R B Pt R A Elapba TR BRGR B} BEbaring
packagiagtchewivigrarnadeblets, ieds gwhlogengednary conposition of

the present invention is made by any suitable

conventi onal process where.the_anti bacgterial .ester .
One recthgsbion gnanyfacHEBIEIEP SPBROSIHITHOY {hE mygRiioN BORBFiSRECAT bepting the
base 1Hat6Ralttb attePervfti-€ fuffitieat fol diiveeds aiyousttr @fthe bgmposited. SThe base

BRGS0 IO B 8 it et

sensitberipgsiicheruchias pigstrizaressi sweetmestave fgerpofaied pmemixed into the

-basegtqtﬁgog%v?é:e?&l%ﬂ}gﬂ&%phm gues have been wel| devel oped in

or preparing packagi ng chew ng gum tablets,
beads and | ozenges. One nethod for manufacturing the

The t&AEP 9B iHeiRE B inbBifidn 6 BélvRAL G &RSY drifind@RtihAedients once

. the base material to temperature sufficient to dri Vetl
mixedsgryd Gy ComPEESing of POl IBa o EnEPRIRRS B SRl PRRS PG the
delivdri @ tHeQ@kiBebtéal stef BRAPAINAl €n afdewi Srlodhdetablets it is necessary to have
a freeaf{]otvslrigg ?r}a erial lVVh?C tlaeers g%g séﬁ" Qﬁlﬁintgepqrgg AL which will not stick to the

molding or compression equipment. .

An illustrative procedure for formulatiﬁg the chewing gum composition is as follows: the gum
base is first melted in a heated kettle at 55°-65°C. One or more of the swesteners are then
added to the gum base followed by one or more flavors, plasticizer. All ingredients are then
mixed for a sufficient period of time to ensure adequate dispersion. The mixture is then
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sensitive ingredients such as plasticizers and
sweet eners are incorporated and m xed into the base
wa@mwso002sveet ener vehicle. The tablets of the PCEESI4/020035
i nvention are conventionally made by grinding the
- ingredients once m xed and then conpressing or nolding
allowédi® doody amﬂﬂlemhﬁ'bacﬁelﬁzg reﬁﬂeﬁc@ﬂli)dlﬁﬁlie adddns exfe@ﬂéertthe SOlida cooled
[ . anti bacterial ester conmpound. In order
]nﬁm?%kﬁ%ggﬁgeﬁ¥%@$§ﬁyﬁﬁﬂ?%’necessary to have a free
. flowng material which has good self binding ‘
Tn ordBf PREMh&SsHREd 4t hin"ﬂdditioﬂﬁf) 8 bl (38 FPh 'g?%a?z[ﬁon of the
conpression equl ht. An I Tustrative procedur or .
chewabks pRoHEt hegna %S@ﬁ@@%é@@%ﬁ@é&%‘sﬁw predugt sheyld drgpackaged in
a manh BesoA$To ReisBniz8 ekposite 6Bkt £ hoiskrdeat ed kettle at
55-65C. One or nore of the sweeteners are then added
to the gum base followed by one or nore flavors,
The fqlloaang Examples Ard iliuagatibd efnhspmeant idvention e itfio anderstood that the
. Gl : ' of tinme to ensure adequate
mven@%%g%?%’geﬁ%ég@% Xture is thenall owed to cool and the
anti bacterial ester conmpound is added thereafter the
solid, gsaghsdymaterial is cut into suitable serving
Si zes. r to enhance shelf stability, in
additipn to the adm xturegdisedei n the preparationjof
the chewabl e product being substantially free of
wat er %‘H‘éedfepgi shed product shoul d beWa€kaged inja

nmanner "S0.as TO M NI M Z€ €Xposure to g 1. and mof Sq ure.
acchaiin : . 0.15
The folTowng Exanples are illustrativé of the present

i nvent | agnebuth Stedrate S under st ood t hat tdwe i nvention is
not limted thereto. Exanple |I LOZENGE | ngredient |w:

% SacchdPPA® 0.15 Magnesium Stearate 0:%0 d ycer in 1.0
g(g?/rlpl e‘@“ﬁflgé{ék’ﬁé%mé ne 0.5 FI avor. 2.0 Sorbitol Q&

Flavor 2.0

Sorbitol Q.S.

Example I
BEAD

Ingredient Wt. %

Gelatin 30

Flavor 45

Vepgetable oil : 225

Aspartame 0.2

Ethyl lauroyl arginine 1

Food color 0.002

Flavor 2.0

Ethy! alcohol 0.3

Water Q.S.
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Ingredient W. % Gelatin 30 Flavor 45 Vegetable oil
22.5 Aspartane 0.2 Ethyl lauroyl arginine 1 Food col or

w@2068R0@Favor 2.0 Ethyl al cohol 0.3 Water Q S. BXEDP1084/020035

Pl TABLET Ingredient W. % Starch coated

di cal ci unphosphate 40 Cel |l ul ose 20 A ycerin 12
Sorbitol 17 Sodium saccharin 0.2 Flavor 1 Lecithin 0.5
Et hyl [auroyl arginine 0.5 Water QS. Exanple IV

CHEW I\@aJME_J!@medi ent W. % Gunbase 25 Bi nder 10

Aspart ane thyl lauroyl arginine 1
TABLET
Ingredient A Wt. %
Starch coated dicalcium phosphate 40
Cellulose 20
Glycerin » 12
Sorbitol 17
Sodium saccharin 0.2
| Flavor 1

Lecithin 0.5
Ethyl 1au1:0y1 arginine 0.5
Water Q.S.

Example IV

CHEWING GUM

Ingredient Wt. %
Gum base 25
Binder 10
Aspartame 05
Ethyl lauroyl arginine 1
Flavor . 2.0
Titanium dioxide 04
Sorbitol/maltitol (50:50) Q.S.
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Fl avor 2.0 Titani um di oxide 0.4 Sorbitol/maltitol
(50:50) QS.Cains What is clained is: 1. A
weonwsmeesdnery conposition delivering antipl agReT/agmnt/e20035
to the oral cavity when applied thereto, the
conposition being conprised of a honbgeneous m xture
of a solid base material, @&,guget ener and an
anti bacterial ester having the formula NH I
What i§ &aftdCH CCHMNH- G- N- 1HXJ COOR 1 wherein R is an
al kyl chain of 1 to 8 carbon atons and Rl is an al kyl
chain of 6 to 30 carbon atons and X is an anion. 2.
1. A c’ﬁh&cﬂ@ﬂér@%h@ﬂ@ﬂh}bn dehyesigtandplaghie aganitymothevbml eavitst Whken applied
nt i teri a en I j I, 1
the% tgg 018.];)%%1 ﬁorh em% corﬁg}ég]egion %% é&ls m&fturgtoFX solid Fase
matf;lﬂal M Slvawlmmemd mmévmtem@ls’@r h@wma@@rﬁormg apresent at
a concentration of about 0.05 to about 20% by wei ght,
and preferably about 0.75%0 about 5% 4. The
confectionary conposition l fclaim1l wherein the
conposition is a chewing gim 5. The confectionary
corrpos[ b 1 I j;t conposition is a
t abl et R@@Iﬁﬁf @@%‘t%gry npr%sn tion of claiml
wherein the coréqg tion is a lozenge. 7. The
conposi tion of Rm 1 wherein the conposition is a
bead. 8. The conposition of claim1 wherein the
wherei GU3QSi dlkyirthiis &1 tordadarispr@yms and R' is an alkyl chain of 6 to 30 carbon

atoms and X is an anion.

2. The confectionery composition of claim 1 wherein the antibacterial agent is the chloride salt
of ethyl lauroyl arginine.

3. The confectionery composition of claim 1 wherein the antibacterial agent is present at a
concentration of about 0.05 to about 20% by weight, and preferably about 0.75% to about
5%.

4. The confectionary composition of claim 1 wherein the corhposition is a chewing gum.
5. The confectionary composition of claim 1 wherein the composition is a tablet.

6. The confectionary composition of claim 1 wherein the composition is a lozenge.

7. Thé composition of claim 1 wherein the composition is a bead.

8. The composition of claim 1 wherein the composition is an oral spray
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