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SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO 

DIVISION DE NUEVAS CREACIONES 

E. S. D. 

REF.: Expediente No. 07 063.493 - Solicitud de Patente FASE NACIONAL 

Corresp. a la Solicitud Internacional PCT/US2005/046514. 

a nombre de: COLGATE-PALMOLIVE COMPANY. 

Titulada: COMPOSICIONES ORALES QUE CONTIENEN CAMELLIA OXIDADA. 

JUAN PABLO CADENA SARMIENTO, vecino de Bogota, portador de la tarjeta 

profesional No. 57492 del Consejo Superior de la Judicatura, obrando como 

apoderado de la Sociedad COLGATE-PALMOLIVE COMPANY, segün lo acredita 

el documento de poder presentado en esa DivisiOn, de acuerdo con el Articulo 44 de 

la DecisiOn 486 de la ComisiOn de la Comunidad Andina, me permito solicitar Clue se 

examine si la invención contenida en la solicitud en referencia es patentable. 

De acuerdo con lo anterior, me permito anexar el recibo oficial de caja No. 08-

53,446 por valor de $420000. 

De la Senora)efe atentamente, 

/UAWP?A/OCA?DENA SARMIENTO 

C.C. No, 80.410.337 de UsaquØn 

T.P. No. 57492 del C.S.J. 

Cra 7 No. 71-21 Torre B, Piso 4 

Bogota, 04 de agosto de 2008 
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Industria y Comercio 
SUPERINTENDENCA 

DIVISION DE NUEVAS CREACIONES 

RADICAC ION EXPEDIENTE No. 07-63493 

EL EXTRACTO DE LA PRESENTE SOLICITUD DL PATENTE DE INVENCION 

FUE PUBLICADO EN LA GACETA DE PROPIEDAD INDUSTRIAL No 589 DE 

- FECHA 29 DE FEBRERO DE 2008 EL TERMINO HABIL SEFALADO POR LA 

LEY EXPIRA EL 03 DL JUN10 DL 2008 

NOTA: Dentro del plazo de los seis (6) meses siguientes a partir de la fecha de publicación 
en la gaceta de Propiedad Industrial, deberÆ solicitar y cancelar el examen de patentabilidad 
so pena de que la solicitud caiga en abandono, de acuerdo con Jo establecido en el ArtIculo 
44 de la Decision 486/2000. 

SE PRESENTARON OPOSICIONES POR PARTE DE TERCEROS. 

Si NO _____ 
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The present uvcntion pros ides a safe and highly effectis e 
antibacterial composition without inipairiug the flavor of 

or dci iths. which composition is used in products such 
ai foods and Orsl care g,,ods s; Inch are in,,jiiflv to be taken 
into himati or animal lidie. or munI\ to he used in the oral 
rIo I 

ftc cc posItion according to the ocesent invention contains 
gallocateelun gahate n oenI for eniteutcing the activity 
if anttbac:cr:,il tech_n a, ss inch the antibacterial seth aN  
of the anl:b._cteri_ti itcc’h:n . aint _Si"eptocoocus ,nutans 
is oartaeaahar(’ enitsatced 1.e ..oannoeitioti according to the 

ti entacr. can Sc produced h\ mixing the aiatibac� 
tcrial eatechias with c.allocatcclJn gallate .Alternatively. it 
can be produced as a napositaun coniprasang a synthetic 
adsorbent -adsorbed fraction as tI:e instil component. a inch 
is obtained (iv ub:ecune a 5c’lvC:It-e.\tflhat front tea leaves to 
an adsorption treatnient ith the use or a s ithetic adsorbent 
sciccoad 1–1.01 among .iroasat:c compound -based synthetic 
ada.’rhcnts and nscth:cr’lii ;.:moundhascd synthetic 
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[0111)0] 1 en,’c1i (or a He!tls nh an:l ,,cteri.;l nCiit/ oh 
the I laC sit’ tite etlbct nI’s /it ’’,Ho� .’/,/.’.. /’S /t 
tn/Il, the present l\’/:: lot% cc,’d’,ctcd t:er:s:.e 51,/c’ 
and. as a result, Surr1cntiti\ tou:tc lout ((() Cull:caICcil:ii 
gallutet has an atis tn 1uia inc the itheniai uelt\ ]l 
Of green te cateeltin such as hObO.  
the present invention 

00101 Accordingly. the prcse:tt on et:t,’/: relates to a 
compositIon C pr/Ii/g cat bins oti \ci s thai, arnihecte-
rial effect enhancer eel I c,taclt) a eel late 

00)11 The present iil\ertt:’ti als relates to an atttihacte-
nat compoimon aCaitiSt ,5/’, ’/S’ n/u/an, and Ite like. 
containing an aniihactur:al-actine L,eti r ,nta/,t/t 
entechin gsiilatc end green tea sitcclttt ,’htaineu Its 
tag lea leas c’ sijib a ,tis cat. ads rhoig be s’lsurtI-cxtr,Iet 
iroiti the tea lean es on sviithetic adorhetit selected front 
aniong nrouiatic enntpound-bsisccl nnnthetic adsorbents and 
nethuervie C mpound-bJsc3 n mhctic ,idsc’rberts _inJ then 
eltiting Ihe adsorbed componerila from die adsorbent, here 
the antibacterial aetivits of the green km crtechin is 
etthanced by the OjexistinE aullocatechin gailate. 

[0012] The icon "green tea eatechins used lit the 
present ifiVentioll tfle/iti green tea polvplieitol c/lied/ins 
knoss n as a Conlpoitioil havtne set’s ,afe csiflost.isUc and anti 
periodontal disease activity based on the antibacterial actis - 
tv. and includes tbr example. C. EC. GC. PibiC. ECG. 
[(100. etc.. or a mixture thereof. It is preferable Omi the 
green tea caieeUi5 contain at least [CCC. 

I)III) ’ftc term ’’is!it:hacteriul catecltins’’ as turd i// the 
CiitiC: tCaO5 c’jte*.’h:tis at lean: cntta:tii1/n [[dO 
a,nus:i:naclen,) eticet. 

o,io,.:dmertl  
tile ticids . ...: ornc.t ha: cxrts 

lttslitv s,,la. a:t::nnc:ct’,,’.. car:,’.,um .1,0 ti/ /I. rtc’I,nutal 
.tllCCt, is a.ttted at our:’,’. I/cue storage 

stabIlity of drinks or proceeJ f. ’ohs 

0015] ;\lthictugli the composition accorditt to the present 
invention may be produced from auv sta:,i/iz materials 

[horn restriction, preferably it dens en from tea in ie\s of 
,iable supply. The "tea" as used herein includes. hut [ not 
limited to. unfermented tea product) of green tea such as 
Seit-cha (apauese Lreen tea), biouji-cha (roasted green tea). 
gvnkura tea. Kabuse-eha ’semi siat shaded tea). and Machi-
seicha tsmamod lean, uateotmitted tea products of  
(:ltdtee :vpe gree// tea .K.smirs-eltt. t’nnt tired mc , s/1011 
t’res)t,t,oelia .bat/sn-c: a. urnit-renteited tea product’; 
stilt as Floshu-lea ,ti.i ,’otoa tea. :dr:..mu’h sn. 

Mote.tcu a/Id

 

sL, :’tl bonsineriiig the prosetme nt at epinser 
.net the svnei’gi 0 ctlL’ct cit c/Icc Ufis. o. cog te./ pro/ore 
trom C sI.’:en’m leti’ cs 5 preterari’ CIflOIC" COt C’ C SUV 

source 

00161 The coniposit/’iI according to I/ic prose/it 1/1/ c/it/c/i 
nitiV be produced ho toi’utg (iCC s il: c.iiedtms n/It iitg /ilt 

/Intib:leterial effect. sod; ./s 11CC (i.. \I e:1/:lt:\ etc. It C//fl be 
obtained ositia aim of he tea :/.11et0alc described above as a 
stt’tn/O itiatenal , _,d,0c/0////2 :. .t:t et.ti,.:.a. cnr/ic/c/: 
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Al. c.\trasn no/i cioti tea isina hot water or 
ii; cluate ni hich is 

ta//Ic/sn 15/0 be bosnubec :r, gac/tter detatl hrcinafter, by 
I cc.: toe or susOei/o:// sl/:d extract to is titer and then 
son/cot/tm it to column rhrr’m//t:snotphv using adsorptts e 
rosin sttcot as l,)l,\J(j1\ I ih- I i :t:.tniiaeturemd hr Mitubihi 
t, IC//In//It (hc’t-o.rrntion tOt /C 0500 

:0011 !he 5,,’tvCtlI se’, ,’r cxrracttrin mttv be water 
rt!oIie. or tn urht:rco\ IL/I st’.tre c: wa/er ss iTh one or more of 
11/liar ,olvcIttS S/Oil o lower abc’ ho Is inclttdir.a methanol, 
ethanol, etc , Il/id .scct’" r H:’,’. c’ Cr. stnc the acttvc ogre-
dictits according In the prescott It’ Cfltii’n c/i//not he cdi-
etcontl C\t0i c:e:l ’a rho. :ir ccli cat als’ tic. it is prctertih Ic 
tO toe /1 lytx000e , ,, ,’Ittr ’r lvot ’a tIn ’s//ten bttrther. in 
such a ’0) "’cot ri/"it’:re. ’he rolo:e::: s’t the Polar solvent is 
preter/iho’ 1:’: II ’oc 100:1 ’ill Itt voht:n:e Among these 

use s\:stCr, ethanol or ii mixture 
beret": In’:i. the v:etvu,’::/: st cfro’. sttice the extract is to 
C n/lI: : Cottal I/iC/I ::: ’oil care orodttcts or binds. 

[11018] Itt ’he mOrec::,":I step. Ire ratio of’ the Tea leaves to 
the crIn cot :ctts: sao’:ct:l/,rlv restocted, However, it is 
prelbrible Is: cattpls.sc ::e sn Ott Itt 1.1 /iitt(’Litli Of 2 to i 
ti/lies by niriehi of the tea u/IS e, /1110 it, SC’s of extraction 
procedure and efficiency. stib preterahlv to l(Xh time, by 
weight of the tea leaves. It iS 01/tv/Il/COt to’ corm’ out the 
extraction /ii a tempera TIre if) 0’ Itt roctu temperature to the 
hoilitig 1iiitt cf the sols eat under 5:Itlosplk’ric pressure. ftc 
extnllctil ’it is prelenIhIn el ’t’.t:lllie,) l,’ a period of Ii) Minutes 
to 24 tours. tlmntlgll the C\truem" C 1/fOe varies depending on 
the ext ’act i’It teintlerirli IC 

[011191 to ’taii ait ttt:::h,, ntertt,l finicttsst imni the IC/i lu/li’ 
c’\ti/iet tlttis .’hts,ttted. 1::s’ cc.....int n,it hc llecitcd sntth ti 
,y:ttll0t.0 ,1fl,,’"ttC::t 1’ c-on: 1,/etc ,ldsorheltt it, be ased itt 
Cparn.t:.s tt:e tea 0° c\’"osn CC. a:: .,It "tljIiC cot"-

t’:iti’,J-’,t5o1 ,n::titcti. . .1- it ’n dice,) ’c t’oln/:iertjitla 
c’titpotiiid-

11/1501  ttttt-
acrylic 000. Pixa/nale, ot 0. /0100:0:05.0 55 /l.eh/C arco/atle 
cI/mpct/l//l-hanri s\ i/I//eta. uhs,Ii-.c//ts t.tcioide DIAIO\ 
111’20 jttd l)l.ACb\ It’ll t tUciUL/ftc’tL,red hr Mitsubishi 
Chemical ’rponii..:o. .’N)fl[RLI’I’[ X002’ uni 
LITE XAD 4 i nuiitul’uct/Ired by Robin and Naas Company. 
USA) and so ciii. 5’ bile examples of eotiinierciallv available 
methacrvlie coit/pouuct-based svtitiitic tidsorberns include 
DIAION JIPIM(i aid DL\ION IlPMG untinufactured by 
Mitsubihi Cltentjc,,i Corpscrati’tul .. \MB[R1.ITL X_D7 
and .-Un)BPi).hITh lU) It htttmuufaerstred by Robin and 
blttas Cc ’;tpatv. i.,S.\ ah 5’ ott, 

[0020] 1 i, ’reer,b[ . mrs ,’i.Il/;c ,r athelic adsorbent 
treat/I/C//I hr ’an/,0t/5 ho , n/ne//c h,..be,it into a eolunu. 
O,Iss/ie /1/c Ie.I In.::’ ,’\tI cl :l’:’e: he c’Ii//tlto .1/id the/i 

"1.’l/en Ire//tI//C tlte tea teat 
preteruhie is 

:’/CSS.rc. I. c. I///.i0ic’/C’l/ soil Cl/I ,. /11 the extract, or 
"5 it/I 0 On:. t,: tic/liC\’C complete fiOtictictil-

’ct/Ic extuct. i.e ii;:. allate can he eluted 
1:0/ti tOe .I,ls rbei_t 551. tIe use 01. tC’r c.xaniple. CI 

tic//Oh the Invention is not 
rOO/’iCtCd there:: 

r002 1] 1: . ,tih prc...r:tlu ::’ lull//er pitrilb the eluate 
1)1.0/h li-Il . ::..c.,:.,t,.rc0 hr \iitcuhtshi Chemi-
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ccl Corporation) having a snatCher pore OLe a a column 
packing. In this way. Irich-minecular svcight substances such 
as poly phenols hat dig molecular weight of 20W or more, 
which were adsorbed together with the antibacterial com-
ponents on an adsorbent in the case of I-H’ -O, are not 
adsorbed and pass as such, and therefore, ratceitins and their 
epimers with lower molecular weights can he selectively 
adsorbed and collected. If necessary, the cluate is fttrther 
treated with ])lAlO HP- or SEP1LDEX LH-20 (manu-
factured by Ameirsharn-Pharmocia and eluted wrth a %vlter-
contmnino alcoho c a a irarrccrrr methanol soitmtrc’ri 
or ILI a ect’nc 
solttticii In ihi ’a yce 0 -:rrnbr:;:ia to the 
itriibarcterral acils ii. a a a. ’c

 

%s’d  arid the 
cirioclirns. h(d(’(d arid oy.rracr aid. ateoht:’. aadaic. can 
h obtained at dcc ,ijcai e’nce’rr S ire a.ccwhtn c. [(’rCCi 
and its epimer go Inca er h a got arte :iec ’rib rig to I he present 
invention, can he detertoaned by the rohortmetro using the 
phenol reagent F:htr-Crocadten reagent -lonvever. it is 
advisable to use hugh-peribnna:ree liquid chromatography 
HP] Cj to detentittie the crrnp:siiion a detail 

[0022] Accorsti ic to tire rrhcs c-described inelhod a cain-
position is pros dm1. ci herern the arriimbaa’ierral effect of 

is enhanced by (:1(5, rOil ’sliereimi he ratio E’(iCfo-
:(r(’(i ranges tromn I I 

H-ui’ a’ Ii (iii. ’retcrihly limit 
1 Ott O to I (i.2 (-) Pro:, the tasctu’at separated by the 

’or, ’rile irs I atraposilmon 
rita  cr0 1’e 515’tcfi !ic\t. ’mac mc ,tariscienal iiL’ilS lv’IS t50 

a) io,i! a 

[I(1121i ’Ilir tc.’ lc, cacao’ ’fits .’":.:mie,l titan hr riced in 
.mn lrmr’r. fir cr\tintrld .. ’thus I a- etira’ted or a product 
i rioted ’mciii rho rsiiiiem:,’ a5i’.’rhomr:. .i o,’Iioeimmrtiio hereof 

J dried iroducr obImtrled ha rents Ing rlsenis from the 
eIuat. }’romn use iewpOiaits stirs cc ,iability and safety 
11cr organic solvents, it is ads 1,cilhle to mice lie extract in Elie 
firrit if a 5lded prtrdioi 

[0024] The composition iscuirdi tie i the presetit irs ention 
maY be used to reduce or prevent the onset of dental caries. 
by being added alone or together \x ith serious components 
rilcoja empiosed in the ,Oi. i.. honks 0,1 food .. s ariotit 
purtsmc.’c. To cs’duec ’oi� pie’ omit Ided’aat.rh earls’s 
incu, both (a LiSO’ Ill,:001110: ,,,rato rOuSe late presc’at 
Soc ention as oral care good, r.: c’r-pre. ricer vial t1le onset 
ofderrtal caries, and to reguiarbc ,’a a.a:ca’,a,.:te,at," cake toads 
"I  Jr-ink’ uoaiairlitmg lie C. hOp rai,aa ,. cc, OttO i the 
present n\or11irr set a ,0r1 ooa,..’,..H-,mo ,. O’J:Cc .0 
pres Omit the onset a I det’.:a. 0..cr 

Oo2 Pretdr:’eai crab, chi.:ac..:. "f I.e :mc r; .ar’ cai:;,’Ia 
include dental atrc Ooc’.l- .ia , :c-,’ihpastar. :a... 

511011 as SuerasS’. ass ce;cusd 000:;’ i-re,. (ld:ed.. ..sca. 
innru-vckaia mb adruk, -hear. 5’ .Jm’j ki aea: clh 
pancake IOOtit,.att ..ponc mike,, h::tr cakes has .irms. 
euriairdercomu, baiter .rc.:ra. :a.sra.rd p’aId.n.a c,’OOae’, mccci 
bait,. >re,mjned hiinr. cuts. lactic ,,ca,h b,.e:cra.a .lrtrak. ear-- 
honated drinks. ecithac ccr:ila,. 001cc ’cdv. caramel Oaauctaes. 
ace creams, eliersina ara:.-. ’ai:cc. c:mJrc5 and mrSc,:’atoc. 

[0026] ro produce these oral OtO e’al ,’ ontolfl-
rig the carissiatmc aigdmlac. e lit-’. ’cent OOaltCatic : 0alttl0\ ed 

in the art can be’ 5elee’tch aat.i ai,cd ape:. ;’ra-e’u ,Icecmadani 
on the Product rvpes I cm ox mra-a Ic. o care cc 0011 
aptromaahia coimtamn mdc oats carbonate. Jmbasre calm cut plios-
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phate, silicic cridlydride, lm1az1mesiu1n carbonate, glycerine, 
sorbmtol. propylene glv col. polyethylene glycol. carboxyni-
ethylcellulose. methyl cellulose, sodium alginate. earrag-
cenan, crboxvvinvl polymer, sodium diocivlsitifosuccinate, 
sodium lauryl sulfate, sodium dodecvlben.zenesulfonate. 
butyl parahydroxyhenzoate, hinokitiol, allantoimi. glycyr-
rhizin. alcohols. gsun arabic. starch, corn starch. saccharin 
sodium. stcviosrde. glucose. lactose, magnesium stearrtc. 
monopotasalmmna phosahatc. dipetassiutn phosphate. men-
tb.].  eeptreirittmnr. sneamnnlni, colorants. as 

as ttrr’ri,aic crich .rs sodirtar tstor.dc ond sodium mcrnof-
iu’’mr I:: srjr.itc. mIt -i ntiairrirtr,it,v ,mcait stab as lvso7vmric 

cLonic anal so ott 

[11027] 1 Ii; be . the: .tatrial. L.’ds nay hr produced 
optroriai.Io alerratrco a. ";r.mm’::lv en:ploved (hod materials 
such as a.a:ea’e. tri.ct."e, ,arrrosc, maltose. sorhito]. SteviO-
stde. corir svrtmp, l.rct’;’re, cried acid. tartaric acid. malic acid, 
sticcinis"

 
acid. lactic acid. f -ascorbic acid. dI--a-iocopherol, 

sodium ct-s’ihorhate. glycerine, propylene glycol. glycerine 
fatty arid esters_ polyglycerhne tictrv acid esters, sucrose fatty 
acid esters. sorhitari thirty acid estcrs. propylene glycol (’arty 
acid esters, gum arabic. carrilgeenmsn. casein. gelminin. pectin. 
ugar. silamnnmm I-i Iarr’trtla. ,.1,l0,.ail acid airsick, calcium pail-
1t’tttmialo.,t:r;aa,. o.,.e, earla’:aiati -ads. colorants. lirrioritig 
ace.:t- :1.)C-

LU1L8  omth a ran -
0."  

mit b \.\’ 01’ : "\ ’a,.,;.. lOs’ v. ata’-miifl aicur’mriltim to the 
a e,tn.’-taric micar cart he used 

to i"X.\MPI.I-,S ii to b 
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1571 ABSTRACT 

An oral composition dentifrice comprising an orally accept-

able vehicle, about 5-30% by weight of a siliceous polishing 

agent, about 0.25-0.35% by weight of a substantially water-

insoluble noncationic antibacterial antiplaque agent. such as 

2.4.4’-trichloro-2’-hydroxydiphenyl ether (triclosan) and an 

antibacterial-enhancing agent which enhances the delivery 

of said antibacterial agent to. and retention thereof on. oral 
surfaces. 

19 CIahIIS, No Drawings 
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ANTIPLAQIJE ANTIBACTERIAL ORAL 
COMPOSITION 

This is a division of application Ser. No. 07/964.247. 
filed Oct 21. 1992. now U.S. Pat. No. 5,288.480. which is 
a division of application Ser. No. 07/655,571, Feb. 19, 1991. 
now U.S. Pat, No. 5.178.851. granted Jan, 12. 1993. which 
is a continuation of application Ser. No. 071398.566. flied 
Aug. 25. 199. now US. Pat. No. 5.032386. granted Jul. 16. 
1991. which is a continuation-in-part of application Ser. No. 
071291.712. filed Dec. 29. 1988. now U.S. Pat No. 4.894. 
220, granted Jan. 16. 1990. and of application Ser. No. 
07/346.258.filed May 1. 1989. now L’S. Pat. No. 5.043.154. 
granted Aug. 27. 1991, which are respectively a 
continuation-in-part and a continuation of application Ser. 
No. 07/008.901. filed Jan. 30. 1987, now abandoned. 

This invention relates to an antibacterial antiplaque oral 
composition dentifrice. More particularly. it relates to an 
oral composition dentifrice containing a substantially water-
insoluble noncatiotsic antibacterial agent effective to inhibit 
plaque. 

Dental plaque is a soft deposit which forms on teeth as 
opposed to calculus which is a hard calcified deposit on 
teeth. Unlike calculus. plaque may form on any part of the 
tooth surface. particularly including at the gingival margin. 
Hence. besides being unsightly, it is implicated in the 
occurence of gingivitis. 

Accordingly. it is highly desirable to include antimicro-
bial agents which have been luimn to reduce plaque in oral 
compositions. Frequently. canonic antibacterial agents have 
been suggested. Moreover, in U.S. Pat, No. 4.022.880 to 
Vinson et at. a compound providing zinc ions as an antical-
culus agent is admitted with an antibacterial agent effective 
to retard the growth of plaque bacteria. A wide variety of 
antibacterial agents are described with the zinc compounds 
including cationic materials such as guanides and quaternary 
ammonium compounds as well as non-cationic compounds 
such as halogenated salicylanilidcs and halogenated 
hydroxydiphenyl ethers. The noncationic antibacterial anti-
plaque halogenated hydroxydiphenyl ether, triclosan, has 
also been described in combination with zinc citrate trlhy-
drate in European Patent Publication 0161.899 to Saxton et 
a]. Triclosan is also disclosed in European Patent Publication 
0271.332 to Davis as a toothpaste component. containing a 
solubilizing agent such as propylene glycol. 

The cationic antibacterial materials such as 
chlorhexidine, benzthoniUm chloride and cetyl pTIdinium 
chloride have been the subject of greatest investigation as 
antibacterial antiplaque agents. However, they are generally 
not effective when used with anionic materials. Noncationic 
antibacterial materials, on the other hand, can be compatible 
with anionic components in an oral composition. 

However, oral compositions typically are mixtures of 
numerous components and even such typically neutral mate-
rials as humcct.aifls can affect performance of such compo-
sitions. 

Moreover, even noncationic antibacterial agents may 
have limited antiplaque effectiveness with commonly used 
materials such as polyphosphate anticalculus agents which 
are disclosed together in British Patent Publication 22 00551 
of (laffar et a] and in EP 0251591 of Jackson et at. In 
commonly assigned Ser. No. 398.605 filed on even date 
herewith, titled "Antibacteriai.Antiplaquc Anticalculus Oral 
Composition", it is shown the antiplaque effectiveness is 
greatly enhanced by including an antibacterial -enhancing 
agent (AEA) which enhances the delivery of said antibac-
terial agent to. and retention thereof on. oral surfaces and 
providing optimized amounts and ratio of polyphosphate 
and AEA. 

2 
Further. even when polyphosphate anticalculus agent is 

not present as in commonly assigned Ser. No. 398.606 filed 
on even date herewith, titled "Antibacterial Antiplaquc Oral 
Composition". antiplaque effectiveness on soft oral tissue is 
optimized by including with the AEA a solubilizing material 
which dissolves the noncationic antibacterial agent in saliva 
when the polishing agent is a siliceous polishing agent 
present in amount of about 5-30’. When the amount of 
polishing material is about 30-75w by weight, the special 

Ic 
solubilizing material is not required, as in commonly 
assigned Sex. No. 398.699. filed on even date herewith. titled 
"Antibacterial Antiplaquc Oral Composition". 

It is an advantage of this invention that an oral compo-
sition dentifrice containing a siliceous polishing agent, a 
small but effective antiplaque amount of a substantially 

15 water-insoluble noncationic antibacterial agent and an AEA 
is provided to inhibit plaque formation, even without requir-
ing the presence of special solubilizing agent. 

It is an advantage of this invention that the AEA enhances 
the delivery and retention of small but effective antiplaque 

20 amount of the antibacterial agent on teeth and on soft oral 
tissues. 

It is a further advantage of this invention that an anti -
plaque oral composition is provided which is effective to 
reduce the occurrence of gingivitis. 

25 Additional advantages of this invention will be apparent 
from consideration of the following specification. 

In accordance with certain of its aspects, this invention 
relates to an oral composition dentifrice comprising in an 
orally acceptable vehicle, about 5-30% by weight of a 

ac siliceous polishing agent. about 0.2.5-0.35% by weight of a 
substantially water insoluble noncarionic antibacterial agent, 
said oral composition dentifrice comprising at least one of a 
surface active -agent and a flavoring oil, and about 0.05-4% 
by weight of said AEA. said oral composition dentifrice 

ss being substantially free of polyphosphate anticalculus agent. 
Typical examples of water insoluble noncationic anti-

bacterial agents which are particularly desirable from con-
siderations of antiplaque effectiveness, safety and formula-
tion are: 

40 Halogenated Diphenyl Ethers 
2’4,4’-trichloro-2-hydroxy-diPhcnyl ether (Triclosan) 
2.2-dihydroxy.5.5’-dibromo-diphenyl ether. 

Halogenated Salicylanilides 
4’5-dibromosalicylanilide 

45 3 .4’,S-thchlorosalcylanilidc 
3.4’ ,5-tribrornosalicylanilidc 
2,3.3’.5-tetrachlorosalicylanilide 
33,5-tcrrachlorosalicytanilide 
3.5-dibcomo-3-trifluoromethyl salicylanilide 

so 5.n-octanoyl.3-trilIuoromcthyl salicylanilide 
3.5-dibrorncs-4’-trifluoromethyt salicylanilide 
3 .5-dibromo-3 ’-trifi uoro methyl salicylanilide 
(Fluorophene) 

Benzoic Esters 
55 Methyl-p-Hydroxybenzoic Ester 

Ethyl-p-Hydroxybenzoic Ester 
Propyl.p-Hydroxybcnzoic Ester 
Butyl-p-Hydroxybenzoic Ester 

Halogenated Cait,anilidcs 
40 3,3,4-trichlorocart’iani]ide 

3u’ifluorornethyl.4.4’-dichlorocarbanilide 
3,3’.4-trichlorocarban.ilide 

Phenolic Compounds (including phenol and its homologs. 
mono- and poly -alkyl and aromatic halo (e.g. F.CLBrII-

es phenols. resorcinol and ccchoL and their derivatives and 
hisphenolic compounds) Such phenolic compounds 
includes inter alia: 
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Phenol and its Homologs 

Phenol 
2 Methyl -Phenol 
3 Methyl-Phenol 
4 Methyl-Phenol 
4 Ethyl-Phenol 
24-Dimethyl-Phenol 
2.5-Dimethyl-Phenol 
3.4-Dimethyl-Phenol 
2.6-Dimethyl-Phenol 
4-n-Propyl-Phenol 
4-n-Butyl -Phenol 
4-n-AmyI-Phenol 
4-tert-Amyl-Phenol 
4-n-HeyI-Phenol 
4-n-Hepyl-Phcnol 
2-Methoxy-4-(2-Propenyl)-Phenol (Eugenol) 
2-Isopropyl-5-Methyl -Phenol(Thymol) 

. Mono- and Poly-Alkyl and Aralkvl Halophcnols 
Methyl-p-Chlorophenol 
Ethyl-p-Chlorophenol 
n-Propyl-p.-Chlorophenol 
n.Butyl-p-Chlorophenol 
n-Amyl-p-Chlorophenol 
sec-Amyl-p-Chlocophenol 
n-Hexyl-p-Chloropbenol 
Cyclohexyl-p-Chlorophenol 
n-Heptyl-p-Chlorophenol 
n-Ocyl-p-chlcophcnol 
0-Chiorophenol 
Methyl-o-Chlorophenol 
Eshyl-o-Chlorophenol 
n-Propyl-o-Chloropheool 
n-Butyl-o-Chlus-ophcnol 
n-Amyl-o-hlorophcnol 
tert-Amyl-o-Chloroptcnol 
n-Hexyl-o-Chlorophenol 
n-Heptyl-o-Chlorophenol 
p-Chlorophcnol 
o-Benzyl-p-Chlorophenol 
o-Benzyl-Ln-methyl-p-Chloropllenol 
o-Benzyl-m. m-dimethyl-p-Chlorophenol 
o-Phenylethyl-p-Chlorophcnol 

. o-Phenylcthyl-m-methyl-p-Chlorophenol 
3-Methyl-p-Chlocophenol 
3.5-Ditnethyl-p-Chlorophenol 
6-Ethyl-3-methyl-p-Chlorophenol 
6-n-Propyl-3-methyl-p-Chlorophcnol 
6-iso-Propyl-3-methyl-p-Chlorophenol 
2-Ethyl -3 .5-dimcihyl-p-Chlorophcnol 
6-sec Butyl-3-methyl-p-Chloi’ophenol 
2-iso-Propyl.3 3-dimethyl-p-ChIrophcno1 
6.-Diethylmethyl-3-methyl-p-Chlorophenol 
6-iso-Propyl-2-ethyl-3- methyl -p- Chi orophenol 
2-sec Amy l-3.5-dimethyl-p-Ok1oro1henol 
2-Diethylmethyl-3 .5-dinsethyl-p-Chlorophenol 
6-sec Ocsyl-3-methyl-p-Chloropheuol 
p-Bromophenol 
Methyl-p-Bromophenol 
Exhyl-p-Bromophenol 
n-Propyl-p-Bromoplsenol 
n-Butyl-p-Bromophcnol 
n-Amyl.-p-Bromophenol 
sec-Ainyl-p-Bromophcnol 
n-Hexyl-p-Bromopbenol 
cyclohcxyl-p-Bromophenol 
C)- Broinophcnol 
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tert-Amyl-o-Bromophenol 
n-Hexyl-o-Broniophcnol 
n-Fropyl-m.m-Dirnethyl-o-Sromophenol 
2 -Phenyl Phenol 

5 4-chloro-2-methyl phenol 
4-cbioro-3-mcthyl phenol 
4-chioro-3.5-diniethyl phenol 
2.4-dichloro-3 3-dirnetisyiphenol 
3 .4.5.6-terabromo-2-rriethylphenol 

ic 5-methyl-2-peutylphenol 
4-isopropyl-3-methylphenol 
5-choro-2-hydroxydiphcnylernthane 

Resorcinol and its Derivatives 
Resorcinol 

is Methyl -Resorcinol 
Ethyl -Resorcinol 
n-Propyl-Resorcinol 
n-Butyl -Resorcinol 
n-Amyl-Rcsorcinol 

20 n-Heyl-Resorcinol 
n-Hrptyl-Resorcinol 
n-Octyl-Resorcinol 
n-NonyI-Rescinol 
Phctiyl-Resorcuiol 

25 Benzyl-Resorcinol 
Phenykthyl-Resorcinol 
Phenyipropyl-Resorcinol 
p-Chlocobenzyl-Resorcinol 
5-Cl:doro-2.4-Dihyclroxydiphenyl Methane 

so 4-Qiloro-2.4-Dihydroxydiphenyl Methane 
5-Bromo--2 .4-Dthydroxydiphenyl Methane 
4’-Bromo-2.4-Dlhydroxydiphenyl Methane 

Bisphenolic Compounds 
Bisphenol A 

35 2.2’-methylenc his (4-chlorophenol) 
2.2’ -methylene his (3 .4.6-trichlorophenol) 
(hexachlorophene) 
2.2 -methylene bis (4-chloro-6-bromophenol) 
his (2-hydi’oxy-3.5-dichlorophenyl) sulfide 

40 his (2-hydroxy--chlorobenzyl) sulfide 
The noucationic antibacterial agent is present in the oral 

composition in an effective antiplaque amount of about 
Q.25-0.35% by weight, preferably about 0.3%. The antibac-
terial agent is substantially water-insoluble, meaning that its 

45 solubility is less than about 1% by weight in water at 25’ C. 
and may he even less than about 0.1%. 

The preferred halogenated d.iphenyl ether is ticlosan. The 
preferred phenolic compounds &c phenol, thymol. eugenol. 
hexyl resorcinol and 2.2 -methylene bis(4-chloro-6-

50 bromophenol). The most preferred antibacterial anliplaquc 
compound is triclosan. Triclosan is disclosed in aformen-
honed U.S. Paz, No. 4.022.880 as an antibacterial agent in 
combination with an anticalculus agent which provides zinc 
ions, and in German Patent Disclosure 3532860 in combi-

ss nation with a copper compound. In European Patent Dis-
closure 0278744 it is disclosed in combination with a tooth 
densitizing agent containing a source of potassium ions. It is 
also disclosed as an antiplaque agent in a dentifrice formu-
lated to contain a lamellar liquid crystal surfactant phase 

oc having a lamellar spacing of less than 6.0 ism and which may 
optionally contain a zinc salt in published European Patent 
Application 0161898 of Lane et a] and in a dentifrice 
containing zinc citrate trlhydrate in published European 
Patent Application 0161899 to Saxton et al. 

os The antibaczerial-cnhancing agent (AEA) which enhances 
delivery of said antibacterial agent to. and retention thereof 
on. oral surfaces. is employed in amounts effective to 
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achieve such enhancement within the range in the oral 
composition of about 0.05%. to about 4%. preferably about 
0.1% to about 3%, more preferably about 0.5% to about 
2.5% by weight. 

ALA polymeric materials of the present invention include 
those which can be characterized as having utility as den-
tifrice adhesives or fixatives or dental cements. For example. 

U.S. Pat. Nos. 4.521551 and 4373.036 each to Chang et ad. 
describe commercially available copolymer of methylvinyl 
ether-maleic anhydride (Gantrer) as a denture fixative. 
However, there has not been recognition in the poor art that 
adhesives, fixatives or cements when applied in water-
soluble or water-sweliable form together with substantially 
water-insoluble non-cationic antibacterial antiplaque agents 
could enhance the antibacterial activity of such agents. 
Further, in U.S. Pat. No. 4.485.090 to Chang. (3antrez AN 
copolymer is mentioned among polymeric anionic 
membrane-forming materials which attach to a tooth surface 
to form a hydrophobic harrier which reduces elution of a 
previously applied therapeutic caries prophylactic fluoride 
compound. Again, there is no recognition that such poly-
meric material could enhance the antibacterial activity of 
substantially water-insoluble non-cationic antibacterial anti-
plaque agents. 

This ALA may be a simple compound. preferably a 
polymerizable monomer. more preferably a polymer. which 
latter term is entirely generic, including for example 
oligomers. homopolyrners. copolymers of two or more 
monomers, iononlers. block copolymers. graft copolymers. 
cross-linked polymers and copolymers. and the Like. The 
ALA may be natural or synthetic. and water insoluble or 
preferably water (saliva) soluble or swcllable (hydratable. 
hydrogel forming). It has an (weight) average molecular 
weight of about 100 to about 1.000.000. preferably about 
1.000 to about 1.000.000. more preferably about 2.000 or 
2.500 to about 250.000 or 500.000. 

The AEA ordinarily contains at least one delivery -
enhancing group. which is preferably acidic such as 
ssilfonic, phosphinic. or more preferably phosphonic or 
carboxylic. or salt thereof. eg. alkali metal or ammonium. 
and at least one organic retention-enhancing group, prefer-
ably a plurality of both the delivery-enhancing and 
retention-enhancing groups. which latter groups preferably 
have the formula �(X),,�R wherein Xis 0. N. S. SO. SO2. 
P. P0 or Si or the like. R is hydrophobic alkyl. alkenyl. acyl. 
aryl. ailearyl. aralkyl. heterocyclic or their inert-substituted 
derivatives, and n is zero or 1 or more. The aforesaid 
"inert-substituted derivatives". are intended to include sub-
Stitllents on R which are generally non-hydrophilic and do 
not significantly interfere with the desired functions of the 
ALA as enhancing the delivery of the antibacterial agent to, 
and retention thereof on. oral surfaces such as halo. e.g. Cl. 
Br. 1. and carbo and the like, illustrations of such retention-
enhancing groups are tabulated below. 

X �X)�R 
- methyl, ethyL, poyL hsayi icityl. L’buiyL 

cyckthcxyl. aiLyi bcnz)h phnyL. ehivopatiyl. 
sylyl. pyr4yl. flaaiisL,�try[, beuiOyL. butyryl. 

pbthakoyL ne 
o ethoxy, beroyloxy. chicctoxy. pticnoxy, 

cibuCttuZy, cvWbcnzy1oxy, etc. 
N ethyL4nzzIo, thethy lamux,. peopyla’sudo, 

benzytaminD.. boytunaSs. p ylataendo. etc. 
S thiobucyl. t4oDmbutyt. thioxilyL thiobenZyL 

thpbenyL thiopropionyL pnyIthioaeiyl, 
thiobrnzoyL etc. 

6 
-continued 

SO butyleulfoxy. sllytaOfoxy, beneytlfoxy, 
phenytsulfoty. etc. 

S02 butylsulfmyL allyasifonyl. beriryheiifonyl. 
5 phenylsulfonyl, etc. 

P diethyphoaphinyL ethyJYmy1phMhinyl. 
ethyl11lylptah10y1. ethylbenzylpbspbliyl. 
ethyiphenyIlaauinyl, etc. 

P0 dicthylphspbirioxy, ethylvinylplscpttha’xy, 
inethytally, iphoiphinoxy. ylbexszypboxphixsxy. 

10 flcthLPtflYiphoWbLItOXy. M. 
Si ainsethvsilyL dsmethylbutylaiiyl. 

disnethytbenzybityt dijnethyivinyisilyt 
di.zneshylall)’Lxilyl. etc. 

15 As employed herein, the delivery-enhancing group refers 
to one which attaches or substantively, adhesively, cohe-
sively or otherwise bonds the AEA (carrying the antibacte-
rial agent) to oral (e.g. tooth and gum) surfaces. thereby 
"delivering" the antibacterial agent to such surfaces. The 
organic retention-enhancing group. generally hydrophobic. 

20 attaches or otherwise bonds the antibacterial agent to the 
AEA. thereby promoting retention of the antibacterial agent 
to the ALA and indirectly on the oral surfaces. In some 
instances. attachment of the antibacterial agent occurs 
through physical entrapment thereof by the AEA. especially 

25 when the AEA is a cross -linked polymer. the structure of 
which inherently provides increased sites for such entrap-

ment. The presence of a higher molecular weight. more 
hydrophobic cross -linking moiety in the cross-linked poly-
mer still further promotes the physical entrapment of the 

3° antibacterial agent to or by the crass-linked ALA polymer. 
Preferably. the AEA is an anionic polymer comprising a 

chain or backbone containing repeating units each prefer-
ably containing at least one carbon atom and preferably at 
least one directly or indirectly pendant, monovalent 

15 delivery-enhancing group and at least one directly or indi-
rectly pendant monovalent retention-enhancing group 
geminally, vicinally or less preferably otherwise bonded to 
atoms. preferably carbon, in the chain. Less preferably. the 
polymer may contain delivery-enhancing groups and/or 

40 retention-enhancing groups and/or other divalent atoms or 
groups as links in the polymer chain instead of or in addition 
to carbon atoms. or as cross -linking moieties. 

It will be understood that any examples or illustrations of 
AEA’s disclosed herein which do not contain both delivery-

45 enhancing groups and retention enhancing groups may and 
preferably should be chemically modified in known manner 
to obtain the preferred AEA’s containing both such groups 
and preferably a plurality of each such groups. In the case of 
the preferred polyrnericAEA’s. it is desirable, for maximiz-

SC ing subst.antivity and delivery of the antibacterial agent to 
oral surfaces, that the repeating units in the polymer chain or 
backbone containing the acidic delivery enhancing groups 
constitute at least about 10%, preferably at least about 50%. 
more preferably at least about 80% up to 95% or 100% by 

55 weight of the polymer. 
According to a preferred embodiment of this invention. 

the AEA comprises a polymer containing repeating units in 
which one or more phosphonic acid delivery-enhancing 
groups are bonded to one or more carbon atoms in the 

60 polymer chain. An example of such an AEA is poly (vinyl 
phosphonic acid) containing units of the formula; 

65 

�[C142--cj�

p03it2 

which however does not contain a retention-enhancing 
group. A group of the latter type would however be present 
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readily functions in polymerization because of its presence 
in the monomer molecule either in the alpha-beta position 
with respect to a carboxyl group or as part of a terminal 
methylene grouping. Elustrative of such acids are acrylic, 
methacrylic, ethactylic, aipha-chioroacrylic, crotori.ic. beta-
acryloxy propionic. sorbic. alpha -chlorsorbic. cinnarnic, 
beta- styrylacrylic. muccrnic. itaconic, citraconic. mesaconic, 
glutac ortic. aconitic. alpha-phenylacrylic. 2-benzyl acrylic. 
2-cyclohexylacrylic. angelic. umbellic. fumaric. maleic 
acids and anhydrides. Other different olefinic monomers 
copolynierizable with such carboxylic monomers include 
vinylacetate. vinyl chloride. dhinethyl maleate and the like. 
Copolymers ordinarily contain sufficient carboxylic salt 
groups for water- solubility. 

Also useful herein are so-called carboxyvinyl polymers 
disclosed as toothpaste components in U.S. Pat. No, 3.980. 
767 to (iown et al U.S. Pat. No. 3,935.306 to Roberts et al; 
U.S. Pat, No. 3.919.409 to Perin et al; U.S. Pat No. 
3.911.904 to Harrison. and U.S. Pat. No. 3,711.604 to 
Colodney et al. They are commercially available for 
example under the trademarks Carbopol 934.940 and 941 of 
B. E Goodrich, these products consisting essentially of a 
coUoidally water-soluble polymer of polyacrylic acid 
crosslinked with from about 0.75% to about 2.0% of poly-
allyl sucrose or polyallyl pentaerythritol as cross linking 
agent. the cross -Linked structure and cross-Linkages provid-
ing the desired retention enhancement by hydrophobicity 
and/or physical entrapment of the antibacterial agent or the 
Like. Polycarbophil is somewhat similar, being poly acrylic 
acid cross -linked with less than 0.2% of divinyl glycol. the 
lower proportion, molecular weight and/or hydrophobicity 
of this cross-linking agent tending to provide little or no 
retention enhancement. 23-dU’nethyl-1i-hexadienc exem-
plifies a more effective retention-enhancing cross-linking 
agent. 

The synthetic anionic polymeric polycartioxylare compo-
nent is mainly a hydrocarbon with optional halogen and 
0-containing substitudnts and linkages as present in for 
example ester, ether and OH groups. and is employed in the 
instant compositions in approximate weight amounts of 0.05 
to 4%. preferably 0.05 to 3t. more preferably 0.1 to 2%. 

The AEA may also comprise natural anionic polymeric 
polycarboxylates containing retention-enhancing groups, 
Carboxymethyl cellulose and other binding agents gums and 
film-formers devoid of the above-defined delivery-
enhancing and/or retention-enhancing groups are ineffective 
as AEA’s. 

As illustrative of AEA’s containing phosphinic acid andl 
or sulfonic acid delivery enhancing groups. there may be 
mentioned polymers and copolymers containing Units or 
moieties derived from the polymerization of vinyl or allyl 
phosphinic and/or sulfonic acids substituted as needed on 
the 1 or 2 (or 3) carbon atom by an organic retention-
enhancing group. for example having the formula 
�(X)�R defined above. Mixtures of these monomers may 
be employed, and copolymers thereof with one or more inert 
polymerizable ethylcuically unsatuj-ated monomers such as 
those described above with respect to the operative synthetic 
anionic polymeric polycarboxylates. As will be noted. in 
these and other polymeric AEA’s operative herein, usually 
only one acidic delivery-enhancing group is bonded to any 
given carbon or other atom in the polymer backbone or 
branch thereon. Polysioxanes containing pendant delivery-
enhancing groups and retention enhancing groups may also 
be employed as AEA’s herein. Also effective as AEA’s 
herein are ionomers containing or modified to contain 
delivery- and retention-enhancing groups. lonorners are 

10 
described on pages 546-573 of the Kirk-Othmer Encyclo-
pedia of Chemical Technology, third edition, Supplement 
Volume, John Wiley & Sons. Inc. copyright 1984, which 
description is incorporated herein by reference. Also effec-

5 tive as AEA’s herein, provided they contain or are modified 
to certain retention -enhancing groups, are polyesters, poly-
urethanes and synthetic and natural polyamides including 
proteins and protci.naceous materials such as collagen. poly 
(argewne) and other polymerized amino acids. 

10 Without being bound to a theory. it is believed that the 
AEA. especially polymeric AEA, is generally an anionic 
film forming material and is thought to attach to tooth 
surfaces and form a continuous film over the surfaces. 
thereby preventing bacterial attachment to tooth surfaces. It 

is is possible that the noncationic antibacterial agent forms a 
complex or other form of association with the AEA. thus 
forming a film of a complex or the Like over tooth surfaces. 
The film forming property of the AEA and the enhanced 
delivery property of the AEA and the enhanced delivery and 

zc retention of the antibacterial agent on tooth surfaces due to 
the AEA appears to make tooth surfaces unfavourable for 
bacterial accumulation particularly since the direct bacterio-
static action of the antibacterial agent controls bacterial 
growth. Therefore, through the combination of three modes 

25 of actions: I) enhanced delivery. 2) long retention time on 
tooth surfaces, and 3) prevention of bacterial attachment to 
tooth surfaces, the oral composition is made efficacious for 
reducing plaque. Similar antiplaque effectiveness is attained 
on soft oral tissue at or near the gum line. 

3C In aforementioned application Sex. No, 398.606. filed on 
even date herewith. titled "Antibacterial Antiplaque Oral 
Compositions" wherein the dentifrices thereof contain about 
5-30% by weight of a siliceous polishing agent. a material 
which solubilizes the noncationic antibacterial agent to 

35 render it effective in delivery to soft oral tissues at the gum 
Line is employed. In the present invention, when the amount 
of the noncationic antibacterial agent is optimized at about 
0.25-0.35% by weight. it is found that the solubilizing agent 
is not required: but is rather optional. 

40 In the oral preparation dentifrice, an orally acceptable 
vehicle including a water-phase with humectant is present. 
Water is present typically in amount of at least about 3% by 
weight. generally about 3-35% and humectant. preferably 
glycerine and/or sorbitol, typically total about 6.5-75% or 

45 80% by weight of the oral preparation dentifrice, more 
typically about 10-75%. Reference hereto to sorbitol refers 
to the material typically as available commercially in 70% 
aqueous solutions. Although not required in the present 
invention wherein about 0-25--4).35 % of the water insoluble 

50 non-cationic antibacterial agent is present optionally, an 
additional ingredient which assists solubilization of the 
antibacterial agent in saliva may be incorporated in the 
water-humectant velucle Such optional solubilizing agents 
include humectant polyols such as propylene glycol, dipro-

55 pylene glycol. and hexylene glycol. cdllosolves such as 
methyl cellosolve and ethyl cetlosolve. vegetable oils and 
waxes containing at least about 12 carbons in a straight chain 
such as olive oil, castor oil and petrolatum and esters such 
as amyl acetate, ethyl acetate and benzyl benzoate. As used 

sc herein "propylene glycol" includes 1.2-propylene glycol and 
1.3-propylene glycol. Significant amounts of polyethylene 
glycol particularly of molecular weight of 600 or more 
should be avoided since polyethylene glycol effectively 
inhibits the antibactenal activity of the noncarionic antihac-

Ss tez-iai agent. For instance, polyethylene glycol (PEG) 600 
when present with triciosan in a weight ratio of 25 tji-
closan:l PEG 600 reduces the antibacterial activity of tri-
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closan by a factor of about 16 from that prevailing in the dentifrice contains about 03% by weight of the antibacterial 

absence of the polyethylene glycol. agent and about 1.5-2% by weight of the polycarboxylate. 

The pH of such oral preparation dentifrice of the inven- Without being bound to a theory whereby the advantages 

uon is generally in the rental range of about 4.5 to about 9 of this invention are achieved, it is believed that an aqueous. 

or 10 and not preferably about 6.5 to about 7.5. It is 5 humectant vehicle is normally soiubilizd in surfactant 

noteworthy that the compositions of the invention may be micelles in the mobile phase (that is. not including gelling 

applied orally at a pH below 5 without substantially decal- agent and polishing agent) of a decit.frice formula. The 

cifying or otherwise damaging dental enamel. The pH can be mobile phase solution of dentifrice during use can become 

controlled with acid (e.g, citric acid or benzoic acid) or base diluted with saliva which causes triclosan to precipitate. 

(e.g. sodium hydroxide) or buffered (as with sodium citrate. to However, in the present invention, it is found that even in the 

benzoate. carbonate. or bicarbonate. discsdium hydrogen absence of a special solubilizing material for triclosan. when 

phosphate. sodium dihydrogen phosphate. etc.. the amount of triclosan is about 0.25%-035% by weight 

In this invention, the oral composition dentifrice may be and the polycarboxylate is present. sufficient u’iclosazi is 

substantially gel in character, such as a gel dentifrice. Such present to exert an excellent antiplaque effect on the soft 

gel oral preparations contain siliceous dentally polishing is tissues at the gum line. Similar remarks apply to other 

material. Preferred polishing materials include crystalline water-insoluble noncationtc antibacterial agents herein 

silica having particle sized of up to about 5 microns. a mean described. 
particle size of up to about 1.1 microns. and a surface area The oral composition dentifrice may also contain a source 

of up to about 50.000 crn.2/gm., silica gel or colloidal silica of fluoride ions. or fluorine -providing component. as anti-
. 

and complex amorphous alkali metal aluminosilicate. 20 caries agent. in an amount sufficient to supply about 25 ppm 

V’hn visually clear or opacifled gels are employed, a to 5.000 ppm of fluoride tons. These compounds may be 

polishing agent of colloidal silica, such as those sold under slightly soluble in water or may be fully water-soluble. They 

the trademark SYL.O1I) as Syloid 72 and Syloid 74 or under are characterized by their ability to release fluoride ions in 

the trademark SANT()CEL as Santocel 100 or alkali metal water and by substantial freedom from undesired reaction 

atmuinosilicate complexes (that is. silica containing alumina 25 with other compounds of the oral preparation. Among these 

combined in its matrix) are particularly useful, since they are materials are inorganic fluoride salts, such as soluble alkali 

consistent with gel-like texture and have refractive indices metal. alkaline earth metal salts, or example. sodium 

close to the refractive indices of Selling agent-liquid fluoride, potassium fluoride, ammonium fluoride, calcium 

(including water and/or hurnectanOsycterns commonly used fluoride, a copper fluoride such as cuprous fluoride, zinc 

in dentjfices, so fluoride, barium fluoride, sodium flourosilicate. ammonium 

The polishing material is generally present in the oral flourosilicate. sodium fluorozirconatc. ammonium 

composition dentifrices such as toothpaste or gel composi- fluorozirconate. sodium monofluorophosphate. aluminum 

tious in weight concentrations of about 5% to about 30%. mono-and cli-fluorophosphate, and fluorinated sodium cal-

In a gel toothpaste. the liquid vehicle may typically ciurn pyrophosphate. Alkali metal and tin fluorides, such as 

comprise about 3-35% by weight of water. such as about 33 sodium and stannous fluorides, sodium monofluorophos-

10-35%. and humectant in an amount ranging from about phate (MFP) and mixtures thereof, are preferred. 

6.5% to about 80%. such as about 10% to about 80% by The amount of fluorine -providing compound is dependent 

weight of the preparation. In clear gels where the refractive to some extent upon the type of compound. its solubility. and 

index is an important consideration, about 3-30% of water. the type of oral preparation, but it must be a non-toxic 

0 to about 70’- of glycerine and about 20-25% of sorbitot so amount, generally about 0.0005 to about 3.0% in the prepa-

are preferably employed, ration. In a dentifrice preparation. e.g. dental gel and an 

The oral composition dentifrices typically contain a natu- amount of such compound which releases up to about 5.000 

ral or synthetic thickener or gelling agent in proportions of ppm of F ion by weight of the preparation is considered 

about 0.1 to about 10%. preferably about 0.5 to about 5%. satisfactory. Any suitable minimum amount of such corn-
. 

A suitable thickener is synthetic hectorite. a synthetic cot- 43 pound may be used., but it is preferable to employ sufficient 

loiclal magnesium alkali metal silicate complex clay avail- compound to release about 300 to 2.000 ppm. more prefer-

able for example as Laponite (e.g. C?. SF 2002J)) marketed ably about 800 to about 1.500 ppm of fluoride ion. 

by Laporte Industries Limited. Laponite D analysis shows, Typically. in the cases of alkali metal fluorides. this 

approximately by weight. 5800% SiO2. 25.40% MgO. component is present in an amount up to about 2% by 

3.05% Na2O. 0.98% Li20, and some water and trace metals. 50 weight, based on the weight of the preparation. and prefer-

Its true specific gravity is 2.53 and it has an apparent bulk ably in the range of about 0.05% to 1%. In the case of 

density (g./ml at 8% moisture) of 1.0. sodium monofluorophosphate. the compound may be 

Other suitable gelling agents or thickeners include Irish present in an amount of about 0.1-3%. more typically about 

moss. i-carrageenan. gum tragacanth. starch. 
polyvinylpyrrotidone. hyd.roxyethypropyl-cellulose. 

0.76%. 
.55 It will be understood that, as is conventional, the oral 

hydroxybutyl methyl cellulose. hydroxypropyl methyl preparations are to be sold or otherwise distributed in 

cellulose, hydroxyethyl cellulose (e.g. available as suitable labelled packages. Thus a dentifrice gel will usually 

Nairosol). sodium carboxytnethyl cellulose, and colloidal be in a collapsible tube. typically aluminum, lined lead or 

silica such those available as finely ground Syloid 244 and plastic, or other squeeze, pump or pressurized dispenser for 

Sylodent 15. so metering out the contents, having a label describing it. in 

There may be a tendency for the dentifrice to separate into substance. as a dentifrice gel or the like. 

liquid and solid portions when about 5% by weight or more Organic surface-active agents are used in the cornposi-

of the optional solubilizing material such as propylene tionc of the present invention to achieve increased prophy-

glycol is present. Furthermore. in the present invention lactic action. Moreover, they assist in achieving thorough 

excellent anriplaque effects can be obtained with small es and complete dispersion 0f the antiplaque antibacterial agent 

amounts of antibacterial agent which do not even require throughout the oral cavity, and render the instant coinposi-

solubilizing agent. In the present invention, a preferred tions more cosmetically acceptable. Indeed, at least one of 
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surface-active agent or flavoring oil is present to effect 
desired the solubiization of the antibacterial agent. The 
organic surface-active material is preferably anionic. non-
ionic or ampholytic in nature, and it is preferred to employ 
as the surface-active agent a detersive material which 
imparts to the composition detersive and foaming properties. 
Suitable examples of anionic surfactants are water-soluble 
salts of higher fatty add monoglycencie monosulfates, such 
as the sodium salt of the rnonosulfated monoglycericte of 
hydrogenated coconut oil fatty acids, higher alkyl sulfates 
such as sodium Lauryl sulfate. alkyl aryl sulfonates such as 
sodium doticcyl benzene sulfonate. higher alkyl 
sutfoacetates. higher fatty acid esters of 1.2-dihydroxy pro-
pane sulfonate. and the substantially saturated higher ali-
phatic acyl amidcs of Lower aliphatic amino carboxylic acid 
compounds, such as those having 12 to 16 carbons in the 
fatty acid. alkyl or acyl radicals, and the like. Examples of 
the last mentioned aznides are N-lauroyl sarcosine, and the 
sodium, potassium and ethanolamine salts of N-lauroyl. 
N-rnyristoyl. or N-palmitoyl sarcosine which should be 
substantially free from soap or similar higher fatty acid 
material. The use of these sarcosinate compounds in the oral 
compositions of the present invention is particularly advan-
tageous since these materials exhibit a prolonged and 
marked effect in the inhibition of acid formation in the oral 
cavity due to carbohydrate breakdown in addition to exert-
ing some reduction in the solubility of tooth enamel in acid 
solutions. Examples of water-soluble rioniocuc surfactants 
are condensation products of ethylene oxide with various 
reactive hydrogen-containing compounds reactive therewith 
having long hydrophobic chains (e.g. aliphatic chains of 
about 12 to 20 carbon atoms, which condensation products 
("ethoxamers") contain hydrophilic polyoxyethylene 
moieties, such as condensation products of poly(ethylene 
oxide) with fatty acids, fatty alcohols, fatty aniides. poly-
hydric alcohols (e.g. sorbitan monoscerale) and polypropy-
leneoxide (e.g. Plurocuc materials). 

Surface active agent is typically present in amount of 
about 0,5-5% by weight, prefereably about 1-2.5%. As 
indicated, surface-active agent is believed to assist in dis-
solving the noncationic antibacterial agent. 

Various other materials may be incorporated in the oral 
preparations of this invention such as whitening agents, 
preservatives, silicones. chlorophyll compounds and/or 
ammoniated material such as urea. diammonium phosphate. 
and mixtures thereof. These adjuvants. where present. are 
incorporated in the preparations in amounts which do not 
substantially adversely affect the properties and character-
istics desired, Significant amounts of zinc, magnesium and 
other metal salts and materials, which are generally soluble 
and which would complex with active components of the 
instant invention are to be avoided. 

Any suitable flavoring or sweetening material may also be 
employed. Examples of suitable flavoring constituents are 
flavoring oils. e.g. oil of spearmint. pepperment. 
wtrnergreen, sassafras, clove, sage, eucalyptus. marjoram. 
cinnamon, lemon, and orange. and methyl salic’ylate. Suit-
able sweetening agents include sucrose. lactose. maltose. 
xylitol. sodium cyclamate, perillartine. AMP (aspartyt phe-
nyl alanine. methyl ester). saccharine and the like. Suitably. 
flavor and sweetening agents may each or together comprise 
from about 0.1% to 5% more of the preparation. Moreover. 
flavoring oil is believed to aid the dissolving of the antibac-
terial agent. together with or even in the absence of surface-
active agent 

In the preferred practice of this invention an oral compo-
sition dentifrice containing the composition of the present 

14 
invention is preferably applied regularly to dental enamel 
and soft oral tissues, particularly at or near the gum line, 
such as every day or every second or third day or preferably 
from I to 3 times daily, at a pH of about 4.5 to about 9. 
generally about 5.5 to about S. preferably about 6 to S. for 
at least 2 weeks up to 8 weeks or more up to lifetime. 

The compositions of this invention can be incorporated in 
lozenges, or in chewing gum or other products. e.g. by 
stirring into a warm gum base or coating the outer surface of 

10 a gum base. illustrative of which may be mentioned 
jelutong. rubber latex. vinylite resins. etc.. desirably with 
conventional plasticizers or softeners, sugar or other sweet-
eners or carbohydrates such as glucose. sca’bitol and the like. 

The following examples are further illustrative of the 
15 nature of the present invention, but it is understood that the 

invention is not limited thereto. All amounts and proportions 
referred to herein and in the appended claims are by weight 
unless otherwise indicated. 

20 EXAMPLE 1 

The following dentifrice is prepared: 

25 Parts 

A B 

OLycrüse 10.03 - 
Propylene OIy.l .- 10.00 
So’b,al 70%i 25.00 25.00 

30 Iota o.o 0.60 
OsnOer 5-97 2.00 200 
Sa5ene Saccbarm 0.40 0.40 
Sodium Fluoride 0.243 0,243 
&,dium Hydroxide (50%) 1.00 1.00 
Ti urn Oxa 050 050 

35 Silica Polihin Agent 
(Zeodent 113) 20(S) aioo 
Silica Thickener (Sytox 15) 5.30 530 
Sixhian L2a’y1 Sulfste 2.00 200 
Wwr 31.507 31307 
Thco1oiu 030 

40 F4VOT (hi 0.95 0.95 

The above dentifrice A delivers Triclosan to the teeth and 
soft gum tissue essentially as well as dentifrices B contain-

45 ing a special solubilizing agent for Triclosan. In other words. 
a special soluhiizing agent is not required for the dentifrice 
of the present invention to be effective. Further, a corre-
sponding dentifrice in which the Gantrez polycarboxylate is 
absent is substantially poorer in delivering Triclosan. 

50 In the foregoing example. improved results may also be 
obtained by replacing tncloan with oilier antibacterial 
agents herein described such as phenol. thyrnol. eugenol and 
2.2-ruethylenc bis (4-ch.loro-6-bromophenol) and/or by 
replacing Gantrer with other AF.A’ s such as a 1:1 copolymer 

35 of maleic anhyride and ethyl acrylarc, sulfoacrylic 
oligomers. Carbopots (e.g. 934). and polymers of alpha or 
beta- styreucphosphonic acid monomers and copolymers of 
these monomers with each or with ocher ethylenically unsat-
urated polymerizablc monomers such as vinyl phosphonic 

60 acid. 

EXAMPLE 2 

The following liquid phase dentifrice solutions are tested 
as for uptake and retention of triclosan on saliva coated HA 

disks following the test procedures described in Example 1 
with the indicated results: 
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Inicdictsta A B C D 

ScshLrol (70 loluton) 30.0 30.0 30.0 30.0 
Glycerol 93 93 95 9.5 
Propylene Glycol 0.5 0.5 05 0.5 
SLS 20.0 20.0 200 20.0 
NaF 0.243 0.243 0.243 0.243 
Flavor Oil 095 0.95 0.95 0.95 
Trsan 0.5 0.3 03 03 

54307 54.507 54 307 54,507 
Poly (bcta.cneptsosplionk 2.0 
acid 
Poly (alpha-styrtozpbDspWnic 2.0 
sod) 
Polyvinyl Alcohol 2.0 

Adjusted to pH 6.5 with NaOH 31.0 174.0 86.0 36.0 
Trictosan Uptake iu 
Mierogrwns on Saliva Coated 
Disks 
Ectaplion of Thctoaan on 
Saliva Coated HA Disks 

Initial 183.0 
30 minutes 136.0 
1 hOur 105.0 
3 hours 83.0 

The above results show that solution (D) containing 
polyvinyl alcohol, not an AEA hereunder, produced a tn-
closan uptake of only 36.0, quite similar to the 31,0 uptake 
of the control solution (A) without additive. In contrast. 
solution (C) with poly (alpha-styrenephosphonic acid) pro-
duces an uptake of 86.0. more than double that of solutions 
(A) and (D). and solution (B) with poly (beta- styrenephos-
phonic acid) produces an uptake about 5 times that of 
solutions (A) and (D). tending to indicate further that vicinal 
substitution of the delivcsy-enhancing group yields superior 
results. The above results also show the surprisingly good 
retention of thclosan on the HA disks over time obtained 
with solution (B) containing poly (beta-styrenephosphonic 
acid (M.W’s about 3.000 to 10,000). 

This invention has been described with respect to certain 
preferred embodiments and it will be understood that modi-
fications and variations thereof obvious to those skilled in 
the an are to be included within the purview of this appli-
cation and the scope of the appended claims. 

We claim: 
1. An oral composition dentifrice for attaching. adhering 

or bonding a plaque-inhibiting antibacterial agent to oral 
tooth and gum surfaces comprising in an orally acceptable 
aqueous humectant vehicle, about 5-30% by weight of a 
siliceous polishing agent and about 0.25%-0.35% by weight 
of a substantially water insoluble noncationic antibacterial 
agent, said oral composition comprising at least one of a 
surface active agent and a flavoring oil and also containing 
about 0.05-4% by weight of a water soluble or water 
swellable antibacterial enhancing agent having an average 
material weight of about 100 to 1.000.000 which contains ax 
least one carboxylic delivery enhancing group and at least 
one organic retention-enhancing group, which delivery 
enhancing group enhances delivery of said antibacterial 
agent to oral tooth and gum surfaces and said retention-
enhancing group enhances attachment. adherence or bond-
ing of said antibacterial agent on oral tooth and gum 
surfaces, wherein said oral composition is free of polyphos-
phate anticalculus agent in an effective anticalculus amount 
and said vehicle is other than polyethylene glycol which 
reduces the antibacterial activity of said antibacterial agent. 

16 
2. An oral composition dentifrice for attaching adhering 

or bonding a plaque-inhibiting antibacterial agent to oral 
tooth and gum surfaces comprising in an orally acceptable 
aqueous humectant vehicle, about 5-30% by weight of a 

s siliceous polishing agent and about 0.25%-0.35% by weight 
of a substantially water insoluble noncationic antibacterial 
agent. said oral composition comprising at least one of a 
surface active agent and a flavoring oil and also containing 
about 0.05-4% by weight of an anionic copolymer of maleic 

iu acid or anhydride with another ethylenically unsaturated 
polyrnertable monomer, which copolymer enhances deliv-
ery and attachment. adherence or bonding of said antibac-
terial agent on oral tooth and gum surfaces. wherein said oral 
composition is free of polyphosphate anticalculus agent in 

is an effective anticalculus amount and said vehicle is other 
than polyethylene glycol which reduces the antibacterial 
activity of said antibacterial agent. 

3. The oral composition according to either of claim 1 or 
claim 2 wherein said antibacterial agent is selected from the 

20 group consisting of halogenated diphenyl ethers. haloge-
nated salicylanilides. benzoic esters, halogenated carbonii-
ides and phenolic compounds. 

4. The oral composition according to claini2 wherein said 
other monomer of said copolymer is methyl vinyl ether in a 

25 4:1 to 1:4 molar ratio with the snaleic acid or anhydride. 
. The oral composition according to claim 4 wherein said 

copolymer has a molecular weight of about 30.000-1.000. 
000. 

6. The oral composition according to claim S wherein the 
30 copolymer has an average molecular weight of about 

70D00-
7. An oral composition according to claim 3 wherein said 

antibacterial agent is triclosan. 
8. An oral composition dentifrice for attaching, adhering 

35 or bonding a plaque-inhibiting agent to oral tooth and gum 
surfaces comprising in an orally acceptable aqueous humec-
tant vehicle, about 5-30% by weight of a siliceous polishing 
agent. about 0.25%-0.35% by weight of a substantially 
water insoluble noncationic phenolic antibacterial agent. 

so said oral composition comprising at least one of a surface 
active agent and a flavoring oil and about 0.05-4% by 
weight of an antibacterial-enhancing agent which contains at 
least one delivery-enhancing functional group and at least 
one organic retention-enhancing group, wherein said 

45 delivery-enhancing group enhances delivery of said antibac-
terial agent to oral tooth and gum surfaces and said 
retention-enhancing group enhances attachment, adherence 
or bonding of said antibacterial agent on oral tooth and gum 
surfaces, wherein said oral composition is free of polyphos-

50 phate anticalculus agent in an effective anticalculus amount 
and said vehicle is other than polyethylene glycol which 
reduces the antibacterial activity of said antibacterial agent. 

9. The oral composition claimed in claim 8 wherein said 
phenolic compound is selected from the group consisting of 

55 phenol. thymol. eugenol and 22-methylene his (4-chloro-
6-(xomcphcnol). 

10. The oral composition claims in any of claims 1. 2. 
4-.6. 8 or 9 wherein said surface active agent is present in 
amount of about 0.5-5% by weight. 

so 11. The oral composition claims in any of claims 1.2.4-6. 
8 or 9 wherein said flavoring oil is present in amount of 
about 0.1-5% by weight. 

12- Thc oral composition according to either of claims 
8-9 wherein said antibacterial -enhancing agent has an aver-

as age molecular weight of about 100 to 1.000.000. 
15. The oral composition according to claim 12 wherein 

said delivery-enhancing group is acidic. 
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14. The oral composition according to claim 13 wherein 
said delivery-enhancing group is selected from the group 
consisting of carboxylic. phosphoric, phosptsinic. and sul-
Ionic acids, and salts. and mixtures thereof and wherein said 
organic retention-enhancing group comprises the formula 
�(X),�R wherein X is 0. N. S. SO. SO2 P. P0 or Si. R is 
hydrophobic alkyl. aryl. altaryl. alkenyl, acyl. aralkyl, 
hetcrocvclic. or inert-substituted derivatives thereof, and n is 
zero or "I or more and wherein said antibacterial -enhancing 
agent is a natural or synthetic monomer or a polymer 
selected from the group consisting of oligomers, 
homopolymers. copolymers of two or inure monomers. 
ionomers. block copolymers. graft copolymers and cross-
linked polymers and monomers. 

15. The oral composition according to claim 14 wherein 
said antibacterial-enhancing agent is an anionic polymer 
containing a plurality of said delivery-enhancing and 
retention -enhancing groups -

D 

40 

18 
16. The oral composition according to claim 15 wherein 

said anionic polymer comprises a chain containing repeating 
units each containing at least one carbon atom. 

17, The oral composition according to claim 16 wherein 
the unit contains at least one delivery-enhancing group and 
at least one retention-enhancing group bonded to the same, 
viciflal. or other atoms in the chain. 

18. An oral composition comprising in an orally accept-
- able aqueous humectant vehicle, about 5-30% of a siliceous 

polishing agent, about 0.25%4.35% of triclosan, at least 
one of a surface active agent and a flavoring oil, and about 
0.05-4% of a copolymer of maleic acid or anhydride with 
methyl vinyl ether, 

15 
19. The oral composition according to any of claims 1. 2. 

4-6, 8. 9 or 18 containing a fluoride-providing source. 
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Como resultado del Examen de Fondo, realizado con fundamento en el artIculo 45 
de la DecisiOn 486 de la ComisiOn de la Comunidad Andina, se comunica: 

1. Documentos estudiados 

DescripciOn: Folios 32 a 48 como se radicO inicialmente. 

Reiviridicaciones: Folios 49 a 51como se radicó inicialmente. 
Folios 59 a 62 modificada en fase Internacional 
Folios 86 a 89 mod ificada en fase Internacional 

Prioridad: US2004 60639169 (2004-12-23) - folio 1 
� US2005 11256776 (2005-10-24) - folio I 

2. Modificaciones 
Esta oficina acepta el nuevo capitulo reivindicatorio modificado que corresponde a 
los folios 59 a 62, el cual es igual a la modificaciOn presente en los folios 86 a 89. 

3. Objeto de Ia invención 

Titulo de la invenciÆn: "Composiciones orales que contienen camellia oxidada" 

El problems plariteado en esta solicitud es la necesidad de composiciones orales 
para prevenir o remover la placa dental. 

Para resolver este problema tØcnico la solicitud en estudio proporciona una 
composición oral pars remover Is placa o inhibir su formación que contiene 
extracto de camelia semi oxidada. 

Clasificaciôn Internacional de Patentes (CIP): A61K36/82; A61K47/30; A61K8/00; 
A61 P1/02 

Primer Articulo 45 - Exp 07-63493 



4. De la Solicitud de Patente 

4.1. Reivindicaciones (Art 30 D 486, Art 22 PCT) 

El capitulo reivindicatoria carece de claridad y concision en cuanto a: 

Las reivindicaciones 1 y 25 reclaman una composición que comprende un 
extracto de tejido "semi oxidado" dicha expresióri no es clara pues el carÆcter de 
’semi" no define el estado de oxidaciOn, es ambigua y no permite la comparaciOn 
con el estado de a tØcriica; de igual manera (a expresión un "agente 
acrecentador", no es claro pues no establece a que tipo de sustancia se refiere y 
no define la invenciOn. Se sugiere modificar dichas reivindicaciones defiriiendo de 
mejor manera la invención. 

La reivindicación 5 reclama una composiciOn la cual esta definida por un resultado 
a alcanzar, Se sugiere modificar o eliminar esta del capitulo reivindicatorio. 

La reiviridicaciOn 1 reclama una composiciOn que comprende "entre 0.001 y 10% 
en peso de un extracto de camelia"; este rango de peso es muy amplio por lo cual 
la reivindicaciôn carece de concisiOn. Se sugiere que se limite el objeto de esta 
reivindicación ten iendo en cuenta una generalizacion razonable de Ic mostrado en 
la memoria descriptiva. 

Las reivindicaciones 6, 7 y 25 hace referencia a una composiciOn que contiene un 
agente polimØrico de peso molecular promedio de 100 a 1000000, este rango de 
peso molecular es muy amplio y puede representar cualquier tipo de poilmero, por 
Ic cual la reivindicaciOn carece de concisiOn. Se sugiere que se limite el objeto de 
estas reivindicaciones teniendo en cuenta una generalizaciOn razonable de 10 
mostrado en la memoria descriptiva. 

La reivindicaciOn 10 dice: "una cantidad antiplaca efectiva de un agente 
antibacterial". A partir de lo anterior se evidencia: 
- la expresiôri "una cantidad efectiva" no es clara ya que no se establece un 

valor especifico y no limita la invenciOn. 
- se puede suponer que el solicitante pretendia decir que dicha composición 

comprende una cantidad "antibacterial" efectiva de un agente antibacterial. 
Se sugiere modificar dicha reivindicación. 

La reivindicaciOn 25 dice: "una composición oral para al menos una de inhibir y 
remover Ia placa dental" lo anterior no es claro y se sugiere eliminar la expresiOn 
"at menos una" que quita sentido a la oraciOn. 

La reivindicaciôn 27 reclama una composición dependiente de la 25, donde se 
habla de un agente antibacterial sin embargo no se puede hacer una dependencia 
debido a que Ia reivindicaciOn 25 no hace referencia a la presencia de un agente 
antibacterial. Se sugiere eliminar dicha reivindicaciOn. 

S. DeterminaciOn del Estado de la TØcnica 

El Estado de la TØcnica se determinO con base en la fecha de la solicitud 
prioritaria 2004-12-23 y se encontraron los siguientes documentos que anticipan 
el objeto de esta solicitud: 

Item Documento Titulo Fecha de
Publicación 

Dl W003094878* Gallocatechin Gallate-Containing 
Composition 

plaque, antibacterial oral compos 

2003-11-20 

02 ’ US577643j Anli ition 1 1998-07-07 
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(W) Este documento se encuentra en idioma chino por to cual se utiliza el documento 
US2006/0134286 que corresponde a la misma solicitud pero en idioma ingles. 

Dl- Composicion antibacteriana que contiene el galato del gallocatequina 
proveniente del te de oolong como agente antibacteriano. La composiciÆn puede 
tener una fracciôn del extracto de te absorbido en un compuesto de tipo poilmero 
metacrilato. 
D2-Composicion antipiaca y antibacterial que comprende un agente antibacterial 
como triclosan, una fuente de silice y una agente acrecentador del agente 
antibacterial que permite mayor retención de los en los dientes. 

6. Anâlisis de Patentabilidad (Art 14 D486) 

Comparación de las caracteristicas tØcnicas esenciales, con las del estado de la 
TØcnica: 

Caracteristicas esenciales Dl D2 
composicion oral i - 

Extracto de Camellia semi oxidado(0.001%-10%) 4 
- - 

Agente acrecentador - 

6.1.Nivel lnventivo (Art18 D486) 

La reivindicación I consiste en: "una composición oral que comprende entre 
0.001% y 10% en peso de un extracto de Camellia de tejido semi oxidado, y un 
agente acrecentador". 

Estado de la TØcnica mÆs cercano es Dl que divulga una composición oral que 
contiene extracto de camellia semi fermentado (el termino fermentado 
corresponde a una expresiOn de la oxidación de la planta como se describe en los 
folios 34 a 36) especificamente extracto de hojas de te de oolong (pÆrrafo 0015, 
Ejemplos 1 a 5) como agente antibacterial, para la prevención de la  caries y la 
formaciôn de placa bacteriana, dicho agente antibacterial se encuentra en 

S concentraciones entre 0.0001 y 0.5% (parrafo 0029, ejemplos 3 a 5) y dicha 
composición contiene ademÆs excipientes que dan estabilidad a la formulación 
entre los que se encuentran copolimeros aniónicos que se hinchan como 
polietilen glicol, polimeros de carboxivinil, gomas, carragenina, entre otros 
(Pârrafo 0026, ejemplos 3 y 4). Adicionalmente es importante mencionar que Dl 
traslapa el rango de concentraciOn de extracto de camellia semioxidado 
reivindicado en la solicitud, mostrando el mismo efecto antibacterial a 
concentraciones menores (pÆrrafo 0014; ejemplos I y 2), siendo esto indicativo de 
una ventaja de la formulaciOn de Dl con la de la solicitud. 

La solicitud se diferencia de Dl en una concentración mayor de extracto de 
camelia de tejido semioxidado en la composiciOn (0.001% y 10% en peso) y que 
contiene un agente acrecentador. 

Es importante mencionar que la composiciOn de extracto de camellia semioxidado 
divulgada en Dl muestra el mismo efecto antibacterial, a concentraciones 
menores, (pârrafo 0014; ejemplos 1 y 2) que la reivindicada en la presente 
solicitud; siendo esto indicativo de una ventaja de la composiciôn de Dl con 
respecto a la de la solicitud. 

El hecho de incluir un agente acrecentador en la composición que se daba a 
conocer en Dl, causa que las composiciones, tengan mayor retenciOn del 
extracto de camellia de tejido semioxidado en los dientes y el tejido oral. 
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Por tanto, el Problema TØcnico Objetivo es: "coma modificar al composiciOn 
conocida segün Dl para que tenga mayor retenciOn del extracto de camellia en 
los dientes y el tejido oral’. 

Por su lado 02 describe una manera de solucionar el problema tØcnico 
mediante la adición de un agente acrecentador 0 de retención (columna I 
lineas 62 a 66); dicho agente es un copolimero de Æcido malØico o 
anhidrido con metilvinil Øter (columna 4, lInea 65; columna 5, 
reivindicaciOri 4) el cual permite una mejor retenciOn de componentes 
antibacteriales (columna 10, linea 24 a 30; reivindicaciones 2 y 8) a la 
superficie del diente. 

La reivindicaciôn es obvia, porque el Experto en la Materia enfrentado al problema 
de obtener mayor retención de los componentes del extracto de camellia en los 
dientes y el tejido oral, incluirla el agente acrecentador (copoilmero de Æcido 
malØnico 0 anhidrido con metilvinil Øter) que se revela en D2, dentro de las 
composiciones que se enseæan en Dl, logrando de esta forma la composiciOn 
objeto de esta solicitud, por 10 cual la composición de la reivindicación 1 carece de 
Nivel Inventivo. 

Puesto que las reivindicaciones dependientes 11-12 no mencionan caracteristicas 
inventivas adicionales, tampoco pueden ser consideradas inventivas. 

6.2.Aplicaci6n industrial (Art 19 D 486) 

Las reivindicaciones 14 a 24 hacen referenda a un mØtodo para remover la placa 
e inhibir el depOsito de placa. Teniendo en cuenta que este mØtodo tiene que ser 
aplicado a un individuo (humano) no se considera que tenga aplicaciOn industrial. 

7. Conclusion 

Los requisitos de Patentabilidad de la presente Solicitud estÆn afectados asI: 

Item Documento Reivindicaciones afectadas 

P1 W003-094878 
D2 US5776435 

12,6,7,9,10 
8,1112 

Requisito que 
afecta 

Nivel inventivo 
Nivel Inventivo 

En cumplimiento del articulo 45 de la DecisiOn 486 de la Comisión de la 
Comunidad Andina, se le indica que debe dar respuesta dentro del tØrmino de 60 
dias contados a partir de la fecha de notificaciÆn de la presente comunicaciOn. En 
caso de no dar respuesta al presente requerimiento, o si a pesar de la respuesta 
subsistieran los impedimentos para la concesiOn, se denegara la patente. 

NotifIquese el presente oficio conforme a lo dispuesto en el numeral 5,2, literal e) 
del capitulo guinto del tItulo primero de la Circular Unica NO 10 de 2001. 

JOSE LUIS SALAZAR LOPEZ 
Director de Nuevas Creaciones (C) 

El anterior requerimiento fue notificado por fijaciOn en lista, de fecha  

CONCEPTO TECNICO 
No.0037 

EXAMINADOR TECNICO 
COdiqo No.20293 
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