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SYSTEMS COMPRISING ORGANOSILOXANE
RESINS FOR DELIVERING ORAL CARE SUBSTANCES
AND FOR PROLONGING SUCH DELIVERY

FIELD

The present invention relates to systems for dellvering oral care
substances to the surfaces of the teeth and for _prolonglgg such delivery. More
specifically, the present invention relatas to a system comprising a delivery
composition comprising organosiloxane resins and at least one oral care
substance for delivering the oral care substance, and a protective composition
comprised of organcslioxane resins for prolonging the presence of the delivery
composition in the oral cavity. The delivery composition foorms a film on the
surface to which it has been applied and provides sustained release of the oral

care substance from the film for proionged therapeutic, prophylactic, and/or -

cosmetic benefits. In additon, it is belleved that the systems herein may further
provide sustained release benefits to other oral surfaces, such- as the gingival
and mucosal tissues, as well as 1o the surfaces of the teeth.

BACKGROUND

Oral care products by which various oral care substances or actives can
be delivered to the soft and hard tissues of the ora! cavity have previously been
known. Examples of such oral care products inciude, for example, brushing
aids such as dentifrice products for delivery of anti-caries actives such as fluoride
or other actives for the reduction of the bacteria that lead to the formation of
plaque, and mouthwashes containing breath freshening actives and/or ant-
bacterial actives. In addition, bleaching agents such as peroxide that can be
applied directly to the surfaces of the teeth, i.e., to the tooth enamel, have been
developed.
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While the specification concludes with claims particularly pointing out and
distinctly claiming the invention, it is belleved that the present invention will be
better understood from the following description.

Al percentages and ratios used hereinafter are by weight of total
composition, unless otherwise indicated.

All measurements referred to herein are made at 25°C unleas otherwise
specified.

All percentages, ratios, and levels of ingredients referred to herein are
based on the actual amount of the ingredient, and do not include soivents, fillers,
or other materials with which the ingredient may be combined as a commerclally
available product, unless otherwise indicated.

All publications, patent applications, and issued patents mentioned herein
are hereby incorporated in their entirety by reference. Citation of any reference
Is not an admission regarding any determination as to its avallability as prior art
to the claimed invention.

Herein, "comprising™ means that other steps and other components which
do not affect the end result can be added. This term encompasses the terms

~ “consisting of* and "consisting essentially of.”

The delivery systems herein are comprised of a delivery composition and
a protective composition. The delivery and protective compositions herein
comprise essential components, as well as optional components. The essential
and optional components of these compositions of the present Invention are
described in the following paragraphs.

DELIVERY COMPOSITION

The delivery composiion herein is a composition for delivering an oral
care substance to the oral cavity. The delivery composition comprises an oral
care substance for providing a therapeutic, prophylactic, and/or cosmetic benefit
to the oral cavity. One preferred embodiment of the delivery composition ls
comprised of an clr_ggmslbxane resin; a volatile camier capable of solubliizing
the organosiloxane resin; a rheology modifier; and at least one oral care
substanca.

Ancther preferrad embodiment of the delivery compasition is comprised
of an organosiloxans resin; a fluid diorganopolysiloxane-based polymer; a
volatile carrier capable of solubiltzing the organcsiloxane resin and the- fluld

4
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diorganopolysiloxane-based polymer; & rheology modifier; and at least one oral
care substance.

PROTECTIVE COMPOSITION

The protective composition acts as a protective coating to prolong the
presence of the oral care substance or substances contained in the delivery
composition In the oral cavity. The protective composition need not comprise an
oral care substance.

One preferred embodiment of the protective composition is comprised of
an organosiloxane resin and a volatie camer capable of solubilizing the
organosiloxane resin. A rhaeology modifier may also be present.

Anather preferred embodiment of the protective composition is comprised
of an organoslioxane resin, a fluid diorganopolysiloxane-based polymer, a
volatile camier capable of solubliizing the organosiloxane resin and the fluid
diorganopolysiloxane-based polymer. A rheology modifier may also be present.

The protectivea compasition need not comprise an oral care substance in
order to act as a protective coating for the dellvery composition. However, it
should be noted that any of the oral care substances described herein could
additionally be added to the protective composition.

It should also be noted that more than one application of the protective
composlition, following the application of the delivery composition, can be made.
Multiple applications of the protective composition can be made and are within
the scope of the present invention.

Qrganosjloxane Resins
Sliicone resins are highly crosslinked polymeric slloxane systems. The

crosslinking is Introduced through the incorporation of tri-functional and tetra-
functional silanes with mono-functional or di-functional, or both, silanes during
manufacture of the sllicone resin. As Is well understood In the art, the degree of
crosslinking that Is required In order to result in a silicone resin will vary
according to the specific silane units incorporated into the silicone rasin. in
general, silicone materials which have a sufficient level of trifunctional and
tetrafunctional siloxans monomer units, and hence, a sufficient level of
crosslinking, such that thay dry down to & rigid, or hard, film are considered to be
gilicone resins. The ratio of oxygen atoms to silicon atoms is indicative of the

level of crosslinking in a particular silicone material. Silicone materials which
5
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have at least about 1.1 oxygen atoms per sllicon atom will generally be silicone
resins herein. Preferably, the ratlo of oxygen:silicon atoms is at leaet about
1.2:1.0.

Sllicone materials and silicone resins in particular can conveniently be
identified according to a shorthand nomenclature system well known to those
skilled In the art as the "MDTQ" nomenciature. Under this system, the silicone Is
described according to the presence of various siloxane monomer units which

make up the silicone. Briefly, the symbol M denotes the mono-functional unit
(CH3)38i0)5; D denotes the difunctional unit (CH3)2SIO; T denotes the

trifunctional unit (CH3)SIO04 5; and Q denotes the quadra- or tetra-functional unit
Si092. Nota that a small amount, up to about 5% of silanol or alkoxy functionality

may also be present in the resin structure as a result of processing.

Primes of the unit symbols, e.g., M', D', T, and Q', denote substiluents
other than methyl, and must be spacifically defined for each occurrence. Typical
altemate substituents include groups such as vIn;ﬂ. phenyl, amino, hydroxyl, etc.
The molar ratios of the various units, either In terms of subscripts to the symbols
indicating the total number of each type of unit in the sllicone, or an average
thereof, or as specifically Indicated ratios in combination with molecular weight,
complete the description .of the silicone material under the MDTQ system.
Higher relative molar amounts of T, Q, T and/or Q' to D, D', M and/or M' In a
sllicone resin s indicative of higher levels of crosslinking. As discussed before,
however, the overall level of crosslinking can also be Indicated by the oxygen to

sllcon ratio.

The organosiloxane resins are solid at about 25°C and the average
molecular weight of the resins is from about 1,000 to about 10,000. The resins
are soluble in organic solvenis such as tolusne, xylene, Isoparaffins, and
cyclosiioxanes or the volatile carrier described below, indicating that the resin is
not sufficlently crosslinked such that the resin is insoluble in the volatiie carrier.

The silicone resins preferred for use herein are MQ, MT, MTQ, and MDTQ
resins; such MQ resins are disclosed in U.S. Patent 5,330,747, Krzysik, issued
July 18, 1984. Thus, the prefemmed silicone substituent is methyl. Especially
preferred are MQ resins wherein the M:Q ratio is from about 0.5:1.0 to about
1.5:1.0. Organocsiloxane resins such as these are commercially avaiiable, for
example, Wacker 803 and 804 avallable from Wacker Silicones Corporation of
Adrian, Michigan, US, and G.E. 1170-002 from the General Electric Company.
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Baker of Philispburg, N.J, and HFE (a mixture of methyl nonafluoroisobutyl ether
and methyl nonafluorobutyt ether), supplled by the 3M Company.

Rheology Modifiers

The compositiona further comprise a rheology modifier which inhibits
gettling and separation of components or controls settling in a manner which
facilitates re-dispersion and may control rheological fiow properties.  Suitable
rheology modifiers hereln include organo modified clays, silicas, polyethylene,
and mixtures thereof. The preferred organophilic clays comprise quaternium-18
hectorite or Stearalkonium hectorite, such as Bentone 27 and 38™ from Rheox,
organoclay dispersion such as Bentone ISD gel™; or bentonite organc modified
clays such as Bentone 34 ™ from Rheox or the Claytone Series ™ from Southem
Ciay Products; and mixtures theraof. The preferred silicas may be fumed silica
such as the Aerosll ™ series from Degussa or the Cab-o-sil ™ series from Cabot
Cormporation, sllica gels such as the Sylodent ™ or Sylox ™ series from W. R.
Grace & Co. or precipiiated silica such as Zeothix 265 from J. M. Huber
Corporation. '

The rheology modifier is preferably present in the composition at a level of
from about 0.1% to about 30%, preferably from about 0.5% to about 10%, and
even more preferably about 1% to about 3% of the composition.

Omai Care Substances
The oral care substance preferably contains an active at a level where

upon directed use, the benefit sought by the wearer Is promoted without
detriment to the oral surface to which it is appiled. Examples of the oral
conditions these actives address include, but, are not limited to, appearance and
structural changes to teeth, whitening, stain bleaching, stain removal, plaque
removal, tartar removal, cavity prevention and treatment, inflamed and/or
bleeding gums, mucosal wounds, leslons, uicers, aphthous ulcers, cold sores,
tooth abscesses, and the elimination of mouth malodor resulting from the
conditions above and other causes such as microbial proliferation.

Suitable oral care substances include any material that is generally
considerad safe for use in the oral cavity and that provides changes to the
overall appearance and/or health of the oral cavity. The leval of oral care
substance in the compositions of the present invention is generally, unless

specifically noted, from about 0.01% to about 50%, preferably from about 0.1%
10
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fluoride lon-ylelding materials are found in Briner et al; U.S. Pat. No. 3,535,421;
issued Oct. 20, 1870 and Widder et al; U.S. Pat. No. 3,678,154, Issued July 18,
1972. Preferred fluoride lon sources for use herein Include sodium fluoride,
potassium fluoride and ammonium fluoride. Sodium fluoride Is particularly
prefarmed. Preferably the instant compositions provide from about 50 ppm to
10,000 ppm, more preferably from about 100 to 3000 ppm, of fluoride ions in the
compoasitions that contact dental surfaces when used with the delivery system of
the present invention.

4. Anti-microbial Agants

Antl-microbial agents can also be present in the oral care compositions or
substances of the present invention. Such agents may include, but are not
limited to, 5-chloro-2-(2,4-dichiorophenoxy)-phenol, commonly referred to as
triclosan, and described in The Merck Index, 11th ed. (1988), pp. 1529 (entry no.
9573) in U.S. Patent No. 3,506,720, and in European Patent Application No.
0,251,591 of Bescham Group, PLC, published January 7, 1988; phthalic acid
and its saits including, but not limited to thosse disclosed in U.S. Pat. 4,894,262,
Fab. 19, 1991, preferably magnesium monopotassium phthalate, chiorhaxidine
(Merck Index, no. 2090), alexidine (Merck Indax, no. 222; hexetidine (Marck
Index, no. 4624); sanguinarine (Merck Index, no. 8320); benzalkonium chloride
(Merck Index, no. 1066); salicylanilide (Marck Index, no. 8289); domiphen
bromide (Merck Index, no. 3411); cetylpyridinium chloride (CPC) (Msrck Index.
no. 2024; tetradecylpyridinium chioride (TPC); N-tetradecyl-4-ethyipyridinium
chioride (TDEPC); octenidine; delmopinol, octapinol, and other piperidino
derivatives; nicin preparations; zinc/stannous ion agents; antiblotics such as
augmentin, amoxicllin, tetracycline, doxycycline, minocycline, and
metronidazole; and analogs and salts of the above; essential oils including
thymol, geraniol, carvacrol, citral, hinokitiol, eucalyptol, catechol (particularly 4-
allyl catechol) and mixtures thereof. methyl salicylate; hydrogen peroxide; motal-J
salts of chlorite and mixtures of ali of the above.

5. AntHnflammatory Agents

AntHnflammatory agents can also be present in the oral care
compositions or substances of the present invention. Such agents may include,
but are not limited to, non-steroidal anti-inflammatory agents or NSAIDs such as
ketorolac, flurbiprofen, ibuprofen, naproxen, indomethacin, aspirin, ketoprofen,
piroxicam and meciofenamic acld. Use of NSAIDs such as Ketorolac are

claimed in U.S. Patent 5,626,838, issued May 8, 1987. Disclosed therein are
13
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Antl-pain or desensitizing agents can also be present in the oral care
compositions or substances of the present invention. Such agents may include,
but are not limited to, strontium chioride, potassium nitrate, natural herbs such as
gall nut, Asarum, Cubebin, Galanga, scutellaria, Liangmianzhen, Balzhl, etc.

11. Antl-viral Actives

Antiviral actives useful in the present composition include any know
actives that are routinely use to treat viral infections. Such anti-viral actives are
disclosed in Drug Facts and Comparisons (loose leaf drug Information service),
Wolters Kiuer Company, St. Louls, Mo., 1997, pp. 402(a)407(z), Incorporated
herein by reference In its entirely. Specific examples include anti-viral actives
disclosed in U.S. Patent 5,747,070, issued May 5, 1998 to Satyanarayana
Maijetl, incorporated herein by reference In its entirety. Sald Patent discloses the
use of stannous salts to control viruses. Stannous salts and other anti-viral
actives are described in detail in Kirk & Othmer, Encyciopedia of Chemical
Technology, Third Edition, Volume 23, Wiley-interacience Publishers (1882), pp.
42-71, incorporated herein by reference in its entirety. The stannous salis that
may be used In the present invention would Include organic stannous
carboxylates and inarganic stannous halides. While stannous fluoride may be
used, it is typically used only in combination with another stannous halide or one
or more stannous carboxylates or another therapeutic agent.

12. Other Ingredienta

In additon to the above materials of the composition of the present
invention, a number of other components may desirably be added to the oral
care substance. Additional components include, but are not limited to, flavoring
agents, sweetening agents, xyiliol, opacifiers, coloring agents, surfactants, and
chelants such as ethylenedlaminetetraacetic acid. Sultable flavoring agents
include, but are not limited to, oil of peppermint, oll of sassafras, clove bud ol,
peppermint, menthol, anethole, thymol, methyl salicylate, eucalyptol, cassia, 1-
menthyl acetate, sage, eugenol, parsiey of, oxanone, oll of wintergreen, alpha-
irisone, oll of spearmint, marjoram, lsmon, orange, propenyl guaethol, cinnamon,
and mixtures thereof.

Pigments may also added to the compositions herein to more precisely
indicate the locations at which the composition has actually been applled,
allowing the user to apply the composition more thoroughly or evenly. However,
such pigments are not intended to mask stains that may exist on the iooth

surfaces.
17
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These additional ingredients can also be used in place of the compounds
disclosed above.

: EXAMPLES
5 The following examples further describe and demonstrate embodiments
within the scope of the present invention. The examples are given solely for the
purpose of illustration and are not to be construed as limitations of the present
invention, as many variations thereof are possible without departing from the
spirit and scope of the Invention.
10

Table 1: Hydrophobic Delivery Composition

Component Ex.1 Ex.2 Ex.3 Ex.4 Ex.5 Ex.8
Organoslioxane 25 25 24.6 25 25 25
Resin'

Sllicone Gum? 12.5 4.2 3.5 2.5 1.8 -
Oral Care 17 17 17 17 17 17
Substance®

Volatile Camier* 44.5 52.8 53.9 54.5 55.2 57.0
Bentone Clay® 1 1 1 1 1 1
TOTAL 100 100 100 100 100 100

1. E.g.. MQ resin available as 1170-002 from General Electric.
2. E.g., Dimethicone gum avallable as SE 30 or SE 63 from General Elactric.
3. E.g.. Sodium percarbonate as a dry powder.

16 4. E.g., Isododecane or a 50/50 mixture of ethyl acetate and butanone or a
mixture of ethyl acetate, propyl acetate and HFE. The percentage of each
individual solvent component in the mixed solvent systems can vary from 0 to
100%, respactively.

5. Bentone 27 available from Rheox.

20
Table 2: Hydrophobic Delivery Composition
Component Ex.1 Ex.2 Ex.3 Ex.4
{ Organosiloxane Resin’ 3343 3343 35.14 3343
Sliicone Gum? 5.57 5.57 5.86 5.57
Oral Care Substance® 19.00 12.00 19.00 19.00
| Ethyl acetate 8.00 8.50 8.00 8.00

18
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Bentone Gel* 10.00 10.00 10.00 10.00
DC-200/350cst.* 1.00 1.00 2.00 1.00
HFE-7100* 21.00 26.00 - 19.50
N-propyl acetate 2.00 2.00 - 2.00
2-butanone - - 19.00 -
Aerosll 2007 (SiO,) - - 1.00 -
Flavor - 1.50 - 1.50
TOTAL 100 100 100 100
1. E.g.. MQ resin available as 1170-002 from General Electric.
2. E.g., Dimethicone gum available as SE 30 from General Electric.
3. E.g., Sodium percarbonate as a dry powder.
4. Bentone Gel IPM avallable from Rheox.
5. DC-200/350 is: dimethylpolysiloxane, CAS# 8018-00-8, from Dow Coming.
6. HFE-7100 is a mbdure of Methyl Nonafluorolsobutyl Ether, CAS# 163702-08-

7 and Methyl Nonafluorobutyl Ether, CAS# 163702-07-86, manufactured by
3M Co.
7. Aerosil 200 is silicon dioxkie (chemically prepared), CAS# 112845-52-5, from
Degussa AG.

Method of Prepamtion
The delivery compositions of Tables 1 and 2 are non-aqueous. The oral

care substances are dispersed or dissolved in a solution comprising the
organosiloxane resin, the fiuid diorganopolysiloxane-based polymer, the volatile
camrier, and the rheology modifier.

The compositions of Tables 1 and 2 are suitably prepared as follows.
Three hundred (300) grams of organosiloxane resin solution (for example, 43.7%
MQ resin solution in Isododecane or in a 50/50 mixture of ethyl acetate and
butanone (or in @ mbdure of ethyl acetats, propyi acetate and HFE) are mixsd
with 147.30 grams of fluid diorganopolysiloxane polymer solution (for example,
50% SE30 silicone gum solution in Isododecane or a 50/560 mixture of ethyl
acetate and butanone or a mixture of ethyl acetats, propyl acetate and HFE).
The oral care substances are then dispersed In the resin/gum mixture. This
method may be carried out without the presence of the silicone gum.

All oral care substances describad herein can formulated as described
above.

19
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Table 5: Oral Care Delivery Compositions
Component Ex.1 Ex.2 Ex.3 Ex.4 Ex.5 Ex.8
Ethyl Acetate 26.00 | 22,00 | 35.00 | 28.00 | 25.77 | 23.00
2-Butanone 25.85 | 17.00 | 8.00 14.50 | 2550 | 23.45
lsododecane - 10.00 — — 5.00 -
Limonene - 4.00 - - - -
MQ Resin 28.00 | 3250 | 33.00 | 35.00 | 27.00 | 28.00
SE 30 Silicone Gum 7.00 - 11.00 | 5.00 3.00 7.00
Silicone Fluld 10cStk - 8.50 - - - -
Bentone Gel ISD 10.00 - 8.00 10.00 | 10.00 -
Claytone HY - 2.00 - - - 7.00
Cab-0-Sil M7D — - 1.50 - - -
Bismuth Oxychloride - 5.00 - - - 10.00
Titanium Dioxide 3.00 - 1.00 - | 5.00 2.00 -
Flavor Oil - - 0.10 - 0.15 0.15
Polymethylisilsesquio - - 1.00 - - -
Xxane
Polymethyimethyacry | 3.00 1.00 - - 0.50 -
late
Nylon 12 - - -~ 2.00 - 1.00
Shica - - - - 0.50 -
FD&C Yellow #5 Al 0.05 - 0.10 - 0.05 0.10
Lake
Iron Oxide, Red - - - 0.50 0.03 -
Sodium Saccharin - - 0.30 - 0.50 0.30
TOTAL 100.00 |100.00 |100.00 1100.00 |100.00 |100.00
Tabie 8: Ethanol Based Delivery Compositions
Component Ex.1 Ex.2 Ex.3 Ex.4 Ex.5 Ex.8
Ethanol 20.80 | 3580 | 41.70 | 25.80 | 23.10 | 23.55

e

| Ethyl Acetate — - - - 4.95 -

| Ethyt Butyrate 10.30 - - 12.74 | 11.75 | 108
Iscamyl Acetats - - - - -~ 2.85

| Isododecane = 13.00 - - ~ -
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PCT/USOI I

MQ Resin

35.10

42.75

47.00

42.00

Silicone Visc-100M

7.15

 Silicone Fluld 100 ¢St

7.80

9.65

 Silicone Fiuid 10 ¢Stk

11.40

4.00

Sliwet L-7500

Bentone 27

1.35

 Claytons APA

Cab-o-Sli

045

Carbamide Peraxide
| aroanye

| Sodium Parcarbonate

Potazslum Nitrate

| Tripolyphosphats

Chilorhexidine

Digluconate

Thenlum Dioxdde

2.00

Flavor Ol

0.06

Sodium Fluoride

0.10

0.25

Sodium Saccharin

0.20

100.00

100.00

100.00

100.00

100.00

100.00

Method of Preparation
The delivery compositions of Tables 3-8 are suitably prepared as follows.

Add the solvents into a container sultable to minimize solvent loss. Add the
rheology maodifiers and mix until well dispersed. Add the sllicone resin and mix
until completely dissolved. Add the sllicone gum and/or silicone fluids and mix
untii completely dissolved. At this time add any salts such as sodlum
percarhonate and/or other oral care actives, aesthetic ingredients such as
opacifiers, sweeteners, dyes, and flavors. Continue mixing untll homogeneous.
Additional high shear mixing may be used to promote the mixing. Pack into
airtight containers.

Altamatively premixes of the silicone resin and/or the siicone gum may be
prepared prior to incorporation Into the final blending step to facliitate silicone
dissolution and ease of manufacturing. Depending on the formula composition,
the order of ingredient addition may also vary such as the addition of the

23
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of emulsions with certeln festures of microemuisions, That FK3. 2 flostretes the proposed molsculer conflgaration of
Is. like coalsions, they are two phase sysiems compeising s~ adented polydimathylalloxmnes after ULTRAMULSEDNT
mmmuu:ﬁ:mmmumm ,
A ULTRAMULSION™
et o) p— Ualks 3 FIG smmwn
microcmolslons, but ko emalsioss, mechanical work s FIGS. 4 and S Hiustrate that the ULTRAMULSION™
required to form uitmmuisions. Unliks microcmuldons, bot dlapersions of the invention produced vis various high shear
means having particie sizn distribation of 80+%

ULSEOIN
dispersed in varions liquids much as water as stable dispe-  O0t1ding in & cortain aral care product.
sioss. These ULTRAMULSION™ dispersions have axcel-
lent uiilky in varlous oml care prodocts. See vardous 18
examples below and the various tahles balow. .
wm:::mumhmuymnum: mbumrm;mmum
eshaed unlike elther esrmicions ar microemmuisions. “called™ confignration advanced for palydimetirylslioxanes,
dispersed silicones of the ULTRAMULSION™ dispersions  Wharaia the methyl maieties are arlexted ontward while the
duw-m m“ ;iml mmmmumun mru?mmn;'m,mmdu
[ ] or
ﬂ‘mhaﬂmmwudmm “bonding™ betorean the axygen moictics and compstible
moletics. This oriestetion promotes stability as well a3  sufaces such as those in the oral cavity.
bonding between the polar ar hydrophilic mojcties md . 3 Hlustrxtes “mncolied ardented” eoafigoation
mmmuuuu;ymm.m o p;f-?fc pdﬂ:wlm that have beem dis-
monolayer costings of the silicons onto those mufaces.  persed in the stshle, ULTRAMULSION™ dispersion of the
Theso adented dispersions of silicoses have & supusing  present iwvention, wherein the axygen moletivs sro gener-
mémmﬂmuh%ui ﬂdﬂ. 'l'lllllnmm ﬁmﬂll:dmﬂn
A ubcolled orlented
The emnlsifying offects of uncolling of the silicons mol- * sppears to support the unigue and unexpected stability
eculs with the cxygea moietins generally odested in cpe ~ “bonding and cnhanced substamtivity™ properties of the
plane distinet from that of the cegano molctivs as ftnsiraied ~ ULTRAMULSHON™ dispersion of the present invention, &8
in FIGS. 1 and 2, are further substantistod by the following ~ ovidenced by the various coating spplications of these
rafierencos: Exx. Poly. J., 26: 654 (1990); J. Chem. Phys, 49: _ ULTRAMULSEON™ disporsices to sarfaces in the aral
1398 (1965); J. Chem. Phys., S4: 5011 (1971); J. Chem. *° cavity. Seo examples below.
Phyz, 59: 3825 (1973); Macromoleculss, I: 229 (1974); FIG. 3 Oinstrates the ULTRAMULSHEONT™ dispersion
Macromoleculss, 11: 627 (1978) and “Rubber-Like Blastic-  process of the present invention whereln a nonjonic sufnc-
fty: A Molecular Primer,” J. Mak, Now Yok, Wikty- tantamda L free from
polydimethyislioxane 1. substantially
Intersclence, 1988. © water and co-salvent, are mixed in vessal 2, provided with
Mathods of preparing polyorgancelloxane enmiglons with ~ mixiag means 3, hast source 4, and inert head space . Tho
- mﬁ:m g oy thea :ﬁmd to bigh m:ddhpullu ot dﬂ:'l’;
; avauge an
grdhmmauﬁmmwmﬁ mhmm.wmum
ﬂ.m,'-m ail-In-waler microemnl- MULSION Im
oot s deacibed In U3, Pat. No 4,146499. Specific *°  FI0. 4 1a » churt deaceibing tio particle size distribution
% form ﬁ'::ﬁ: icrocaisicus am :-:nhggs-snywwm' etactant cad 5 50%
described in U.S. Pat. Nos. 40362331 and 3,975204. US. by walght polydimethylalloxane (2.5 miliion cs) produced in
Put. No. 3433,780 teaches the proparstion of collold sflane ,, a contirmons procoss with an IKA Work dispersing means,
suspansions. Sco aiso “Chemistry and Techuology of  (high shear dispersing) with an iniet tempersture of 140° C.
Soclety d. m mbﬁm (1974) J ety m:,:m. mc' distribotion
Joumal of Colloid & Ixserfiscs Sciance, 44: 242-248 (1973). dT-m‘:mnl mﬁ' ry-hariorien
mmmmmsmmwmmhn
sions are describod I detall in “Asmals of fhe New York ~ 3-50% by weight polydimsthylsfioxane (2.5 million cs)
Academy of Sciance.” Shuiman & Montagne (1961); US.  produced in a baich process with a Ross M/B 100 LC
o e R R S T St e i
3#;.&::3%0.3.254.714”3301& du pms:‘ﬂ-;aﬁ:mm“hm'n.
O~ ULTRAMULSIEON™ dispersions silicone ULTRAMULSION™
lliconss in surfactants as described heraln are nefther taught ﬂmmamwﬂ
- b the thronghoot the day il:l’n'll.“”“1
a2 This reduction in
BRIEF DESCRIFTION OF THE DRAWINGS & buildup is & substantial dmuhuuhllﬂuhdllmuq
m.1:mmuwm1um and valns of sway-from-home ol esre products mch a8
proposed to polydimettylsilaxancs; mints.
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and/or & subsiantial portion of the disparsed phase  high-shear dispersions with a means such s the IKA-
resists soparation. This Istter definition is particolarly 'WORKS DISPAX-Reactor with at lsast one superfine .
spplicabls to higher viscosity sllicones, Soe Tuble 2. goncratrr, alternatively, s Ross Modal M.E., 100 LC fitted
b. water-fres means, that the ULTRAMULSION™ §s- with a 20 mesh screen or 3 ultmasonicsior such as MED-
peralon of aflicons and sxfactant is substantially fres > SONICXL2010 fitted with 800-C Flow Cell & 800-21CT %
from water. inch fianged horn can be nsad.
Virious ULTRAMULSION™ dispersions which are pre-
sclvent means, ULTRAMULSION™
Gamﬁ:mﬁ-::ﬁmnw pared and anslyzed are described fa detail in the oxampies
free from cosalvents such as ethancl, isopropandl, ets, 10 below.

“nncofind” polydimethyisfioxans in the UTTRAMUL-

SIDN™ dispersion are generally aligned in one plane ORAL CARE

with the bydrophilic ofl seeking moleties aligned in a 19 —aww __

second plans sach as flinstrated fn FIG. 2. —EERNG
e. manolayer masas, that the monomolacolar film of the Componant 1 2 3 4 5 67 8 90U

ULTRAMULSION™ dispersion of the inveation when
dispersed in witer {s attracted to mcoss and hydroxys-  Dimwtiome

patiie by sccondsry bonding forces to form & substan- 2 _uhl

tive conting thercon.
The ULTRAMULSION®™ dlspersions of the rosest oo 2e--ZZs-ZEC
Invention aro prepared as fallows: 250000 —_—— 0 = — - — 3 - =1
Geneaally, If not a ligold, the sufactast is hestod to a 25 PN i S
tempetaro at which &t becomes a liquid. The eflicone 8 oo™ = — — — — 0 — - — — -
dizpersed in the heated sarfactant with varions high shesr Pd—--: ————————— ﬂ;
dispcraing means. P - 2 S0 60 50 90 0 M — — — — —
Spocifically the heated sucfactant is mechanically stired P47 - - o > o e G @ & —

along with the aflicons to form a pre-camision mixtore in
which the sllicone is uniformly dizpersed in the enfactant in Specific poloxamer/polydimathyisiioxane ULTRAMUL-
dropiets of » larger size them desired for the ULTRAMUL-  STONT disperaions stitable for uso with various oml care
SION™ dispersion but small encagh o optimizs the sub-  products were propared and analyzed as described in Table
sequent high shear dispersions. This mixture is subjeciod to 2 below:

ORALCAXE
N
Ensgple o,

2 B 4 15 1 17 B B D®D 21

Component

Dimethinens

Yiecoulty-centiurkes

00,000 —_ U - = = 0 - = = -

2,500,000 W0 — — IS NP — — = — 0

30,000,000 —_— o e e e I — = = -

50,000,000 _— = == = - = 16 100 - -

Liphd Solrbis

Componaat

Aiixtars OF

Thymol - 20% -_ e e e = e = am = e

Iﬁlhl-l?“ W - — = = — = - = -

MothylGalicylte - M @ — = @— = = — — - — -

St Fhuride -— — = 1785 s = — = -

Tealosen — L16 116 — = — LIS 116 — A0

Clxxhexidine - e e e e = o=

Msbromidnanly —_— - b B T —

Bamongine —_— — — - 1D = = = = -
00 9TM 1M 868 0725 |0 1M 1M D M0
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disperzion provides the base functioning &8 a carrier for
specific actfve ingredionts such as Candida yeast sp. anti-
fangs! agents such as stanncos finoride.
‘The present ixvention has been described in detnil, includ-
ing the prefiarred embodiments thereof. Howover. i willbe 3

24
a the silicone is insoluble in esid smfactant, has a
viscosity ranging from sbout 100,000 cs op to sbont 50
million ¢s, and & paxticle alvs op to sbout 10 microns,
b the surfactant to silicone mtio in the high shear disper-
sion is from betwean about 400:1 and about 1:1; and the
sufactant has an oclemting effect on the sflicone,
¢. the ailicons Is ariented, axhihits enhanced sobstantivity
to sufaces in the arsl cavity and functions as a reser-
voir for one or mare lipid solnbls and Hpid dispersible
hair care active Ingrodients,
4. A method aceonding to cisim 3, whemin the heated

vessel Is provided with an inert head of gas.

5. A method acconding to clafm 3, whersin snid high shear

aquecous-free high shear or ULSION™ 19 dispersing means is fitted with a small orifice.

wharein x, y. and x' are whaole nombers: a3

& the viscoaity of the polydimethylslioxane ranges from
between shogt 2.5 million and abont 50 million cs;

d. the paxticle size of most of the polydimetiryisiloane in
the ULTRAMULSION dispersion [s from bstwean
sboat 0.1 and about 10 microns; =

<. from between sbout 80% and 95% of said polydim-
ethylsfioxane particles in the ULTRAMULSION dis-
porsion ere from betweon sabout 1 and about 10

6. A method accarding to claim 3 wherein sald high shear

dispersing means is an ulirasonication means.

7. A stable aqueous based oml caro composition coniain-

wheamin x, y. and x' are whale numbers;

¢ the viscosity of the polydimethylslioxans xanges from
between about 2.5 million and abont 50 million cs;

d. the particie aize of most of the palydimettrylaikrzans in
ths ULTRAMULSION dispersion is frosn between
sbout 0.1 and about 10 microns;

e from between about 80% and 53% of sald polydim-
ethrylslloxane particles in the ULTRAMULSION dis-
pulhu arc from between shout 1 and shout 10

f. the non:lon:le surfactant is s polyoxyothylene-
palyoxypropylme block copolymar having & molecnlar
weight from betwean abont 1.100 and about 150.000;

§- the mtio of surfactant to polydimethylsfioxans is from
between about 400:1 and shout 1:2; and

b the ULTRAMULSION dispersion dispersed ip water is

8. An czl care composition according to clxim 7, whereln

the ratio of sald suxfactant b said silicone is 9:1 and 90% of
the silicone particles are from between about 1 and 3
microns.

9. An aml care composition according to claim 7. whereln

f. tho nonlonic mufactant is a polyoxyethylene- 35 the mtlo of sald surfactant to saxid aflicons s 2:1 and 100%

polyoxypropylens hliock copolymer having & molocular

welght from between abont 1,100 and sbout 150,000;
- the natio of saxfactant to polydimethylsfioxape [s from

between about 400:1 end about 1:2; and

of the silicons dispersion is loss than 10 microns.

10. An amul care comyposition according to daim 7,

wherein the ratio of sald smfactunt to sxid silicone is 1:1 and
the silicons particles in sald UETRAMULSION dispersion

b. the ULTRAMULSION dispersion disporsed In water 60 &rc less than 10 microns.

s hested, sticred vessel snbsmutlally free from water. fol- €5

lowed by subjecting said mixiure to high shear dispersion;
wherein;

1L Ap aquecus based rinse composition containing an

ULTRAMULSTION dispertion comprising a nonionic polox-
amer sixfactant and palydimethyisilexane insoinbie in said
sufactant whereln:

a sald polydimethylsdioxans has the chemical camposi-
ticn (CH,),SIO[SIO(CH,),],Si(CH,),, wherein n is &
whols nomber;
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b. mald sufactnt hay the chemicsl composition

iy

Ol —(CHLH, ), ~{CHCHO)~ (CHLLHAO)r—H

whezein X, ¥, and x' arc whalo oumbers;

c the viscodlty of the
betwoea about 1

ranges fram
and sbont 4 million cs;

d. the particle alze of most of the polydimethylalicxans in
the "ULTRAMULSION disparsion 1

is from betwoen

about (.1 and shout 10 microns;
o. from betweesn abogt 80% and 95% of sald polydim-
pxticles In the ULTRAMULSEON dis-

cthykhilaxane
porsion me from betweon about 1 aad sbout 10 ,,

microny;
f. the nonlonic surfactant is a ene-
tlock copolymer having a moleculs
weight between about 1,100 and shout 150.000;
g the mtlo of surfactast to

between shont 400:1 sad about 1:2;

12 An ol cwre compasition according to clsim 7,
wherein tha silicons is a polydimethytslloxane pneciled and
crisated wheraln the cxygen moletios aro generallly opiented
in a plane distinct from that of e methylmoleties,

13 An onl care composition
wherain the srfactant iy selected fram the group
of. flowsbie liquids of varying viscositias, pastes, pills and
cast solide.

14. Amethod according to claim 3, whereln the high shesr
dispexsion is achisved with high shear

means and ultcasonic means.
15 An oral care sccording to clatm 7,
wherein the matio of surfartant to B

dispersed

. composition scconding to claim 1,
wherain the ratio or swfactant to polydimathylslioxans s

3 M An oml care

sccording to claim 1, o
consisting

91
26
2:1 mnd sbout 90% of the dispersod
pesticies are botwenn 1 and 3 microns.

18 An aul care camposition according o cladm 7.
wherein the mtio of sorfeciant to polydimethylallcxans is

3 4:1 and sbout 90% of the polydimethyisiloxene dispersed

particles are between 1 and 9 microas,

19, An oml care camposition acconding to claim 7,
wharsin the mtio of soxfactunt to polydimethylalicans is
9.5:0.5 and shout 100% of the polydimethylsfloxane dis-
pemed particley are betweosn 1 and 9 microms

2. An aml csre composition acconding o claim 7,
wherain @he palydimethryisiiozane has a viscoshty of 2.5
miltion ¢s and the sacfactant is 2 solid st room tempensiure,

2L An anl care composition according to claim 1,
whearedn tho silicons contains an active ingrodient scloctnd
from the goup conisting of, anti-plague, anti-tectar, anti-
gingivitie and anti-peciodontitis active ingredicuts,

the silicons containg Giciogan,
23, An oml cxo composition according to claim 31,
whorein the eilicons contains a mixtore of essential olls

sciected from the group consisting of thymal, cocalyptal,
salicyiste.

mothol and mathyl
canposition acoording to claim 21,
whexedn the sllicome contains stennous floogide.
25 An oml care camposifion accorfing to claim 21,
chiorhasiding,

wherain the allicons contains

26. An onl care camposition sccarding %o claim 21,
whesein the allicons contains metronidezoln.

Z7. An anl aars composition according o claim 1,
whemin the composition Is a gel for treating periodontsl
pockets,

28. An ol care acoonding o claim 1,

composition aceonding o claim
muwmmm-mum"

disparwed ,, coutsing ono or mors astimicrobials selscted fram the groap

consisting of siannous fincride, triclosan, chlochexidine and

3. An ol care composiion according to claim 1,
wherein the composition is & gel and the sdlicone conixins

* ® % % 2
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) ) germicide
ORAL COMPOSITIONS CONTAINING ~ - erably at loast 0.05% by weight of the oral composition.

Ths application & a contionition ~of Ser. No. 5 comprise abragive materisl, kumectant, binder, foam-
836,217, filed June 12, 1969, which in turn is 2 contin- ummwmﬁmﬂn'mnd
uation of Ser. No. 599,692, filed Dec. 7, 1966, both gy also contain germicide other than that in the parti-
mmd - P . PRI ) B ,

b e tiod e the prmicle B 1> s o
Ithlnob]nct::nwpr-:iyh:nMnh R dma:'m‘hm”t:.-;::dgmm
mees of produciag & louger germicidal eiect i the o, ST caouble ateral with  gemicide

. L in solution in & solvent capable of being abworbed by
Tt e ” BRSSO S

bile moateris]l which have been with a gormi- taining absorbed solvent and germicide from any ex-
dbuﬂuhym;mumb;nm;ﬁ”ﬂmﬂﬂ_.ﬂﬂﬁmmhm
particles is believed to be due to the ofsome Parts are by weight. -
:::udn 'm:en Joane and releaso of EXAMPLA i

Accondingly, the pressat ineation provides an oral 30 1.part bf Haxachliroghene ias dasoived in i miature:

compositicn particles 'of A water-insoluble  -of S parts of propylene. giycol and 20 parts of glyceaihe.
. matarial which have been impregnated with s germi- 10 parts. of polyvinylchloride powder ( iize in
cide. , ] - the range 1 to 20 inlerooe) wers then added. The mix-
‘The water-insoloble material shinld, of course, be  ture was stixred af 90" t5 100°C; for 1 09 2 hours, The
non-toxic, the particles are preferably white or nearly 35 misture was then cooled and the powdered ‘plastics
white. Suitable as the particles are plastic matorials,  mgterial filfered off, washad with hot propylens glyeol
especially thormoplastic resins. Prefistred plastics ma-  foliowed by. distilled water. and dried ip’ an ovén at
o and copolymers of poly- d::'m.u;m % h&ﬁ I“"iu
Wm‘ " Ry el bu " a *
vinyichloride and -Wm@“pmﬁmmmh.qnﬁ?h '
ﬂradﬁhﬁn‘imh_ 0.?: A typical composition of a deatiffice containing the
20 microm. Whils hexs ane & tho prefarred POV Yicklorids particios & the llowing;
i i other germicides known in the
art as suitable for oao in orhl kygiohe may be used, for Sogrediont Furts
article dﬂ‘;mmmumu ...."""""'Aﬂ' - . lﬁ
m-uuu;&um"“hb;’mm"upu. "ora'oE;:: St e .02
being sbsorbed by the particies whereby the germicide  Waw - s S ¥
diffoses into and s absorbod by the particles. To in- ;
crease the rate of diffosion of the sofvent and germicide
into the particies the trextment is preferably carried ount EXAMPLE 2
at an clovated temperature. kL

The oral i be in the form of a denti- S parts of hexachlorophene were disolved in a mkx-
&huhm.wm-hwdmm ture of 20 parts cinecle and 18 parts propylens giycol.
for the care of the oml cavity. If the oral composition s~ 50 parts of polyethylene powder (particle size in the
a dentifrice this may be i the form of a liquid, pasts, .. fange 1 to 20 microns) were added and the mixturs
powder, tablets or solid block. The amount of the ger- 60 boated at 70°C, for three hours with stirsing. The pow-
micide containing particies in the oral preparation will ~ dered polyethyleno was then filtered off, washed with
be chosen to suit the particular form of the product. In ~ hot propylens glycol followed by distilied water and
a toothpaste dentifrice for example, suitable amounts  dried in an oven ot 50°C. The amount of hexachloro-
of the gennicide-containing particles are from 110 50%  phene imtroduced in the polysthylene particles was
by waight, preferably 3 to 35% by weight. The amount 65 1.25% by weight.

in the dentifrice or other oral composition will A typical camposition of a dentiftice comprising the
be chosen having regard to the amount of the  germicide-contaiming polyethylene powder produced
germicide in the particles. ‘ a8 above ks the following:’ )



3,934,001 {OZ,

at 50°C. mlmuntofhuluhlomphmeconﬂnedm

Tagredient *  puw the polymer was sbout 2.4% by weight.
.y —r) 250 The "plastics particles containing
Agt 123 myhhehdedmawoﬂpmdﬁnmm
lnm:—' 0.9 5 described in Example 1 or Example 2.
"""'""A'.m &Z; EXAMPLE S
Flavouring Agent 1.0 mbnown.hmmmphoftypnlmuﬂm
i "ml prepamation in accordance with the invention.
Toothpastes having the i .indicated In
&mphlz%xm&SN.hMll' Engrodiout e e
indicated in le below. plastics materials  Polyvisyichloride e
were then separated from the toothpastes and the level m‘u‘-ﬂm*' . 2000
of hexachlorophene in them determined. The results !9 Favour 0.0
are indicated in the Tabls. polyaxysthyleas siomyt sther o0
TABLE [ 0 100.00
e S P i
B 1 60 56 — 44 40 llllllﬂllﬂlllﬂl‘lﬂ"ﬂpﬂpﬂﬁﬂhﬁﬂ.l uid
&1 129 o4t au o - - wlnr.lo mcﬂeeuvemmdlm

The um i
lnnc,nlm-hmlnble

tweoen the germicide in the polymer and the germicide
o e SEE

EXAMPLR 3 ygieno 0.1 per cent of
2.5 parts of hexachlorophene were disolved hwudf'fﬂd“nmwmm' in accordance with
mh:mlm?mlh”w::e o gp Claim 1 wharein ssid water-insoloble therm
acry! )I“"""Ol'_‘m.'= m;dt:h:lhmn::n_ mrmhhmmo.lmdmmh
f57 three hours. ymethylmethacry I"“Wk' 3. A mouthwash § accordance with
were then filtered off, washed with hot propylens gly- 35 claim l_Mmﬂ:mmM:ldmﬂmhbh
col followed by distilled water and dried in an oven at tharmoplastic resinous germicide-impregnated parti-
50°C. The amount of hexachlorophene introduced in cleg ks sufficlent o provide at least 0.05 per cent germi-
ﬁelﬂﬁlpmblsm().'diby“llht- cide by weight of the mouthwash composition.

The plastics particles containing hexachlorophene 4. A mouthwash in accordance with
may be included in a toothpaste of the composition 40 claim 1 wherein water-insolnble ic -
described in Bxsmple 1 or Example 2. resinous particles src selocted from the group consist-

EXAMPLE 4 m’ufpolyvmybhhde.pgym yl-
part of hexachlorophene was dissolved in a mixtare chioride and polyvinyl slcohol
d‘lzsplmdpmpylenellyeolmdll.'amdﬂ 5. A moutbwash preparation in accordance with

10 parts of a powdered copolymer of polyvi- dnhlwhmaﬂmﬂdehmme
nylchhnlemd(lﬂ)polwhylnlnhnl(pn&hh 6. A mouthwamsh proparation in accordance with
in the range ] to 20 microns) were added. The mixtii®  claim 1 whereln said water-insoluble thermoplastic
was stired at three hours. thé powdered mmwmmu
phummnﬂnhﬂudﬁ.mmmwhnlhmtlp-mbyvﬂnm .
propylene glycol fiollowed by distified water and dried * v . '
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Como resultado del examen de patentabilidad de la solicitud de patente de
invencién, realizado segun lo establece el articulo 45 de la Decislén 486 de la
Comision de la Comunidad Andina, se notifica el siguiente concepto técnico:

Tiulo de la solicltud: "Composicién para Higiene Oral".
1. Documentos estudiados

Para el presente estudlo se tuvieron en cuenta el capftulo descriptivo
comprendido en los folios 7 - 21 y el capitulo reivindicatorio de los folios 22 - 23
de la solicitud.

2. Objeto de la Invencion
El objeto de la presente solicitud de patente de invencién consiste en:

Las relvindicacliones 1 — 6 se refieren a una composicién para higiene oral que
contiene:

- Vehiculo acuoso

- Agente activo germicida (Triclosén) adsorbido en particulas de

- Polimero insoluble en agua (polisiloxano) de 80 — 100 nm.

- Opclonalmente, contiene: Alcohol etllico (antiséptico), pluronic
(tensioactivo), metilparabeno, propliparabeno (conservantes), fluoruro de sodio
(anticaries), fosfato de sodio (regulador de pH), sacarosa (edulcorante), cloruro
de cetil piridinio (antiséptico), menta (saborizante), blue n-1 {colorante).

El problema planteado en esta solicitud es la necesidad de una composicién
para higiene oral con accién germicida eficlente y prolongada.

Para resolver este problema técnico la solichtud en estudio proporciona una
composicion para higlene oral que contiene agente activo germicida absorbldo
en particulas de polimero, en un vehliculo acuoso.
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El objeto de la invencién definldo anteriormente se claslficé de acuerdo con ia
IPC: AB81 K 7/16.

También se relvindica prioridad de la Solicitud de Patente de Brasll Pl
0101911-2 de abril 30 de 2001, con respecto a la cual la fecha de presentaclién
de la actual solicitud cumple el plazo méximo permitido.

3. Determinacién del Estado de la Técnica

El articulo 16 de la dacisién 486 de la comisién de la Comunidad Andina que establece
que “El estado de /a técnica comprenderé todo lo que haya &ido accesible al publico por
una descripcién escrita u oral, utllizacién, comercializacién o cualquier otro medio antes
de la fecha de presentacion de la solicitud de patenie o, en su caso, de la prioridad
reconocida.

Solo para el efecio de la determinacién de la novedad, tamblén se considerard denfro
del estado de la técnica, e/ contenido de una solicltud de pafente en trémite ante la
oficina nacional compelente, cuya fecha de presentacin o de prioridad fuese anterior a
la foche de preseniacion o de prioridad de Ia solicliud de palente que se estuviese
examinando, siempre que dicho contenido esté incluido en la solicitud de fecha anferior
cuando olla se publique 0 hublese transcurrido el plazo previsio en el articulo 40",

Consliderando que la fecha de presentacién de la primera solicitud de patente
de la cual se reivindica prioridad es abril 30 de 2001, se consultaron las bases
de datos y los archivos con que cuenta la entidad con fecha de publicacién
anterior y se encontraron los sigulentes documentos que anticipan el objeto de
esta solicitud:

No. Documento Titlo Fecha de
Publicacién
D1 WO 01 01942 Systems Comprising | Ene 11, 2001

Organcslioxane Resins For
Dellvering Oral Care Substances

And For Prolonging Such Delivery
D2 US 6 851 Ultramuision based oral care | Jul 20, 1897
[ compositions " -
D3 US 3 834 001 Oral compositons containing | Ene 20, 1978
germicidally active plastic powders

4. Evaluacién de los requisitos de Patentabllidad

El articulo 14 de la Decision 486 de la Comisién de 1a Comunidad Andina establece que
*Los Palses Miembros olorgarén patentes para las invencionses, sean de producto o de
procedimiento, en fodos los campos de la tecnologla, slempre que sean nuevas, lengan
nivel inventivo y sean susceptibles de aplicacién industrial”.

En cumplimiento del articulo 14 de la Decisi6én 486, se procedié a evaluar el
cumplimiento de los requisitos de novedad, nivel Inventivo y aplicacion
Industrial, con el fin de establecer la patentabilidad de la Invencién reivindicada
en la solicitud en estudio.

Evaluacion de la Novedad

El Art. 16 de la Decisidn 488 de la Comisién de la Comunidad Andina establece: "Una
invencién se consideraré nueva cuando no esté comprendida en ei estado de la técnica.
El estado de la técnica comprenderd todo lo que haya sido accesible al publico por una
descripcién escrita u oral, utllizacion comercializacién o cualquier ofro medio antes de la
fecha de presentacion de la solicitud de patents, o, en su caso, de la prioridad
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reconocida.

Solo para el efecto de la determinacion de la novedad, también se consideraré dentro
del estado de la técnica, el confenido de una solicitud de patente en trémite ante la
oficina nacional competente, cuya fecha de presentacién o de prioridad fuese anterior a
la fecha de presentacion o de prioridad de la solicitud de patente que se estuviese
examinando, siempre que dicho contenido esté inciuido en la solicitud de feche anterior
cuando ella se publique o hubiese transcurrido el plazo previsio en el Art 40",

Las relvindicaciones 1 — 6 se refieren a una composicién para higlene oral que contiene:

- Vehiculo acuoso

- Agents activo germicida (Triclosén) absorbido en particulas de

- Polimero insoluble en agua (polisiloxano) de 80 — 100 nm.

- Opcionalments, contiene: Alcohol etilico (antiséptico), pluronic (tensioactivo),
metilparabeno, propilparabeno (conservantes), fluoruro de sodio (anticarias), fosfato de
sodio (regulador de pH), sacarosa (edulcorants), cloruro de cetl piridinio (antiséptico),
menta (saborizante), blue n-1 (colorante).

D1 ensefia (ver pags 1, 4, 13) una composicién para higlene oral que contlene:
vehiculo acuoso, agente activo germicida (Tricloaén), resina de organosiloxano.
Esta composicién tiene efecto germicida mas prolongado.

D2 ensefia (ver cols 23, 24, 25, 26) una composicién para higiene oral que
contlene: vehiculo acuoso y sllicona que contiene agente activo germicida
(Triclosdn). Esta composicién tiene efecto germiclda méas prolongado.

D3 ensefia (ver cols 1 — 4) una composicién para higiene oral que contiene:
vehiculo acuoso y agente activo germicida absorbido en particulas de resina
termopléstica. Esta composicién tiene efecto germicida més prolongado.

Se observa que los elementos caracteristicos de las composiclones
relvindicadas, es decir el agente activo germicida adsorbido en particulas de
polimero, en un vehlculo acuoso, ya era conocido en D1, D2 y D3; porlo cual
las composiciones de las relvindicaciones 1 — 6 no pueden considerarse
nuevas.

Evaluacién del Nivel inventivo

El articulo 18 de la Decigién 486 de la Comisién de la Comunidad Andina establece que
Se consideraré que una Invencién tiene nivel inventivo, sl para una parsona del oficio
normaimente versada en la materia técnica comespondiente, esa invencion no hublese
resuftado obvia ni se hublese derivado de manera evidente del estado de la técnica.

Las relvindicaclones 1 -8 se refieren a una composicion para higlene oral que contiene:

- Vehiculo acuoso

- Agente activo germicida (Triclosén) absorbido en particulas de

- Polimero insoluble en agua (polisiloxano) de 80 — 100 nm.

- Opcionalmente, contlene: Alcohol etllico (antiséptice), pluronic (tensioactivo),
metiiparabeno, propilparabeno (consarvantes), fluoruro de sodio (anticaries), fosfato de
sodio (regulador de pH), sacarosa (edulcorante), cloruro de cetil plridinio (antiséptico),
menta (saborizante), biue n-1 (colorants).

D1 ensefia (ver pags 1, 4, 13) una composicién para higiene oral que contiene:
vehiculo acuoso, agente activo germicida (Triclosén), resina de organosiloxano.
Esta composicion tiene efecto germicida més prolongado.

D2 enseiia (ver cols 23, 24, 25, 28) una composicién para higiene oral que
contiene: vehiculo acuoso y silicona que contiene agente activo germicida
(Triclos4n). Esta composicidn tiene efecto germicida més prolongado.
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D3 ensefia (ver cols 1 — 4) una composiciéon para higiene oral que contlene:
vehiculo acuoso y agente activo germicida absorbido en particulas de resina
termopléstica. Esta composicion tiene efecto germicida mas prolongado.

Se observa que los elementos caracteristicos de las composiciones
relvindicadas, es decir el agente activo germiclda adsorbido en particulas de
polimero, en un vehiculo acuoso, ya era conocido en D1, D2 y D3; por lo cual
las composiciones de las relvindicaclones 1 — 6 no pueden considerarse
nuevas.

Se observa que:

(a) debido a que los elementos que conforman la composicién para higiene oral
reivindicada, es decir el vehiculo acuoso y el agente activo germicida
(Triclosan) absorbido en particulas de polimero Insoluble en agua
(polisiloxano); eran conocidos en las anterioridades; una persona de
habllidades ordinarias en el arte adaptaria faclimente estos elementos a la
preparacién de la composicién de esta sollcitud;

(b) las relvindicaciones de esta solicitud no mencionan una caracteristica que
conceda un efecto diferente o especlal a la composlicién para higiene oral
reivindicada, que pueda considerarse como un aporte a la técnica, asl que
es obvia para una persona versada en la materia;

(c) ol problema planteado en esta solicitud que era la necesidad de una
composicidn para higiene oral con accién germicida eficiente y prolongada
se resuelve proporcionando una composicién para higiene oral que
contiene agente activo germicida absorbido en particulas de polimero, en
un vehicuio acuoso, es decir de la misma manera como se resolvia en las
anterioridades;

(d) el resultado obtenido: es decir la composiclén para higiene oral que
contiene agente activo germicida absorbido en particulas de polimero, en
un vehiculo acuoso, no es Inesperado;

(e) no parece haberse superado un prejuicio técnico anterior, con la
composicién para higlene oral (que contiene agente activo germicida
absorbido en particulas de polimero, en un vehiculo acuoso) propuesta

de manera que el objeto relvindicado no tiene nivel Inventivo.

5. Conclusién

En conclusién, los requisitos de patentabilidad de la presente solicitud estan
afectados asl:

Item Documento Relvindicaciones Requisito que afecta

[ afeciadas

D1 WO 01 01942 1-8 Novedad y Nivel inventivo
| D2 US 5 851 859 1-6 Novedad y Nivel inventivo
D3 US 3 834 001 1-6 Novedad y Nivel inventivo

En cumplimiento del articulo 45 de la Decision 486 de la Comisién de la
Comunidad Andina, se le indica que debe dar respuesta dentro del término de
sesenta dias contados a partir de la fecha de la notificaclén de la presente
comunicacién. En caso de no dar respuesta al presente requerimiento o sl a
pesar de la respuesta subsistieran los Impedimentos para la concesion, se
denegaré la patente.
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Notifiquese el presente oficio conforme a lo dispuesio en el numeral 5.2, literal
@), del capitulo quinto del titulo primero de la Circular Unica No. 10 de 2001.

CESPEDES DE VERGEL
Jefe de la Diyisién de Nuevas Creaciones.

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

CONCEPTO TECNICO EXAMINADOR TECNICO
No. 1398 Caodigo 202007
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LA SECRETARIA GENERAL AD-HOC
HACE BABER:

Que esta Suparintandends profiid Resoluclén Ne. 1182 de 26-ENE-2007. Que al contenido de la parte resolutiva es coma sigue: El
Superintendenie de Industria y Comarcio.

] RESUELVE
ARTICULO PRIMERO: Negsr el priviegio do patenis de invencidn pam la ecfichxd

comespondiente a "COMPOSICION PARA HIGIENE BUCAL".

ARTICULO SEGUNDO: Noiificar parsonaiments el contenido de la presanis resoluciina la
doctora Jimena Eacobar Uriba, o a quien haga sus veces, en su calidad de apoderada de
Johneon & Johnson industria @ Comercio Lida. entregindals copla de la miama,
advitiéndole que contra ella procade ol recurso de reposicidn intarpussto anta el
Superintendante de Industria y Comercio, st momenio de la notificacidn o dentro da los &
dias hiblies siguiantes a sila.

NOTIFQUESE Y CUMPLASE
Dada enBogotd, D.C.alos 29 BF 2

EL SUPERINTENDENTE DE INDUSTRIA Y COMERCIO,

Para notificar a los interesados, se flla el I'(':TO en lugar vislble al pibiico en la SUPERINTEN 1A DE INDUSTRIA Y
COMERCIO, por el tdrmino de {10) diez dias ha tados a partir de las 8:00 a.m. de hoy.

Secretaria General Ad-Hoc 13-FEB-20 Ests edicio se desfija hoy 26-FEB-2007 a las 4:30 p.m.

Secretaria General Ad-Hoc

EDICTO No. 2808

http://10.20.1.11/Documentos/ApEdictos/edictos.php?fecha=13-2-2007&kini=120 12/02/2007



