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QUR 3632 Title: Muth-care products. Hespsegent

ilnvention is related to nouth-care products having inproved properties,
éspecially inrelation to .counteracting various irritations and/ or

di seases of the oral cavity. 5 ~ Mout h-care products are
defined as products that are ~ intended to be used in the oral cavity for
sonme tinme IBUR 13632 cl eani ng and/ or healing and/ or prophylactic
function, but which are not intended to be swal | owed. In
the devel opnent of nouth-care products nuch 10 - attention has been paid te
various aspects of oral hygi ene and oral care. The reduction of the
nunber of Qﬁg;%%'amh&f%h%aﬁeagrodu gvity, the treatnent of various mucous
di sorders an ]t ctic ?preventlve) function of oral care
products has been subject of much research and devel opnent. 15
Bacteria that are present in the oral cavity lead to dental pl aque
formation. Plaque is considered to be the prine etiqglogical factor in

t he devel opment of cahiCesPr&sgn% F§Vent1é?nsolrsnp1r?3:33:§61 OpdeBHnEaKre

di seases. BradRtsMIRRiMet im ro%@Hfp&b@@&k&e@@”@%@éc1ﬁ&l@|Qﬂsremhﬁlon to
cal culus, a hard, 20, mnerali sed., fopg%tjon posits on

h
surface of COUNtEYAGtddid, VapniQus jLrot %9P%s§% %flgﬁsﬁg?ﬁﬁeﬂ% ﬁgeppegénce

of cal cul ugasnidyt.he i nci dence of periodontal diseases. Serious. teeth
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be the ult of for
: intended to be used in the oral cavity for some time having a

cleaning and/or healing and/or prophylactic_function, but
which are not intended to be swallowed.
In the development of mouth-care products much
10 _attenticn has been paid to various aspects of oral-hygiene and
' oral care. The reduction of the number of bacteria in the oral

cavity, the treatment of various mucous disorders and the
prophylactic (preventive) function of oral care products has
been subject of much research and development

15 - Bacteria that are present in the oral cav1ty lead to
dental plaque formation. Plaque is considered to be the prime
etiological factor in the development of caries, and it is
also implicated in periodontal diseases. Plaque, when not -
sufficiently removed, deVelops into calculus, a hard,

20 mineralised formatlon which dep051ts on the enamel surface of
the teeth. There is also an as5001at10n between the presence
of calculus and the incidence of periodontal dlseases Serious
teeth problems, like caries, gingivitis and other periodontal
diseases, can be the result of formation of plaque and

25 calculus. - o | | |

In the pridr art many diffeient_lines of approach

have been used to find_sblutiens to the problems in the field
of oral care. o

| Regular brushing is the most used method for

30 prevention of build-up:pf plaque, but even regqular brushing is
not sufficient to remove all of the plaque which adheres to
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25 cal cul us. In the prior art many different |ines of
gpproach have been used to find sol2itions to the problens in the field
of oral care. : Regul ar brushing is the nost wused nmethod for
30 prevention of build-up of plaque, but -even regular brushing is not
sufficient to renove all of the plaque which adheres to
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on speci al phaqueabr Shatonpmqwasplhqv% plemi i bed. Exanpl es of these

speci al i ngredi en Nk U o | S
4 323 551, sanquinari %% ?@ %%égg%%/fﬁﬂrﬁcléogg%gm- wkﬁjoss}%@@fézl S

(2, 4- di chl oroppavRds phbage) kreer AesFLiPaP OEHEGE‘Pé@@ of thesq n8BeRidic
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bacteria in the oral avity,, as bgﬁg B os% use I cides
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bi s- bi guani Efe§mlf18geﬁzﬁé? §%§§ Qﬁdg 45;&%@3 e 1EP gqg% 19) did not
stain tie teeth, but psovebaque tis bdewvedwrddi byt Iyaetéeini vint e oral
Hovever, a redg%&go? Oha%h eQﬁcgﬁﬁgékeacthh§§ chteriE?ﬁeQras Sﬁthgiahﬁe

nost |nportgﬁt I STactivit cause of nost probl
rel ated to egants/gi &hiec mosdi t important lngredquthd§Eﬁﬂ@é@WQﬁkﬁlne,
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disadvantage of this compound is the discoloration of the
15 teeth. Compounds like bis- blguanldes (US 4 067 962) and
alexidine (EP 0 004 7195 did not stain the teeth, but proved
to be insufficiently effective too. -
_ However, a reduction of the bacterial act1v1ty in
the oral cavity is most important, as this act1v1ty is a major
20 cause of most problems related to oral hygienic conditions.

It has already been proposed that plaque can be
effectively be prevented by addition of specific bacteriocin
compounds, such as lantibiotics, i.e nisin, subtilin and
comparable compounds, in combination. with at least' one

25 'oompound yielding fluoride ions, more in particular an alkali

'metal'fluoride, to mouth- care products used to take care of

- the teeth and oral health

_ Other aspects of oral ‘care concern the preventlve

aspects thereof, such as strengthening the immuno-system of

30 the oral cavity by supplying compounds having this action. In

addition thereto it is of interest to provide oral care

products having a healing funtion, such as in the treatment of

~contact lesiomns, burns, irritatiohs, aphtous ulceration,
mucositis, and the like. Also the prevention and treatment of

35 allergio disorders, inflammations ageing and.the_like is of

importance.



6onpounds, such as lantibiotics, i.e nisin, subtilin and  conparable
conpounds, in conbination with at | easty one 25 conpound yielding fluoride
i'fons, nore in particular an al kal'i metal fluoride, to nouth-care
products used to take care of the teeth and oral health.

O her aspects of oral care concern the preventive aspects thereof, such
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conpounds having this actjion. In _addition thereto It 1S 0 nt er est:
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[ ns. 15 © The_present. invention IS
{Hg:g¥g?eh§ﬁ#%gﬁ%§ﬂq%}Egé%Ence system and results in improved healing of
gums. ' ' _

15 The present invention is therefore directed to a

mouth-care product comprising an effective amount of colostrum
and/or an extract thereof. | _
The present invention is also directed to a method
to prevent the accumulation of dental plaque, thus reducing
20 the formation of calculus and occurrence of caries,
gingivitis, mucositis and/or other periodontal diseases.

' In a third aspect the present invention is directed
to the use of colostrum and/or an extract thereof, in mouth-
care products to prevent the accumulation of dental plaque,

25 thus reducing the formation of calculus and occurrence of
caries, gingivitis and/or_other periodontal diseases.

Cblostfum to be used in the mouth- or oral-care

products 6f the present invention consist of a mixture of

lacteal secretions and.conétituents of blood serum, notably

30 immunoglobulins and other proteins, that accumulaté in the

. mammary gland during the prepartum dry period and can be

harvested immediately preceding or following parturition. The

first six milkings_gollected during the period'of transition

from colostrum to milk are typically referred to as colostrum,

35 1in the case of cows as bovine colostrum. More in particular

colostrum is.gamﬁﬂiy defined in the art as the mammary



nout h-care product conprising an effective ambunt of col ostrum and/ or

an extract thereof. = The present ‘invention is also directed to
a met hod to prevent the accunul ati dn of dental plaque, thus reducing 20
the formation of calculus and occurrence of caries, gingivitis,
mucositis and/or other periodontal diseases. = In athird
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colostrun1%%8n1lk are §¥p|cal rTeferred tqQq as colostrum .35 in_the case

of cows as bovi REYc 5P &9 PP i TR 992t =4 r thei LikenebuFl y

defi ned |nlthesapre£errbé ranmaeybovine colostrum as this has been found4
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until “sone days In the present invention
ei t her colostrum|ts@Cﬂordlngpmﬁeﬁb@Iynven&mpdcnnneﬁﬁehtaselpmwuﬂtsoﬂ'

or spray deb%str%m Oangposchead{oxeg‘t%c%” %%%g:h tg%{ﬁgsg 08 E”%ne or.

purfied form m use
present |nW@HFhoﬁaéan£9ductfr%m1aﬁﬁe§@uW@eamnuntaseﬁems toheap, ampan s

and the |ikRatbgerforms an antibacterial and/or antimicrobial activity
15 in the oral cavity and/or the other healing and/or
?prophylactic properties during application of the mouth-care
product according to the preseut invention. Such activity will
in general result if a total amount of between 0.1 and 50 wt.$
of colostrum is added to the mouth-care product. Preferably
20 the upper total amount does not exceed 90 wt.%.
' For various types of mouth-care products different
ranges may be used. The general range and the preferred amount
in weight % is given in the following list:

'25 . Toothpaste ~ 1-50 10
Mouth water 0.1-5 0.5
Mouth rinse ©1-10 g
Chewing tablet '1-10 2
Ef fervescent tablet 5-25- 10

30 Tooth powder _ 5-50 15

Colostrum and more in particular bovine colostrum is

known to contain an increased amount of compounds that are

- active in preventing various disorders in the new-born calves.
35_ More in particular colostrum oontains, compared to regular
whole milk, an increased amount of immunoglobulins, such as
IgG, IgM and IgA. Especially the increased amount of IgG is of
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it is preferred to use bovine colostrumas this has been found 10 to be

particularly effective. Agcording to the invention an
~effective anmount of col ostrum and/or an extract of colostrumis present
in a mout h-care product. An effective amount refers to an anmount

that performs an antibacterial and/or antimcrobial activity 15 in the
oral cavitympartdhate tifie t1d he¥al heakéngroaneter, It i wm@cﬁd;@ed that

properties during applicatjo t he ut h-care dyct, accor
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Chewi ng tabcempound_s 10s antlzcarleF_erfegee§5emstuelét 1@0261 in the3(art.
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particul ar bovine colostrumis kn ontaln an |ncreased of
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preparation. Especially the use of alkalimetal fluorides, more
in particular sodium fluoride, results in improved activity of
the oral care products. _ '
15 : Among suitable compounds yielding fluoride ions are
' inorganic fluoride salts, such as seluble alkali metal and
alkaline earth metal salts, for'eXample sodium fluoride,
potassium fluoride, barium fluoride, or calcium fluoride and
ammonium fluoride, or a copper fluoride, or zinc fluoride,
20 sodium fluorosilicate, ammonium fluorosilieate, sodium fluoro-
zirconate, sodium mono-fluorophosphate, aluminium mono- and
di-fluorophosphate, and fluorinated sodium calcium
pyrophosphate. Alkali metal and tin fluorides, such as sodium
and stannous fluorides, sodium monofluorophosphate, organic’
25 fluorides, such as aminfluoride and mixtures thereof, are
preferred. ' '
| The amount of fluorlde prov1d1ng compounds is
dependent to some extent upon the type of compound, its
solubility, and the type of oral preparation, but it must be a
30 nontoxic, effective emount, generally about 0.005 to about
3.0% in the preparation,'e.g._gel, tooth paste'or tooth
powder, an amount of such'compound which releases up to about
5,000 ppm of F-ion by weight of the preparetion is considered
.satisfactory. Any suitable minimum amount of such compound may
35 be used, but it is preferable to employ sufficient compound to
‘release about 300 to about 2,000 ppm, more preferably about
800 to about 1,500 ppm of fluoride ion. Typically, in the case
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I nportance in the oral care products. It is to be noted that using a
purified formof colostrumcontaining @ further i ncreased anount of 19G
is of especial inportance. The presence of fluoride providing
agents in the 5 nouth-care products according to the present invention is
I nportant. The use of fluoride ions, or fluor-ion providing conpounds
as anti-cadfesaddunts imebell khoemides hana t StannCSEﬁtaﬁ)lleOcédpoun@@imay
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stannous f |l bﬁﬁﬁ isodi-danppnof | uorophosphate, organic 25 fluorides, such

as an1nf|uor| and m xtures thereof, are . preferred. The
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fluoride ion _
. cream, dental gel, tooth powder, mouth-wash, chewing gum,

20 dental or chewing tablet, lozenge or effervescent tablet or
any other suitable form. | |
These 'products may contain the conventional
components that are usually present in those products. The
choice thereof depends on the actual type of product. _
25 The mouth-care products according to the present
invention c¢an, if necessary, be based upon an orally
acceptable vehicle. S
In certain desirable forms of the present invention,
the oral composition may be substantially solid or pasty in
30 character, such as toothpowder, dental tablet,.toothpaste or
dental gel. Such solid or pasty oral preparations generally
contains polishing material. 3 |
Examples of pblishing materials are water-insoluble
sodium metaphosphate, potassium metaphosphate, tricalcium
35 phosphate, dehydrated calcium phosphate, anhydréus dicalcium
phosphate, calcium pyrophosphate, magnesium orthophosphate,
trimagnesium phosphate, aluminium oxide, aluminium oxide



6 of alkali nmetal fluorides and stannous fluoride, this

gonponent is present in an anount up toyabout 2% by weight, . based on
the wei ght of the preparation, and preferably in the range of about
0,05%to 1% In the case of sodium 5 nonofl uorophosphate, the conpound may
be present in an amount ~ of about 0.1-3% In dentrifrice preparations
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pr esent alppinesdhicake- | f necessary, be based upon an orally
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trademark SYLOID as Syloid 72 and Sy101d 74 or under the

15 trademark SANTOCEL as Santocel 100 and alkali metal alumino-
silicate complexes are particularly'useful, since they have
refractiveiindices close.to the refractive indices of gelling
agent-liquid (including water and/or humectant) systems
commonly used in dentifrice's.

20 ' The polishing material is generally present in the
solid or paste compositions in weight concentrations of about
10% to about 99%. Preferably, it is present in amounts ranging
from about 10% to about 75% in toothpaste, and from about 70%
to about 99% in toothpowder

25 In a toothpaste, the liquid vehicle may comprise
water and humectant typically in an amount ranging from about
10% to about 90% by'weighthof:the preparation. Glycerine,
propylene glycol, sorbitol, polypropylene glycol and/or '
polyethylene glyool exemplify suitable humectants/carriers.

300 Also advantageous are liquid mixtures of water, glycerine and
sorbitol. ' In clear gels where the refractive index is an
important consideration, aboﬁt 3-30 wt® of water, 0 to about
80 wt% of glycerine, and about 20-80 wt% of sorbitol is
preferably employed. S |

35 Toothpaste's and gels typically contain a natural or
‘synthetic thickener or gelling agent'in proportions of about
0.1 to about 10, preferably about 0.5 to about 5 wt%. A



30 character, such as toothpowder, dental tablet, toothpaste or dent al

gel. Such solid or pasty oral preparatigpns generally cont ai ns polishing
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mah %ﬂ& 1 0 % G dr?ezlamr%drfa GyAd Q.

SANTCOCEL as Sant oce netal al uni no- silicate conpl exes
are particul arly usefdmy Snasablgef lagpuring @ rgeeeteningi sadedligde nay

the refractawolﬂéléx@@l@}e&eltxmles Sgenitdsid dfl(amimiglgcd@éﬁtlﬁé}pl{@r

hunect ant) sgst%gf nly used in de tlfrlce S.
pol i shing n&t®ri aY%uﬁéﬂgrd?+ Spréseht OFk het SP%%FW&“GV pagygermlnt,
conposi ti onginbenirelh ,c Wi fPa S PN@1Qveabogiage, eucalyptus, marjoram,

15 cinnamon, lemon, and orange,land'methyl Salicylate. Suitable
sweetening agents include sucrose, 1act05e} maltose, sorbitol,
xylitol, sodium cyclamate, perillartine, APM (aspartyl phenyl
alanine methyl estér), saccharine and the like. Suitably,
- flavour and sweetening agents may together comprise from about:

20 0.1% to 5% or more of the preparation. '

The bovine colostrum is compatible with various
other materials, used as active components in oral care
products, such as phosphates, such as trimetaphosphates and
diammoniumphosphates, enzymes, anti-tartar Agents such as

25 pyrophosphates, zinc-compounds and phosphonates and/or other
anti-plaque ingredients, such as triclosan, chlorhexidine,
bromochlorophene and sanQuinarihe, agents for sensitive teeth,
'such as specific alkalimetal salts like strontium salts and/or
potassium nitrate or - citrate, wound healing agents such as

30 allantoin, chlorophyll, tocopherol and herbal extracts,
activity enhancing agents, or boosters, as gantrez and some
polymers, and 'specific ingredients as urea, xylitol,
silicones, quaternary ammoniﬁm compounds and mixtures thereof.
These components, as well as the amounts to be used, are known

35 in the art. They are,.where present, incorporated in the
preparations in amounts which do not substantlally adversely
affect the properties and characteristics de31red



v

10% to about 99% Preferably, it is present in anmounts ranging from
about 10%to about 75%in toothpaste, d from about 70% ‘to about 99%
i'n toot hpowder. 25 In a toothpaste, the liquid vehicle may
conpri se wat er and hunmectant typically in-an anount ranging from about
10% t o about 90% by wei ght of the preparation. Gycerine, 'propylene
gl ycol, sorbitol, pol n I / y A lyc
~exenplify sui tabl e hu%gé{agxlegl c%af?rsl}ﬁe:ﬂéagg% Q%iéglg \%gnt%talgéo S é/ ‘9 ara°
m Xt ur es ofamattrlcgbpaenum@Lmnhex1dknﬁdnhnﬂmoqhiqﬂqnhe@ﬁdss@wﬁmen@héne,
refractive jpogex 551%@ and 'ggﬂggrttoant Amﬁéﬁanmaf&% GaB0rdE %eRimple
0

water, 0 to about glycerlne and abou 80 wt % of sorbitol

is pHﬁb?Nﬂ?h@ﬁﬂ%yeérqm pyrop OSH%équwt61§QMEPBEQ¥Q@§|uﬂmq

contain s naggh@gpgénatessynthetlc thi ckener or gelling agent in

proportions of about 0 to about 10, preferabky about 0.5 to about .5
W% A Agents for sensitive degtitio a@ﬁu%%ﬂﬁkQXIﬁEﬁ%% Cisg

synthetic h&R&Qiméﬁalas&llﬁtsbelllJ.(ke stroadiluei dall HRGRb i pot s &iakm rIifﬂtﬁé.te,

I t I ble f I L t
Soor "y BB BLrERBY, pundBbAEERS HEEPFACERL oy S8 SRRGRLL L ouraThs”
mﬂtablethhkemephyrmlm@mdphamohnamdgmmrbaltEagmanma stimzhly the

o Tul AL RIS N EE RYHAEY | o AR GdEE Coall O BRHEERLTHSY!

cel | ul ose cellu ose
(e.g. avai¢mbarceathe deldmesyvland serfiemtion boiyﬁheh;alctcena (RO NS -
CO"O'da' lﬁxaﬁﬁié&aaféQ@aﬁéréiﬁ“ﬂdﬂ€HHM€“$diﬁmaf§. Any
.suitable flavouring or sweetening nmaterial” nmay _ al so be enpl oyed.

Exanpl es of SUItam(ETN%vﬁﬁﬁuﬂchh§thﬂﬁ%ﬂ% cologtgums |3GRAKF h@QOIPstQ?g

oi | Of speasrefént PERPEAELBh, can advantageously be combined with the use

15 of the enzyme systems that are disclosed in US patents
Nos.4 150 113 and 4 871 532. According_'to these patents
‘hydrogen peroxide produCing enzym systems have advantageous
effects on the reduction of oral bacterial'activity. The most
effective enzyme is the oxidoreductase enzyme glucose oxidase.

20 This enzyme may be present in combination with other enzymes
such as amyloglucosidase,' dektranase' and/or mutanase,.
‘optionally in the presence of zinc ion providing compounds
and/or 8-hydroxyquinoline derivatives. Other enzymes 1like
those disclosed in US patent 4 152 418 may also be present.

25 _ .Such combination of enzymes and bovine colostrum has
a combined advantageous effect on the oral cavity condition,
i.e., it will lead to a reduction of the bacterial activity to
diminish the deposition of dental plagque and calculus
formation.

30 p Other. enzymes llke lactoperox1dase, lactoferrin and
lysozyme may also be present and prov1de an oral care product _-
having advantageous propertles '

A preferred embodiment of the mouth-care product
according to the present invention is a mouth-care product

35 containing an effective amount of nisin as well as an
effective-amount of the said oxidoreductase enzyme system. |



W nt ergreen, sassafras, clove, sage, eucal yptus, marjoram 15 cinnanon,
lkenon, and orange, and nethyl salicyl afe. Suitable sweet eni ng agents
i'ncl.ude sucrose, |actose, nmaltose, sorbitol, xylitol, sodium cycl amat e,
perillartine, APM (aspartyl -phenyl al ani ne nethyl ester), saccharine
and the like. Suitably, flavour and sweetening agents nmay together.

conprise from about 20no8hé% t r8¥eeird®r emPodiite PF €RAF aihdN. mouth-care
The bovi ne colgstrun1|s conp atlble mnth vari ous other materi als, used

as active cBhP HSﬁt§QQ9§ﬂ%Bgcﬁﬁet Pﬁ?&&ﬁ&t§“¥ﬁﬁﬁﬂ%& hRo8phRad RARKE as
~ trinetaphospbatadndndy an dépfEefivephamphatesof enzydes, a¥ | wedll aasagemts

such-as 25 r ophosphat es unds and phosphonat es and/ or ot her
anti - pl aqueefﬁﬁ Hf%n?xgométﬁc‘# }é r%o san, chl or hexi di ne,

br onochlsor ophene and Thaquehauleepzagmnmémrnsemstabizett eet Lozengesuich a@as

specific al kghLUELhosLLoghi ke FALORLUIBAL! SoFPNALI o 1 OISR S| Myor)

nitrate or - agen S 'Su
chl or ophyl | suctloespmenulltOAmdxnrémall,eﬁpn:émit@l, malatcmqh,t v drdrngenated

agents, or DRQSIE S, hﬁwﬂggswn r@%sm polyy HYBESY Syl sgec r#iﬁcose,

|ngred|ents as urea, g Icones quat y amoni u conpoun S
and ni xt ur eBY¢regepate dl%@%@&ﬁfpﬁmerﬂm hxdyegenated rokmagrhanisdesn

used, Qbe kf'ﬁWna§5 amduhlfe SEt. aﬂbﬁi‘_ aé@ 9\3*%er%gpr%e@tnt IJICORLRQ akedd1n
t he eparatigns i n-ampunts which do not substanti al adversel y

af f ect the ?%B@?Ptégnanos%hﬁiaé@éﬁ%tﬂg d&§ rggdium cafbonate,  sodium
9 -chloridebxarpt £5s 0fims wltcﬁ&womlﬂet ioanapo BAk i RMAGHE] GHEAES may

are triclos | or hexi br o chlor ui nari ne, nmet a
salts and k@??? / 9§H3a(¥ﬂ%;ﬂlﬂf%f g?OiXS F&T- be chosen
from pyrophosphate, TabhlatizgnpeobnisantapdinSmdhnploapbanasesf about 0.1
15 to 5% by weight, may be incorporated into the table or lozenge
formulation to facilitate the preparation'of both the tablets
and lozenges. Suitabie lubricants include vegetable oils such
- as coconut oil,-magnesium stearate, aiuminium stearate, talc,
starch and carbowax. _ ' _
20 The compositions of the present 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 a gum base, illustrative of which may be mentioned
jelutone, rubber latex, vinylite resins, etc., desirable with'
25 conventional plasticizers or softeners, sugar or other
sweeteners or carbohydrates such as glucose, sorbitol and the
like. ; -
Lozenge formulations may optionaliy contain about 2%
gum as barrier agent to provide a shiny surface as opposed to
30 a tablet'whiCh.has_a smooth finish. Suitable non-cariogenic
gﬁms include Kappa carragdeenan,. carbokymethyl cellulose/J
hydroxyethyl cellulose, Gantrez, and the like.
The lozenge or tablet may optionally be coated with
a coating materiai such as waxes,.shéllac, carboxymethyl
35 cellulose, polyethylene maleic anhydride copolymer or Kappa-
carrageenan to further increase the time it takes the tablet
or.lozenge to dissolve in the mguth. The uncoated tablet or



Agents for sensitive dentition are usually specific akal imetal salts,
li ke strontiumsalts and potassium nitygate, or citrate. Wund heal i ng
agents can for ‘exanpl e be all antoin, chl orophyl, tocopherol and her bal
extracts. Finally the 10 activity enhancing agents, or boosters, can be
present to enhance the delivery and retention of the active conponents.

Exanpl es ar @ daitiglee alse bwad s3@1%iRg, Y BRo%iding a sustained$eiegsel L

bovi ne col ost qﬁlaccordjn to the fesent 1 Nvention can advant a eousF

be conbi ned § HeARskbsatigragaptendprerdiagdys the spklidideses éblﬁtUS-
pat ent s alNds . Yo Zérlyd 18ompas4t86hs53% tH@CQfQSQEttQdﬂéﬁ%ﬁdﬁ“éEEérds a

hydr ogen peroxi de _pr.qduci m s ste ve a anta ef fects on

t he reductlgﬁi z 3p tlﬁﬂéh %ygﬁt¥9F%9 ct %gﬁﬁﬁ%tﬁ@%tén%QHE heg

t he OX|dbredmaﬂasavenyywétglUhes&cbxvdaﬁmgréﬁheﬂﬁuS enzyne may be present

I n conbination with o suc ‘ucosi dase dextranase

‘and/ or mut anase, &I i on&ﬁﬂeg?ir?h@ﬁ)(?%%‘éﬁcé%o HSi & pFBei Brgeent

conpounds invand/igm 8d@tdr ey qpiregamsd ddy vathie/egon@tdret i enaymesalyskeo f

t hose di scl it 5 8 or 25 .
B§89akﬂpgss§i&”mou H26afd8p dﬂrtnn fgg%gb&8239§ufan be

Such conbi nation of “enzynes and bovi nerc
advant ageoudddpeflecto oﬁh?hefbmhﬂihedvmtqmdbmreo@roduct or, ¢anwbel dddedto

a reduq ond@flh etbﬁ_ﬁt)]Sfbahcﬁ%thﬁﬁbé&ss rHeMgicded de ﬁ%gﬂ%ltte'r%“ P{keke

dent al pl aque cal cu formatl on enz

| act oper oxi @Pr?Eﬁﬁ?ﬁeﬂqquEﬁﬁFuresIm@§bﬁ@W@ e grsyepsippaderalund-

provi-de an oral care 'p]ji@dUpH of h@l«iéngdé@l\t&*ltﬁg@é)uspﬁéﬁa%ttll% of the
A preferred, eanﬂ roduct accordin t he

ut h-care
present i nVERYFRRIPY bsn%%?%r%gf dg@% apge ht HHom POk f?eﬁﬂl%RPUt
amount of nl@i mmed Wwydicaklyn from e‘iabemu V8 .gnotat of Bh@‘p’iﬁ.sﬁ.ngl% the

OX'dorQQUCtéEﬁbfﬁgyfghqyftfiﬂorlde and lantibiotic results in an 1£proved
anti-bacterial act1v1ty over a broader range of pH. |
The PH is preferably in the range of from about 5.5
to about 8.0. It is'notewo:thy'that the compositions of the
invention may be applied orally at the said pH'ranges without
20 substantially decalcifying or otherwise damaging dental
enamel. The pH can be controlled with acid (e.g. citric acid
‘or benzoic acid) or base (e.g. sodium hydroxide) or be
buffered (e.g. with sodium citrate, benzoate, carhonate} or
~ bicarbonate, disodium hydrogen phosphate, or sodlum dlhydrogen
- 25 phosphate)
The invention will now be illustrated by means of
the following examples. These examples are only used by way of
- illustration and are not intended to restrlct the scope of the
lnventlon
30 :
Example 1

Tooth paste
35 A tooth paste is prepared according to the method known in the

art and consists of the followiné-components:
(All amounts are percent by weight unless otherwise indicated)



Anot her preferred enbodi ment of the nouth-care - product according to the
present invention is a tooth paste 1containing an effective anount of
nisin, as well as an . effective anount of fluoride. 5 . The
vehicle or carrier in a tablet or |lozenge is a non-cari ogenic solid
wat er sol ubl e pol yhydric al cohol (polyol) such as mannitol, xylitol,
sorbitol, maltitol, a hydrogenated starch hydrol ysate, Lycasin,
hydr ogenat ed gl ucose, hydrogenat ed di saccharide's, and hydrogenat ed
pol ysaccharides, 10 in ‘an anount of about 90-98% by weight of the
. total - conposi ti onglwedigh salts such as sodi um carbonate, sodisum '
~chloride, potassium bicarponate or ?} ssium chl ori de may taotally or
partially replace thea¥RW%Hﬂu¥xﬂﬁ%q§3 ydrate Tabl eting | d8riCcant s,
.in mnos amounts of adthtxylatekd fadtryd%Wllawheri ght, may be incorppr@ted into
the table or | ozenge fqoqrnulation to facilitate the preparatiog of both
the tablets and I?ﬁﬁﬁﬁﬁhﬁn%iutable | ubri cants include veget&blé oils
such as coconut acdtermgifesi um stearate, alum nium stearate, talc,
starch and car bowax. - e .CO iti of the presegn
i nvention can be ,%%%HléFﬁFgaﬁé§Q%8%§%%g§§ ?Hﬁﬁ chemﬁng-guﬁféé ot her
pr oduct s, e.g. byammaring into a warm gum base or coating the outer
surfacgqgof a gum basgodidd Hiiddige of which may be mentioned g 3pel utone,
rubber l'atex, vinylite resins, etc., desirable with 25 conventional
plasticizers or sof tHHi@ad bovdngacolestsumer sweet eners or 10
car bohydrates such asygfldgcose, sorbitol and the i k. 100 %
Lozenge fornul ations may optionally contain about 2% gum as barrier
agent to provide a shiny surface as opposed to 30 a tablet which has a
snmoot h fi niEtamAe (2abl e non-cari ogenic guns include Kappa carrageenan,
car box gethyl cel | ul ose, hydr oxyet hyl cellul ose, Gantrez, and the I|ike.
The | ozenge or tablet may optionally be coated with a coating materi al
such as waMouthsiwadbac, carboxynethyl 35 cellul ose, polyethylene maleic
anhydri de copol ynmer or Kappa- carrageenan to further increase the tine
it takes the tablet or lozenge to dissolve in the mouth. The uncoated
tabl et or A mouth-wash is prepared according to the method known in the

art and consists of the following components:
20 (All amounts are percent by weight unless otherwise indicated)

glycerol ' | - 15.0
xylitol : | 15.0
aroma | ' 0.05
25 Tween® 80 | 2.0
propyl para hydroxy benzoate 0.1
sodium citrate SR 0.2
sodium fluoride 0.1
dried bovine colostrum : 5,0
30 - water to 100 %
Example 3
Lozenge

35

A lozenge is prepared according to tﬁé method knowh in the art
and consists of the following components:



| ozenge i s slow dissolving, providing a sustained rel ease rate of the
lLanti bi otic agent. Accordingly, the sda3 d dose tabl et and | ozenge
conpositions of the present invention affords a . relatively |onger tine
period of contact of the teeth in the 5 oral cavity with the active

i ngredi-ent. The nout h-care product according to the present

i nvention cahlbeapoepts exirdyin ey aorhess iaimrwisyes inkdicatedneparing sai d
nmout h- care products. The |antibiotics can be added to the finished
mout h-care product or can be added 10 during the production process. The
process paraneters IlﬁgrbltOIenperatures and pressures may ha®éot he
conventi onal val ues. e pH of the dentrifice pregaration of -
t he - invention is %ﬁﬁ? ¢ ated %ﬁua range of from about 4.5 ?g about

10 and ®ypically frcnﬁ@ﬂkﬁm &tqanaisa Surprisingly the 15 condPnation of

fluoride and Iant|blcghégﬂﬁgggtghfféfnbﬂ mp@pgﬁd anti-bactegpal activity
over a broader range of P@pH is preferably 1n the range

of from about 5.5 P?%YaﬁiﬁﬁléPX?rQHFQQ§ehd Wort hy that the €Bnpositions
of the i nvention gauidmaﬁmuaﬁﬂaé orally at the said pH rangeg wthout 20
substantially decalci or., othe damagi ng dent al nanel . The
pH can be controll ed ‘%ﬁ%l?ffgiq %rrrulmc aci d or benzépegaci d) or
base (&0g. sodi um hydroxide) or be buffered (e.g. with sodiumcitrate,
benzoate, carho or bi car bonate, disodi umhydrogen phosphate, or
sodlun1d|hyaru phosphate). - The invention will now be .
illustrated by means of . - the follow ng exanples. These exanples are only
used by wa wi ration and are not intended to restrict the scope

of the I nventlon. -

15 A chewing tablet is piepared according to the method known in
the art and consists of the following components:
(All amounts are in percent by'weight unless otherwise

indicated)
20 - gum base | 25
| sorbitol - o ' 17.5
mannitol o ' 5
‘aroma : ' 0.5
glycerol : : 3.0
25 + xylitol . ' : ' 10
'sodium fluoride _ . 0.01
dried bovine colostrum . - 5,0
sorbitol | | to 100 %
30 Example 3
Effervescent tablet

- An effervescent tablet is prepared according to the method
35 known in the art and consists of the following components:
(All amounts are in mg unless otherwise indicated)



30 Exanmple 1 Tooth paste 35 A tooth paste is prepared
according to the method known in the 14 art and consists of the follow ng

conmponent s: ~ (Al armounts are percent by wei ght unl ess ot herw se
i ndi cat ed) o _ 12
gl ycer ol : ' - 15.0 - alum nium
oxi de hydrate sodium carbonat®.0 5 o ethoxyléﬂed fatty
al cohol ' . carraghene
. - t : 2
- 1.75 - eqslt errlsc o%(ﬁd E)rara hydr oxy- benzo(l)c aci ds
( PHB) 0. Poly vinyl pyrrollaiP@@a(P 2
1.2 10 sagizndduori de _ 240. 33
dri ed bovi ne col ostrum 10 - water
to 5100 % ee@mﬁ@aiﬂeﬁammawbuth wash | 2
S sodium fluoride .10
dried bovine colostrum : S 20
dissolve in: 15 ml water
10
Example ©
Tooth powder

15 A tooth powder is prepared according to the method known in
the art and consists of the following components: '
(All amounts are in percent by weight unless otherwise

indicated)
20 aroma B ' ' 2
sodium saccharinate : _ 0.15
- detergent p ' 1
sodium fluoride _ 0.33
dried bovine colostrum ' ' 25

25 o calcium phosphate : : to 100 %



A mout h-wash.is prepared according to the nethod known in the art and
gonsi sts of the follow ng conponents: 120 (Al anobunts are percent by

~wei ght unless otherw se indicated) _ gl ycer ol
15.0 o - xylitol- ' N _ : 15.0
ar oma : : 0.05 25 Tween[err] 80
2.0 Example Propyl para hydroxy benzoate ' 0.1 -
sodiumcitrate: : 0.2 S sodi um
fluoride 0.1 ' _dried bovine
col ostrum Tooth paste 5,030 - wat er :
to 100% - Exanple 3 ~ ~Lozenge 35 A | ozenge is prepared
according to the method known in the art ~ and consists of the follow ng

- conponest s:A tooth paste is prepared according to thie method Krf¥wn aPWHS
are in ng unIess(gtherwn e indicated , : sorbit ol

1500 _ art an cals e & ea& owilng components: 10

co (All amounts are in percent by weight unless otherwise

indicated)
sorbitol _ _ .. | _ - 22
10 | silica o - | 22
' ethoxylated fatty alcohol 3.0
carraghene . 1.5
sodium benzoate O.i
aroma ' ' 0.6
15 sodium saccharinate _ 0.1
' ‘amyloglucosidase ' | 18 U/g
glucose oxidase | 6 U/g
mutanase B ' 16 U/g
zinc gluconate 8 o 8-104
20 ' '5 chloro-8-hydroxyquinoline . 1.10-3
' sbdium fluoride : - . 0.33
dried bovine colostrum 15

water : to 100 %



5 sodi um st earate N 10
phosphate buffer pH = 5.5 16 50 T poly Vi nyl

pyrrolidone (PVP) 20 Sﬂdé gaet HuOBdeAReplaced

1.0 dried bovine col ostrum )
Exanpl e 4 Chewi ng tabl et 15 A chew ng tabl e}jllmumﬁam !accordi ng
to the method known in the art and consists of t

conmponent sgyr 3684 | anmounts are in percent by melght unl ess ot herw se

i ndi cat ed) 20 gum base 25
~sorbitol 17.5 ; - praRR-L-0]

5I I ar oma ' i _ HES BEEN

gl ycero : 25 | - REPLACERIi tol

10 sodi um f 1 uori de crahe 2° L ol

dried bovine col ostrum : 5,0 . sor bi t ol

to 100 % 30 Exanple 5 Ef fervescent tabl et An effervescent

tablet is prepared according to the nethod 35 known in the art and
consi sts ofl.the fol | Maihh-canpopeaduct comppipingoant sf&eetinengmauneset

Otherwnse EgngE}ﬁﬂ)and/or a colostrum extract.
2. Mouth-care product according to claim 1, wherein

bovine colostrum is used.
5 3. Mouth-care product' according to claim 1 or 2,
wherein dried or purified colostrum is used.
4. Mouth-care product accordlng to claim 3, wherein the
purified product contains an increased amount of IgG.
5. Mouth-care product according to claim 1-4, wherein
10 the amount of colostrum is between 0.1 and 50 wt.%, preferably
between 0.5 and 25 wt}%, calculated on the dry weight of the
product. ' _
6. Mouth-care product according to claim 1-5, in which
the mouth-care product further comprises at least one fluoride
15 compound. _
7. Mouth-care product according to claim 1-6 in which
abrasive agents, polishing agents, thickening agents,
colouring agents, sweetening agents, flavouring agents,
foaming agents, other bactericidal agents and/or other active
20 components are also present.
8. Mouth-care product accordlng to claim 1-7, further
comprsing an effective amount of at least one enzyme.
9. Mouth-care product according to claim 1-8, in the
form of a tooth paste or cream, dental gel, tooth'powder,'
25 mouth-wash, chewing gum, dental or chewing tablet, lozenge or
effervescent tablet. ' _ |
10. Mouth-care product according to claim 9 in the form
of a tooth paste. ' | |
11. - Method to reduce occurrence of caries, gingivitis
30 and/or othet periodontal diseases by using a nmmth-cate

L) O O



1.'4 sodi um car bonat e

citric acid | - 17 20 - ;

pyrrol i done (PVP) _ 2 ' soﬁbito

24 5 encapsul at ed arona

sodi um f | uori de o 10 - drled bovi ne col ostrum :
20 product dbmpmhsengnan effetiive wmicaintl®f colloestine £&nd/or an -

Toot h powdeg,. t is prepared according .to the method known

in t he ér%réﬁﬁ é%né?%??gg the fol |l ow ng conponents: (Al'lL amounts

are in perckht by weiMgthodl egsconltsivg seco claiimcated) wh@@ein bovine

aronma lost . 2 _ sodi um.

saccharlnat%P'os rum is used. 0.15 -det er gent

1 5 13. sodi [/8¢|96rage effective amount of colpgBrum and/or an

dried bovi nexephebt b¥Mcolostrum in a mo&%hzéare product C@b CLEALBROSANA €

to 100 %
occurrence of caries, glng1v1tls and/or other periodontal

diseases,
14. Use according to claim 13, wherein the said

10 colostrum is bovine colostrum.
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15 Example 7 = Toot h paste 5 A tooth paste is prepared

.according to the nethod known in theqg  art and consists of the follow ng
conmponent s: (Al amounts are in percent by weight unless otherw se

i ndi cat ed) sorbitol. 22 10
silica - : 22 et hoxyl at ed
fatty aI cohol - 3.0 ABSTRACT carraghene .

1.5 ~ sodi um benzoat e 0.1 o
~aroma o : 0.6 15 . -sodi um
saccharinaggtie: Mouth-care productd: 1 o anyl ogl ucosi dase

18 Ug gI ucose oxi dase . 6 Ug

nmut anase : 16 Ug zi nc

QL:JCOHagehThe preseml: invention is8.d@l&téll 2B a mouth-cabe product
](c: | ug:lode Zozﬂfa’ﬁgfhé‘oan effective anagunt o% éo:[o;trum :ap(i‘lécar b%vgchios{:rum
col ostrumextract, preferably l:ild?sed on bovine colesttaum.

to 100 %



1. Mout h- car e product conprising an effegsi ve

S an

16+,

anount of col ostrum and/ or. a col ostrum extract. 244045823

Mout h-care product according to clajm 1, wherein bovi ne colostrumis
used.” 5 3. Mout h-care pr ct according to claim 1 or 2,
wherein dried or purified colostrumis used. 4. Mout h- car e
product according to claim3, wherein the purified product contain

i ncreased anount of [gG 5. : Mout h- care product according to

claim1-
preferably between 0.5 and 25 w.% cal cul ated on
Mout h- car e product accordlng ‘to Cfalﬁ?l 5,

t he

4, wherein 10 the ampbunt of colostrumis betmeen 9_1 and 50 mm

pr oduct . 6.

i n which t he nout h-care product further conprlse$ atljeast one

fluoride 15 conpound. 7.

Mout h- car e produgt : accordi ng“to ¢

ai m

1-6 in which abrasive agents, p ng agents, thhgkenlng.agents

col ouring agents, sweetening agents, avouring agents,

agent s,

al so present. 8.

further

f oam ng

ot her bactericidal agents and/or other active 20 conponents-ar
Mout h- care product according to claim1-7,
conprising an effective anount of at |east one enzyne.

Mout h- cate productMerthreang produck reomprising mn effective amount of

10

15

20

25

colostrum and/or a colostrum extract.
2. Mouth-care product according to claim 1, wherein

bovine colostrum is used.
3. Mouth-care product according to claim 1 or 2,

wherein dried or purified colostrum is used.

4. Mouth-care product according to claim 3, wherein the
purified product contains an increased amount of IgG.

5. Mouth-care product according to claim 1-4, wherein
the amount of colostrum is between 0.1 and 50 wt.%, preferably
between 0.5 and 25 wt.%, calculated on the dry weight of the
product. '

6. Mouth-care product according to claim 1-5, in which
the mouth-care product further comprises at least one fluoride
compound. '

7. Mouth-care product according to claim 1-6 in which
polishing agents, thickening agents,
flavouring agents,

abrasive agents,
colouring agents, sweetening agents,
foaming agents, other bactericidal agents and/or other active

components are also present.
8. Mouth-care product according to claim 1-7, further

comprising an effective amount of at least one enzyme.
9. Mouth-care produCt according to claim 1-8, in the

form of a tooth paste or cream, dental gel, tooth powder,
mouth-wash, chewing gum, dental or chewing tablet, lozenge or

effervescent tablet.
10. Mouth-care product according to claim 9 in the form

of a tooth paste.
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formof a tooth paste or cream dent al- gel, tooth powder, 25 nouth-wash,

chewi ng gum dental or chewi ng tablet, |ozenge or ef fervescent tablet.
10. * Mout h-care product accordi ngi toclaim9 in the form of a tooth
paste. 17 11. Use of a

nout h-care product conprising an effective anount of col ostrum and/or an
extract of colostrumto reduce the occurrence of caries, gingivitis and/or
ot her pani.odont alugdl sFasLImouth-care pYoduek @oﬂi@&&@:&@r gnpégﬁg@ﬁ-_l%cordl ng
to claim1l, wh Qv e Co Use of’ colostrum
for the3¥ et =& H

caries, t@la]gxwmm adbcﬁrcarlhes p@im@ﬂﬂmﬁ ahdsy&:&seﬁ:he\m@remlbdaalﬁteﬂf ective

anmount ‘&13%9:1' sfrum and/or an extract of colostrumis used. 14. Use
accordi ng—rv—%l-a 13, wherein the said colostrumis bovine col ostrum

Use of a mouth-care product according to claim 11,

whereln bovine colostrum is usged.

13. Use of colostrum for the preparation of a mouth-care

product to reduce the occurrence of caries, gingivitis and/or

other periodontal diseases, wherein an effective amount of

colostrum and/or an extract of colostrum is used.

14. Use according to claim 13, wherein the said colostrum
is bovine cologtrum.
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