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DRUG DELI VERY SYSTEM FOR TOPI CAL ADM NI STRATI ON FI ELD
OF THE I NVENTION [001] This invention is directed to
woewrdeisivery systens (SVS packagi ng(tn)) and BSEH.2006/000922
thereof, of freshly prepared, high concentrated,
ef f BRUGDERYYERY £Y PEEMNBORIT OPRC AL APNENISTRATION
new delivery systens, including sucralfate, is used
for treating and ' | di es in mammal s.
Moreover this i nvﬁ@ﬁﬁp{l}m@h‘i&ﬁzwuti cal
conposi tions, nethods and kits for topical . T™
[001] o RhupinseRten @ﬁ"ﬁ?ﬁecg?oa‘i‘e%ﬁg‘?:"é%’ eipei(SMIpaskesing f hprd uses thereof,

of ﬁeshi?%ﬁe?ﬁl\ﬁ%%@ Oﬁ&[c%@%téd&%ﬁ%ct%?%&ﬁé hﬂaﬁnamsi%n& The new

ecurrent” Apht hous Stomatiti's ‘
delivery(sRstémS)in¢lsdiag weiral fate mmsad dirdeagng arRiQ%eohting eraldiseased in mammals.

opul ation suffers fromth tons. of th hr oni,c .
Moreovh Qs SBVPAR RSOSAGE PRARaCEsAF T ioR s Biftigfy and Kits for topical
adminisBhi @b Dkl i@ CRBHEINS BlcrdMid eSMommdii M 1ok EY)

their lifetime. Recurrent Aphthous Stomatitis (R A'S)

is a chronic disease, that nay begin at young or ol der
ages, charact BAGKGROUND QF HEﬂ'gWNE{{Nsuperfi ci al

oral ulcers. The ulcers appear, enlarge and di sappear,
[002] usRedurngni Aphtbous4StdmgiatioR. AHB israleryrocwswn disedsedi28vaupf the general

the oral. function such,as,tal ki.ng and i and cause, ..
populatipfl Suférd ol HE Sz SRR RpicRinstihed B e S e it Riation are
affected! 68 R @lurétit Caihtionp SEomdtitie diEisE teanmRAmEYyREeuBknRAphtlous Stomatitis

(80% is called Mnor Aphthae, characterized by one to
R.A.S)figuy clyprisrdisespanibat apsobegly at ;yoprs opoder fges sharagtenzagnby painful,

i Wk 0 - er.10-14
GRS cr DS SR ADE P ALl 1014 s
the oralMah@isa, ARkt digrapt thé ard dustior edctbys aalldhg ghd eatingeind daasegmiense pain.

t han cm di aneter, that causes nuch pain. Such
Recurregj é@h@f’% SHMASHE \FPBgef dh thyeqebRal PP iay M5t SogpRartype of RAS

(80%) YRafEd &Bﬂ&hﬁ?h’chge, ARGEEHAY GRbLED, 1o Mb&S sihQtnOWRIAM the oral
ulcer”. Athird type 1s the Herpetiform Lesions (8%
mucosayM -t minuhaineteiseaoh, ywhiokp béaltsporpanentisly afibrcEl-§4 tdéipest umtdythe next seizure.

coal esce .one_enor nous, pai pful .ul.cer. [003], Th .
ncto 598 R385 i G TR B St SRR e gramee,
causes @hch Pginl SEEOARMABD SR 4fedra QeltsOfollofiedl WyhindtRF Wajor Aphthae, a

enoti onal stress, diet ary defi ci enci es, seasonal

conditiopagalled i“am slcer &blows @ni Hewtt A dhisd tyngciodhe Hernstifsmalmsions (8%) with
hundred%%ggiélglo%gsr % | Cli[ug%_@ tt%tén?%t cgc%%Fc!e];tgtroln(g%&aﬁoﬂé ﬁaﬁﬁf%l H@g‘r hot
1001 57 Bhe GSTest b sy S SRG b ol el RE R Tt pgen related

to famiROhisfo?y, EMblicHaEBrREC Aldney ALNGEEESS BedsBAMt VAMGons, febrile infections,
plication of |ocal anaesthetic creamor of a |ocal

mucosakieausta asd foerkallgrgyer provi des sone protection agai nst

trauma or chemical insult. Such pastes are difficult
[004] t oTpatmaph fdre RuASeruleansl basl ynoyi pevedr bémsficiek| Lefalwhapplivation of
C'orticos%grglsas nrgfievlegsl}art{aﬂ{/] S %yr%?t%%s%u% are not suitable for a long term treatment,
especially not for children because of adverse reactions. Application of local anaesthetic cream or of
a local cover of the ulcer provides some protection against trauma or chemical insult. Such pastes
are difficult to put on the ulcer and orﬂy give partial relief which does not last long as they are

washed out by the saliva and by food.

[005] Chemotherapy induced Oral Mucositis is an acute or chronic complication of 1-4

severity degrees of oral and esophageal ulcers, which occur in approximately 40% of patients
1
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washed out by the saliva and by food. [005]
Chenot herapy i nduced Oral Micositis is an acute or
webwonis7Eonpl i cation of 1-4 severity degrees BET/AI2806/000922

..and e hageal .ul cers I ch occur.in approxi
recetvir e PR et B e b et sl T PEmar OF B L bgpe marror
transplafibHoA)f (e inBidBadel i6 THighep i Patid i@ géteihg BMItid B enfiBioh @emotherapy.
transgl antation). The incidence is %n gher in patients

400,000 patieptigpes gsen darsley Oral Dducesitie e st HEAadymilaoiguwenare shown in the
[ -he r I : cositis. . in.t gt
world. ERHIISRI S CRUR e B LRl Bty PRl BRppas is ser
limited stlentcémplicatay dyaibfeetiomi typicaldp deslancigiin thénegks afeBtkessation of
J\/uﬁgosi isis self limted when unconplicated by
cytotoxichePSHPYt ypi cal |y heal's within 2-4 weeks after
cessation of cytotoxic chenotherapy. [006] Sucralfate
[006] | sSugsalfateids moraleeinams getpaaldats rueEse salal Sucratfpte wias deeeloped as an
. . i ive tr t c L
sdjunciilff S HRER BP B AT B2 MKk, 1 S RE B s e RITE ody. nhibis
the activoolypepsintin bhd preédneec afstomactodcidendiitd attionk At gietemt theQining of the
stomach, acid, and jts actions are entirely on the o
stomachy M@@%&m}l RO HEOUG S drshaitmihhetomsrelnupgesiged, it is known
that it ekdrR iRGRANY ' ' rsiRed, it is known
hat it e%éh@tl it exg?(%n %tlgggé?égltg% {htgh)ré}é%‘gﬂﬁééﬁftg%al , rather than ‘
sy. I i [,Q0 e, | : '
007 GUFAFEN 3 RSk fdne O] ST BRG e SoRiclEREedilnt R Richilt Ahinous
Stomatift.omatitis. SUMMARY OF THE | NVENTI ON [008] In one
enbodi nent, this invention provides a drug delivery
system conpri sj fir it of jguid and a
second unit of S@@M’é%ﬁﬁ&ﬂ%ﬁ%&ﬁﬁﬁgai d first
unit is posjtioned jnside said second unit. [009] In |
[008]  onle @ietrsebasiment, s BIVEHPBAIPYAeHR dzddadivarusistest, cmprising a first
unit of £tk A6} d %53 SNEIBErh AR AneRINN Sif At QBoGfioed inside said
phar maceut cal conpdsition, conprising aftirst unit o
second anil.i quid , and a second unit of a drug, and a tube
attached to said second unit; wherein said first unit
[009] i SInp@®idmtdagernthisdBvedibsl pRRERIA usBiol a @ﬁ@ﬁfeli%ryg#‘c&ﬁ for topical
..followng steps:, a . allowsaid |iquid to mx wt),
adminisigfiqn ¢fraipharmacetigal compasitionicomprigee ebirsprripar # Aiguid , and a second
: t Si.tg .Sl : Yt ; o
wit of SRR GE A EATPORLY Qo GOTRL e S Tl s Pbsifoned inside
said secammhgous cormprisingthe figlvvwamg degsube; and ¢ . admi ni ster
topically said pharmaceutical conposition. [0010] In .
oné- e ABOWi BEhtiquid ke X WiBhigid Aryg B\ saib secand saitotiegeby preparing a
dr ug j LS PNl I Rkl t .
o, HEE AL B ol Sn RSP 5188l g
phar nesesy kdidphaaipesichl @mposition through said tibe; and

¢. administer topically said pharmaceutical composition.

[0010] In one embodiment, this invention provides a use of a drug delivery system, which is
formulated to be safe for ingestion, for topical administration of a pharmaceutical composition,
comprises a first unit of a liquid, and a second unit of a drug; wherein said first unit is positioned

inside said second unit, comprising the following steps:

a. allow said liquid to mix with said drug in said second unit, thereby preparing a
pharmaceutical composition comprising a solution or a paste of said drug;
b. administer topically said pharmaceutical composition.

2
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conprises a first unit of a liquid, and a second unit
of a drug; wherein said first unit is positioned
w0 pa7aerssai d second unit, conprising the foll oRTEL2006/000922

o011y . FEBiu s BObSE e b b0a DA TR R oo
this inveRiiROfdrtiteaiing QiRIdes bN Aphthe M Bton@ffitis) ind AAFcE Rinpsiding the steps of
adm ni ster topically said pharmaceuti cal

drug; b.
mouth @@ﬁ%@%@wdow jopoeally pdminigragonof tephsgmaeaytical oamposition, wherein the
i [ .des. t . fhe drug delivery
drug is ésugks/at?%{r?ta{gftﬁ% ﬁer{dslg?sna\?eag? ?ﬁg?lgﬁo ‘reating an ul cer of
Apht hous St tit]S,. kN a.subjec compri-si ng the.
[0012] st g‘l b .og}er ﬁglg{)]%n}ephilgs ]ub\iepg%axlob/yf.eg, (T)}ﬂﬁ %qu e. &ug Iglehvelj systems of
this inveeiibmifet m%ﬁth%nmefqléeh%fphplﬁtﬁﬁ%esidn%hs GR D Q8kjbdt Oduffering from Oral
wherein the drug is sucralfate, and the liquid is an

Mucositigy ifstyaed Boshemodieranyon radiotherapnsomerisiaattasstensmf maugh gose followed
. . dru [ : \
oy el SRS AR Lkl ML g s s,
said liquiy it dmaageedsk estatiord.i S i n a subject suffering from O al
Mucositis, induced by chenotherapy or radiotherapy,

[0013] COHpdnoftieR Bmbbdinhe Bisis MvefBot Provides ehd WeloP\WRAIAY delivery systems of
topically adm ni stration of the pharmaceuti cal

this invepliRsb &Qrtireging wheesr of ypldLigher Planus e eagubiack compesiagitle steps of
F . . | H | . .
o 81 o380, AU EEROLUL T 0O Oy P DRgton hrin

drug is ahcradfartedidube Mgy Staarmuedus kbludon.nvent i on for treating
an ulcer of Oral Lichen Planus in a subject,

[0014] conpériesdnitgbditients thepiveihtidiptohides BS6piéLlcbRpBstidty for topical treatment
topi cally adm nistration of the pharmnmaceuti cal

for ulcegs ogdithons atoméie PemprengifuGEliat 18 ga eandous soluigniortriaste, wherein the
qui d i s ] LN . . .
concnh i f WS SRS (S 1 g AR e and i sl
freshly ropgedsantd fesshiyadmiiptexed] treat ment for ul cers of
Apht hous Stomatitis conprising sucralfate in an

[0015] aomeehs cadbliinepl Bis RAShion WRRids N tidie fGORE/MET @kér®Mof Aphthous
of the sucralfate is in a range of ' -10 gr in about

Stomatits eppprigiestciaieie Pewdeni ¢ sal i ne, freshly prepared and
freshly adm nistered. [0015] In one enbodi nment, this
[0016] i ninepnd embplimentddhisankdntion qrovidenrimethod oftsatgfg ulcer of Aphthous

Apht houys . Stomatiti,s conprising sucral fate powder. . .
stomasi i R, RO S TSGR G 01 aeaicg thereof in a
subject, BBiPAenOheklepadf: ng ul cer of Aphthous Stomatitis,

peri odontal pockets, abscesses, site of extractions or

any- cORBITE#SEon t hereof in a subject, conprising the

st eps._af:" =1 | kXl r ri.gi .
o 2 Pl T B L R SRR SR R o
m xt umétur@nahd

c. topically freshly administering the mixture to said ulcer and surrounding mucosa;

thereby treating an ulcer of Aphthous Stomatitis in said subject.

[0017]  In one embodiment, this invention provides a method of preventing the recurrence of an
ulcer of Aphthous Stomatitis in a subject suffering from an ulcer of Aphthous Stomatitis,
comprising the steps of;

a. mouth rinse

b. mixing a powder comprising sucralfate with water and isotonic saline to obtain a

mixture; and
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c. topically freshly adm nistering the mxture to said
ul cer and surroundi ng nucosa; thereby treating an
wa k@en17375 Apht hous Stonmatitis in said subject.P¢D0OREY6/000922
In on J t . thi,s..Ln tiqn _praovi.des a t hod .of .
or <o o HeBE Al N b g ks Bl mucosa
thereby Pr@nmtihg tte recurfenselbf @odlc&WTAAibiings Stanatal b ksie subibet.
Apht hous Stomatitis, conprising the steps of; a. nouth

[0018] T I TASEhebmBTdthnBe:, ﬁﬁpﬁx\b@ﬁ[orﬁw{dé A NHetBOE bRk éALE aWlldr of Aphthous
wat er and isotonic saline to obtain a m xture; andc.

Stomatitig i & abbigetf uleting figem{ral deedsitig, tndacedt ot ciramatleerapyi @b radiotherapy,
e urroundi ng nucosa; thereby preventing the

compnsr%é’ctg‘%rstgﬁsg%f?of an ul cer of Aphthous Stomatitis in said

subjy egiout ©RE8] I n one enbodi nent, this invention

prqvi des, a nethod of. treating an ul cer of Aphthous )

St Shati¥ing 4 ROwdeupjishtingludesepucraiiate srithomater vud gsotopis, saline to

i nduc t apy or radiotherapy, conprising
t he stgsejtsgyaolﬁ;h&gg’ %@Lth rinse b. mxing a powder which

i nal uthpscaiy dreahlfy atlministetingwiieanixamel td thetubner andsalrionading mucosa;
btain a mxture: and.c.. topically freshly X
thereby Jigating &t el.ﬁﬁwu QLMIFSS indperd e ety ar ediothsgny: ng
mucosa; thereby treating an ulcer of O.al Micositis,

[0019] j nkm pne FRpd st his SFVEPYOTGRIOYidEs HEEPE Y tregting B ulper offyal Lichen
' : Al S {on provides a nethod of
B@ﬁ?ﬁ%&?jﬁ%@%ﬂﬁpﬁﬁé@%%ﬁ%ﬂm Li chen Pl anus in a subject,
corapr aiiyigg bhmssigehsd o thearlcappl ying a rinsing fluid
on. the.ulcer; b, mXi owder i ch_includes . ) )
sudt aHPE AnPeRdstar ek dnclullesosustaliEns i Eaks aggrisqtanis saline to
m Xt UpBaindNQixGurel g cal Iy freshly adm nistering the
m xture to the ulcer . thereby treating an ulcer of
O & opisaly firkldp admimstering theexiktur BRI tiF UDESCRI PTI ON OF

) ], The subj ec ded as th
oo R AR P LB LB " o9 2o

claimed in the concluding portion of the

speci fication. BREEFDESTRINTION GIVEHE leIAthCSQ
organi zati on and nmet hod of operation, together with

[0020] ObTIRS bubjeck Qttef @parddh Ghs ARY ANAGES ist RRA QN4 ?amebeo%& 2B distinctly
.understood by reference to the follow ng detail ed

claimeddiss dei penchflingh @artioaaell Wiet Bpecification. The invention, however, both as to

organization and method of operation, together with objects, features, and advantages thereof, may
best be understood by reference to the following detailed description when read with the

accompanying drawings in which:

[0021]  Fig. 1 is a schematic depiction of the drug delivery system. The first unit (1-10) of the
liquid is a bowl shaped base, wherein a wall (1-50) separates between the two units and a ring
connecting (1-60) the base and the separating wall. Thus, providing enough toughness for
stability of the wall but also enough weakness so it can be pressed by hand. This system is sealed
by a cover made of LDPE (Low Density Polyethylene) Pressing the first unit (inside bubble)- one
may smash, a weak barrier which allows the liquid to burst out from the first unit into the second
unit (1-20). The second unit has the entire shape of the package. The liquid mixes with the
powder by 3-4 manual pressing. At the end of the second unit there's a small funnel (1-40).
Through that funnel the pharmaceutical composition is topically administered. The funnel is

closed by a removable cup (1-30), wherein, the cup is removed, and "glued" to the outer wall, not
4
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acconpanyi ng drawings in which: [0021] Fig. 1is a
schemati c depiction of the drug delivery system The
wo poogto1smit (1- 10) of the quui d is a bow shapedilraew00922

1nterfergllg§ gdlper%teré%mWé &]ﬁaﬂéac:(ai j%gn{elﬁ(és*%@%%mﬁgrﬁ%nqgﬁtgﬂomugﬂet esfnbodiment
3 mL o$¢jgaidait iadged\al the fikktUshit, BAOW BHtREerLMg -1 gx\iﬁﬁmﬁ&erfiﬁ kdded to the

stability of the wall but al so enough weakness so it
second ggi% pe pressed by hand. This systemis sealed by a

cover made of LDPE (Low Density Pol yethyl ene) Pressing
[0022] t h Wlllrbgtapglnmtatedlth&|f@r§nbgllmtyea)ld ctanigy nbiflustretioh, elemewdskhown in the

&r whi ch burst, oyt fromt

figures PRI PO pgteAsiio EhoeRebalal Sl £or Fo3i)e Y imsBiy o Some of e
elementyNhiy Basexbfi@raed lré’l@m&h@p@th@xf elehenRapk 2ueity. TMRthet, CWheﬁ*e considered

m xes with the powder by 3-4 manual pressing. At the
approprify referenp ng@@l@fwnah e rensated: anangsthalfiguresripandigate goryesponding or

that funnel the pharmaceutical conposition is

analogo-ﬁg'élgxlﬁg y adm ni stered. The funnel is closed by a

renovable cup (1-30), wherein, the cup is renoved, and

" gl ueWETAILIER DESERIREION OFoTHIR BRESENTINVENTION

adm ni stering the pharmaceutical conposition nor
[0023] geIri thadoll®@sihg detailed deseripiud, Meiditrous spdcificofethiisite deti Brth in order to

ed to the first unit, and is between about 1-
Prowde&f orowele Pndesstandinedefithe ientione Hiowewsn it Wil de 2pler stpo%gy those skilled
, Y, !
in the Q? ﬂg@?&ggr&%ﬁdm} Baton! fSﬁ%}é %g\')\ﬁjab&deh wﬁ‘]@é 3#1%% sf%%lgf: nde{alls In other
mstancasewéb—kmwrh ;neﬁneén pdrcadmest end cahponehBhaexastibeen ddstidbed in detail so as
ons e of the el ements may be exaggerated '

not to Ogsé%qﬁﬁlglef%l B’tvﬁlétionel enents for clarity. Furt her wher e

propriate, reference nuneral s_may
[0024] r e n%ﬁ @ebaﬂ @H?%’r%51ﬂ%&e@ap@%&5ﬁ%wéﬂmcﬁ?§ls -(hydrogen

s %&ug%;%w%@ SRR T DT e

concentogiomixpire.Gihe ineredsed asnceipeation nmycfemhjgﬁeldnﬁzageeibemem the salt and the

expose4 wgerrq?se(gfn O'qg“rﬁgé% }e)rqvtcfe\r,]aofq%yq%gotgnd %>t ggtle%g-leg{]gé\glgers in the oral

mucosa$RIA.§ afd bﬁhﬂdlﬁld@(feﬁ dhptuthgispr esent invent ' on may be
practiced w thout these speci f| c details, hi ot her

0025) 1 ™ tiofBldvideg0 ! Ggau

002 | PRSI SRR S SR e i

dehvery( gysehsdor gedting yPeee of miphithoue rSttmrmctltls[ ﬁﬁMpnﬁUpm@bfsaalﬁspecaes site of

et o Sy SN e DS RS n L8 Bapasimspy s methods
composﬁféﬁﬂ@ﬁ drig RIIESP réSfﬁE’mQ %[eebééﬁﬂsmaﬁe%nftlhg'tﬁé‘iecﬁﬁgﬂ&' d¥€an ulcer of
when it is prepared as a concentrated nixture.
Aphthopmniomatiay In@nc@mmmdmwt,nwhﬂ@tsnmﬂ@ﬁercolmmsaagm and drug delivery
b h | t a ose ei.ns e
ssems S0 538 208! A SARERES B F 03, Bl LRt hom O

Mucositi, G@fused By bhﬁn&h@hpymﬁﬁﬁﬁ)ﬂﬁe%p%r £ anstheheBodinetd &aéh kits, methods,

Or al Micositis).
compositions, and drug delivéry systems are useful in treating an ulcer of Oral Lichen Planus.

[0026]  According to this aspect, and in one embodiment, such kits, methods, compositions, and

drug delivery systems are useful in treating mammals, humans, including children and pets.

[0027]  In some embodiments, the methods, kits, compositions and drug delivery systems of this
invention may be used for preparing a freshly prepared pharmaceutical composition. In one

embodiment, the drug delivery systems may be used for storing drugs for long periods. In another

Q
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[0025] This invention provides, in sonme enbodi nents,
kits, nethods, conpositions, and drug delivery systens
wo eoo7t01 823 i ng ul cer of Aphthous Stonmatitis, pePCDU®CI00922
Ite of e agtions or .an . .
embod B Bl on BT RS RS PO gt 86 kRS nane M smagipont seid o
periodssaretbekivden, onrahiiahiso fivorRasi In agher dAthodinikant, A8k iV delivery system,
systens are useful in preventing the recurrence of an
compri Scae?onal?osmwﬁ?é (F8°SSRYS FRqULES| REeservRtisemer conbieglimnerder toguieyide storage
stabilitiki t s, et hods, conpositions, and drug delivery systens
are useful in treating an ulcer of Aphthous Stomatitis

in ' ri | Micositis.,induced by
002) i8RRSO LSRRG S AUGHE Db o
this inentbn kidyshe ured fiadsepamgRosinceminsed pitametdigicaledomRkion. In another

syste are useful in treating an ulcer of Oal Lichen
embOdﬁ{ uge df%ééjveﬂt %F%"ilsn@fe thes WReERiIGISaY be used farrpreppsing a paste. In

anothe CERSHIBRL the dé‘ﬂvteﬁﬂ ﬁ%&?ggsdisﬁb%m9§%§té‘rlr§hqﬁnﬁap§@1gr éHlH&iiment the

delivery syste are ‘u in treatin
use of thg e delivery sydieny atloiv lrgdaniatrehtments In hRORA enibodiner®, kits, methods
enmbadi ment the nmethods, kits., .conpositions and drug )
and anfi TR0 N rceos o iy AhudradnpGhetve heredients
withouPsreRasatings. an bAGBH e bBERRAE, AkrPRAHLIREEM dF@lse reactions.
conposition. In one enbodinent, the drug delivery
0029]SY 81 QHBHERY J%%di%ﬁe%@ thOT conbQfd i¥@%e Tk isi ,
[ ]per.i ods. | nnanot ere ocg?ing{%{a@hg{ﬁﬁg%g pgget?i %%%lg}né%’ for example,
sucralfifes imaemorsrmtent diug foo tRatienms ordl nliseawy, fier soethhggeffenion the mucosa,

sai.d | on eri ar e, pet ween,.one nth to five years.
for preyqnting 8??{34‘%5%&5’31&?&8% 3(&'{15]@118?4]@&&%1?%%\9@ Pilsyst em
conprises a copposition that does not require
10030} 5 B apojiet; Gaoeliherdo bie; oryg ikl oy steims of GuiF devestion auper be used for

e Sk 08 Oy R e
i ' : LNg. trat ed .

01 SRS SBEATS 8 SOTRATREE S v

the mettodsgpfdhis iiventiors s tepigaligfadiviisteied VR Hnotier Bi’ﬁbodlﬂieh@ﬂ% compositions,

methodgg{jtis%sg aélé,vg{gye%s@glssgﬁ gFels}%S glg%fegﬁéﬁng@%%ﬁ%ﬁg{mg¢ agnlrju%istered on
an oral 8RO, FEMotld @nibe&infht, twc%itgﬁ%g%éc?%dﬁ?&%i ?{:{% c?ehlkfgl)ﬂy systems or

hygienic treatment. In ano
the use irethh oekthaals df thisigvehtion e beingystd sechcanfor esamle, as a chewing gum, and
conposi tion which. i ncl.ude mainly activ _ o
thus adffiHEThe b Pharigh sl CopmmeSIiPD £ el MSeoR @pother embodiment, the
compos@Bnedh&Reds, diiE delivety BRtentc W RAVL HRENEBGELIFRS invention are further
, 0029] I n anot her enbodi nent the concentrated mxture .
ingested, Jlgt @o@@mﬁb@dm@n@f e conwapliens, snd rdihg alebyery systemprage made of a

di t'b'fé‘)]éi?c@’ Irug for treating an oral disease, for soothing
1gest ef eclttlalgn the nucosa, for preventing new ul cers and

fo rovidi,ng i iate.relief of pain. [0Q030] In o .
[0032] an%}‘ﬁ&m&?ﬂg‘gﬁ"ﬁgﬂ‘%&mﬁ%hm@ysmﬁ Qféﬁ U tt}_éen@e%f’dst(ﬁit@s Invention
compriseWVERE uiP ofBYiqhRl 4h9eflsdoBhd BAIERRG! e, NYEHr&RIsGid first unit is positioned
. ., conposition, and hygienic adm nistration of a
inside spidaeqerdeunit. dalanedeph embediment, [tig drug] deliverynsystenbofifhieimvention is a

Smash %/fr}f tSﬁgggl%g Z(Sflidrg? rf)%ckagﬁmtgh %9 Sanotﬁiart g’mbc%h%gntg ﬁlei t\'(v%r Xm?sya?ré %gsund, fixed,

attached or connected to each other (similar to a yolk in the egg).

[0033]  In one embodiment, the drug delivery systems of this invention are made from silicon, ,

polyesther, aluminum, plastic, high density polyethylene (HDPE), low density polyethylene



10

15

25

the nmethods of this invention are topically
adm ni stered. In another enbodi nent, the conpositions,
woretods7s kits, drug delivery systens or the UBET/IIR0AN®0922

h n are,.adm tered on ral
e[ e i MEKLAD, BERERLS! S0 D AL Bl poty
hydmymﬂtmmPHBDbxsanydabﬂ@u@abmmefeysfsystean or the use in the

nmet hods of this invention are being used such as, for.

[0034] ex ﬁﬁ@ﬁ&em@&inﬁeﬁh@x\éﬂdﬁ% URryaRdet g8 t}ﬁ'éjﬁﬁ‘v&it%heﬁirt'ﬂgr @mprise a tube,
phar maceuti cal - conposi tion onh an oral nucosa, h

ora furaﬁb@ttﬁehe@t@tib@l ﬁm@nd unit.Ha a@@tﬂtpbmlbcvdmmsm fhetriousacetiaalicomposition is
of this

del.i si.e r the.use S
applied, ﬁl\?e\r{] |§H§%r e B“E]P erlal ﬁ%’é%qngda ?%“SE?EFS‘? gl? othsai ?Fﬁmd“nem the
phannat:é’iﬁc@lwmqmsitlbﬁ 1§ codRfledfrig ﬂi@'sbéﬁﬁlﬂ)’wﬁt\’@t B FReE of B by applying
of a digestible materials. [0032] hi one enbodi nent,

pressurg i thfy $RGORFE PRIy IR Pnethert @nkodimenththe pharmasevtiral femprsifiongs conveyed
from tht Blcdnd ﬂt‘ﬁ?ﬁ)tth@ﬁmﬁag}? Ktﬁb%%\xﬁglflée&ﬁﬁ% tlllgl%E? g?t liquid and a

second unit sal unit is

po de_sai cond not.her
[0033] engio{)il%'ene n?‘?dl{}%}ét’ Fugder \98? J“%‘{)]%é emt%f(%tl% P@‘Y% Yoot the use
in the msthadSohgls Mven@Bei agke utShBh | a\ghd’n‘@n the 1RQRE ReWater. In another
enbodj nent, the two unlts are boun fixed, attached
embodigjent, dps gyidds a1 2gueons sRlEen. (Iauafmharr embodimgat, fthe hquithés an aqueous
solutior Qgpngngﬂ)lgggt]t%ﬂlg QR SRR B ate d&l% rgﬁoégofjtfeemyeﬁra%out 1:1 to 8:1. In
syst ens this invention are na
anotherpunﬂlbﬂeiﬁhhtar thealiquid fruan apleass salntitn,glongeisiigt ivotonic saline solution and

th e w density paqlyethyl ene(LDPE)
e 3 356 ST S0 Lo ot Ty enel Pl
isotonic4Bihe SMMioPHRPL BN 2:1 R Y 1é§%eéﬁ¥fglryoﬁb’§}i6ftl¥err %&ﬁwgﬁm the liquid is

or any conbi nati on thereof In one e
an aquephe S(dtltn(gl,@empmemg isyeitie ﬁ@llrx@fsohhlosl andweatits iorg lﬂuamchmspectlvely In
or a funnel ,attached to the se

another ARG s RER BaSarkBR o P RaRrRe,tr eak s slution and

water i€ @PGStdtioORspeetiaglp! [Lendthé EMBodiHREt, Abe fli4ARELS aﬁ“&@ueous solution,
topically adm ni stered. In another enbodi nent ,

compnsg,tp%}rsﬁgp@yuqaﬂlggpolg@%@yj WRIGhIN & 16‘0&%@}@@%&‘@1‘[# i en@b@rcﬁmdoodlment
the 11qulr'<f' id 24 Q &&%S sﬁﬂﬁ%h o?cheér rgogéto%ﬁjco | a}ﬁnte%o&) p}e%%lsur gxgg&g{ ingﬁ 3:1 ratio

cond gRie, He
respectmzeirjrpbﬁarbtlmn embommmeylﬁzdhqtﬁd)m dnheeus@a:athition] ¢onistisiniisotonic saline
I nel atﬁgﬁe by squ ing the second unit. [0035] In
solution; fM“Vﬁ%we sitions, nethods, Kkits, drug

del ivery systens or the use in the methods of this
[0036] i nhpedts Emboririsntidle bFma ipqtemird salitvesadutiom tederfite W% % av/v sodium

ot her enbodinent, the liquid is an aqueous
dﬂondéMEFESuSQOﬂl % anot her enbodlnent the liquid is an

0057 SSHSGH T o, SRR AR RS B 0t e 1
another aﬁtbbbﬁ‘ﬂielﬁ oo drug id@ntibidtids dinl fhofier 8ABESHENS Qhélﬁcidéﬂus solution
r|S|ng isotonic saline solution and water in a

compnsp%tapoaqq:ﬁt hgiig fppseriad o angthert embﬁ@men’q uthg ligaich s aqmg@@ls solution
comprls\fl‘{gt W 'a?&rnat?(p 'Il? 'aﬂgthéls 81‘;1188({11%16%? ﬁeﬁ? gt | Oslr)]vee marjoram, myrrh,

fat1 o respec '
vanilla, émhndhrmamﬁper,t dlevd badiofl ahg combinations thereof. In another embodiment, the
liquid further comprises a flavor material. In another embodiment, the aqueous solution comprises

any compound for homogeneity and creamy texture such as, for example, aromatic oils.

[0038]  In one embodiment, the compositions, methods, kits, drug delivery systems or the use

in the methods of this invention make use of a drug. In another embodiment, the drug is a

7
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an aqueous sol ution, conprising isotonic saline
solution and water in a 1:2 ratio respectively. In
wae@vioers7enbodi nent, the liquid is an agqueous BCI/UL20@i100922
powdeR TR ah&theH emBBYIRRLE B IIE; Lenpan ter,in a 1:3 -
_ratio respectively. | nfig%gltsisg%ﬁga ba?arre(ﬁpl?r ?rﬂléo‘f”ina’&ti’ fpe drug is an
antlbxpg:lz @ﬁ\.vdqu eblg@losf,l{tﬂr m;h@dxm?m,zmhe Idt$l!lg1g a SQhBﬂtmaﬁmf af tvF@drugs. In another
[ and water in.a 1.4 ratio respectively. In
embodit o#ltﬁetgg 8%&8?%%&“ phihcdlits and antibiptis: Ja susthsnembediment, the drug
is a cambipstic SRubSaRMtng aﬁ%&éﬁ?etié%d%&ﬁ;]%n and water in a 3:1
rati o respectively. In another enbodi nent, the liquid

039 anoaguasusal i Shep RS 5L, L 81T St oo s

_ sol ution and water in a
in the| Heibpds eftbisdinvention mide wserafiahizotwniselitisnl doRerisPkUtdt@Mhind isotomic

S g . 10,.0.9 %W V. sodj.um chl ori de agqueous sol uti on.
Salme[sg%ggﬁmlanl'gﬁ%{oh%‘?\/g%fr‘?ﬁ%@*f#%nt, the liquid is an aqueous
[OO4OEO| tion cg rising a second drug. In another
_ bt e PO R R LRt raRaskions mehpes, ditscef thininyautidremake use of a

drug delipadisyeeah, i AIMERHS i .ses an .. ..
¢ anest heti c fﬁ%?)g}c?gl o ntlgt%gwgﬂghgﬁﬁ%“ﬁ%aﬁ? OMPGRLIan, compyising a first

unit of asliud sapdercgsonsloinintdfendrogmpd iasitiegatiachedrte Mtseordivnit: Wherein the first
i S, sweet marjoram '

. . : ' t ;aromatic .0l A
unit 1s§7§§1¥1ﬁr?erd\}§sﬁq0&3 ’rsreec{(])ag gjir)fggzgmlpﬁﬂﬁ}g B@rf’oll(b\mg &©ptid or any

coabi nalldvonke 1i31deRf mit WidNehGho i - .
liquid furt her,hconpr}ij,lé.e.g i Z%Fq%?grsgg(ﬁd nguzﬂﬁgrtehxérpmparmg a
enbodi PRAEmacqUigalequwosition edmpiising e sojtivs s agnyte of the drug;
cogpoufg., .1y .and creapy texture such as,
for ex%%gfhegﬁ%ﬁgf%gh%%f fmp ?%é%@?qg%éh% i ment ,
the coainoisistdr onsicallyahd phlamakditival mdsHRhi very systens
or the use in the nethods of this invention nmake use

[0041]of 1a ad6ther erhBodrnedthaép @TRQLHIRAL ' er,
| n_anot her enbodi rrer]tp,i @t he drug c}%stls?ﬁ%r?g@a({ngh%ﬁﬁpwor 0 step (). In

anothey, grbndimenty dlog rfbatt | kg detwgen sthanpapbiabomotind  feWdéhinistation of

N e

10042) ¢ 8 46 OB R dPosio BB rRoto st malge et phths drug delivery
et s S s v
the llq‘&}B 1@ Rassyate the seqead wpitmad minfwitthths diugy dmthm@herrakodlisat the pressure
s applfRd pRMARAGHS AR e iliq RPRRE o 2k SXGpSL d and e o the drug, In

anothef @QU@]imeent, oinefiesrinaiiisemusheis HOHAASE td ANy HEE! i
kits, ,of. this invention rrakggjuse of a drug del FCE)ZL??O"WSS tnto the

Secondwgtagﬂf“?(‘i‘r“ﬂ’t%ﬁaw adni ni stration of a pharmaceuti cal

0043 coggositi on, conprising a first unit of a liquid , and

[0043] 5~ Lk esembpstimengs the segog ung prosqaiedzgd dy dinndec haed/eying tivepharmaceutical
compoSEAND uUR ke Loathe fir ni.t. i s posjtioned

pof R R te OB B8 pohiab ARk E G ok cosa, for example
using aspatys: - a. allow the liquid to mix with the drug in the
second unit, thereby preparing a

[0044]  According to this aspect, and in some embodiments, the drug delivery system, wherein

the composition is administered manually, is- made from silicon, polyesther, aluminum or

polyethylene.

[0045] In one embodiment, the compositions, methods, kits, of this invention make use of a

drug delivery system formulated to be safe for ingestion, for topical administration of a

8



10

20

30

phar maceuti cal conposition conprising a solution or a
paste of the drug; b. convey the pharnmaceuti cal
W@ oivposists on t hrough the tube; and c. adm ni st BPCT/IL2006/000922

ot harmpGeut i ition. [0041] In .
B8 Btk GOTRET AL 0B o
wherein tznfirshenitie posifiuried inside saidapcdod)unit) Borapsifethe following steps:

enbodi nent,. the short timng between the preparation )
and?t I‘?gE’ thenH&uf {9 gix d’f’t}bﬁﬁr Béﬂtth%éﬁc%’én%’sith‘?f@bv preparing a
al | ow pr.eRaAatiEAR i Y by b Oy o

[ OO42]I£HI n one lerr‘o?)I:iJI)i ?r%%%ﬂ &tﬁﬂ%@gg}%ﬁ%g@?%noﬁrsg%%?%%@ , (ﬂug’

kit speded topieallyfsaidphagmeceutiedlicompysisyst ens. | n

anot her enbodi ment, pressure is applied on the first

[0046] _uniIn an@hprdmqugnéﬂt,pmﬂpxa) isegtbinmatl idd endré thah @né Bolaf®r to step (b). In
thel T t.he second unit and m X qu%h the drug. | n _another
anothet, fhedimierit e SPetb g betvgpn| the dpisparelinn 1waddthe pdministration of
harmakhifd SdipdsitH! jof ' m X
P th t hdgﬁ%drsgfgag aflols Brftffion gﬂ%%%%“ﬁdgﬁ?ga%?ﬂee biostl, ™ -
IS t the liguid t.0 pas .
0047, 1S TRRRSE L g o S e a
deliverp mestambutialiteving thehiguiemdnict drog to infk Bqbeesed cayithadspically spread
4 conveyi ng tﬂ@ rphar %gl cal, conposition through the
e CONRRTRIOBONAYRHER Shd aRRTAT SRbedmentnemey dvtthe dgalelivery system
betweeAUCO TR mELinEHATR Sedd$ BPadHRP @fngb@imeﬂxp Qﬁ]ité %ned%:%ggqh@ 8rug delivery

to this aspect, and I n sone enbodi nents,
system dpgtege Hytog@nmndxmm ingeshi. lmeamptsi embodiivent, one may chew the drug

. Wl d [y, .i f il ,
detiverf ST BHERES ) PRSI0 Y it s sy FRRLO Pl 1 n one
the co [ net hods, kits, of this :

[0048] ie m %il?%ﬁ%ﬂ%lwnb dhe 2 ‘Zvlaffe. %}% sySEmis Wdﬁfg{@ i digestible material such

as, for &QPI Aty 9 <Of ]g§1;a£ %hé@i'hg gﬂgle&t%n %omfbﬂ{ati%ﬂ gljhe%adf, for treating ulcers

. adm ni stration of apharnmaceuti cal “conpositli
in the Bokr ¢ayiitig Agcdrilingttouthist aspéctaand _'qui;cﬂne ambbodins@eoniet U 6f the drug

detiver sy Gl g R ud I Rl e BRERs S0 10 i
with thabhuwaidgprbddidti Be ueePbite M th ndolleh GFMY. InbreRERAFRIN, the digestible

.unit, thereby pr@e&)arl,ng a pharmaceutical conposition
materiak g}gﬁrheépg@teg, B6ltef ploriedied. shqsaxting tofthistaepat.uapd ib some embodiments,

the dru Jtopi.gal s&ji.gd, Pharmaceutical composition,
re dra QRARGY [ORLAE ok el EOALIRGR il TR pr B tronybutyrae,
optlonaﬂ%to withr hombgﬁlﬁmneIIiKElmorpaﬁi@roiI%%rShﬁﬁ c(olimbindtiﬁn amefcber In another
.enbodi nent,, . the short, timng between the preparation
embodighgh {hfeliGtitimihe Spig dediversrsy e max Buttier e mpriprodaior nterial.
al low preparation of a fresh and reactive conposition.
[0049] | oory pmpadigsat ofcin eawissaeddme, delivery dysign deddpisted/in Figure 1. The first

i 0-SYEHE00 858 251 AR BIPRS00 L LR e e
units artche g tbnneatitg ¥1-60)dtheoltise ainti ths RegRsting wall. Thus, providing enough
toughness for stability of the wall but also enough weakness so it can be pressed by hand. This
system is sealed by a cover made of LDPE (Low Density Polyethylene). Pressing the first unit
(inside bubble)- one may smash a weak barrier which allows the liquid to burst out from the first
unit . into the second unit (1-20). The second unit has the entire shape of the package. The liquid
mixes with the powder by 3-4 manual pressing. At the end of the second unit there's a small funnel
(1-40). Through that funnel the pharmaceutical composition is topically administered. The funnel is

closed by a removable cup (1-30), wherein, the cup is removed, and "glued" to the outer wall, not

9
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the conposition on the ulcer site. In another
enbodi nent, one nmay chew the drug delivery system
whewnoens73l to 5 tinmes and further eject it | NnPENOL20&1000922

t.he dru del i
nterter g AT B, PRRbSCRle APkl v Bt 195 s oo, 3
mL of IR0 iad@dilt to tiBrsim@it, GAEW Hetifeed aboutded pver pbw?&héﬁis%ﬁﬂed to the second
between 1 minute to 2 mnutes and then eject or ingest

unit. ¢ [0048] In one enbodi nent, the drug delivery system
is made froma digestible naterial such as, for
[0050] eXtaisyso &e andqstdyd that, o tengpeiment cihm\iibn@ heggin, 6or example, with respect

to the, @gg??lg se% ) ol%,ra‘ie r&lgg{d’ d{'l%r %rtuggt%:té%lfa% 3?118 F%p?%lgcréféeto rraggfjtagpect of this
inventicyb@eludRigt Snethdie, USH, Aud RR1idENIsE@dnh VO ¥ompB4iahh and represent

ri ses chew ng the dr ug del ivery system and
embomﬁﬁﬁ%\ﬂ“ﬂ@"ﬁ he liquid to mix with the drug and spread on
the ulcer site in the nmouth cavity. In one enbodi nent,
[0051] t him dmegé@bomnﬁxﬁh@pompomlsbmath@bskéﬁ drwrg | debigleryr systems of this

mventloéJ L gIE us egrrltleln Agl %Pﬁ I& P}g]bthtbsdgl 3 §u(}ﬁﬁcggpxaxp{1ﬁng the steps of

mouth ek -foR@Sed By tdpiclly glumlmstaamdﬁ,of@ﬁé phPmBestion Yo ipBEiab€, wherein the
opti onal I% Wi th honogeni zer |jke aromatic oil or any

drag is BFAbR I EERe HEBHADRY Aq40us RLHER VEHBUPHE galinet i@eanmhqurrabodnnent
AphthoJf:{‘StEHngtlﬁg g\‘fr'fén\f M@if?%‘é g{ .%LS&QC?J %I%P%l%sﬁt?s ,achemo-mduced ,

oral uloersvoﬁ |(hmleﬁ1cﬂem Platek) wer ynysysmbnmn@n depdoft &d ahsthéd gub@liment, the
Theflrst uni t of the Liquid is a_ bow
Aphthog%%ra@aﬁ mﬁﬁ% agor Aphyhag op Hemeforndeqioah

t wo unlts and a ring connectin 1-60) the base
[0052] an’éll P CRBPRIFSTS, B RRIPOSItiTNss meﬁh@% t@agdreaai@gﬁery systems of this

mventlc%,n\géfg hRERE iuf 8s RER lll%)lbéryofoé%lﬁ@ﬁbv@h&atﬁﬁt l?ﬂall e%'a g ing from Oral

akness so Tt ¢an
Mucositie aidadecbtyy dlemmﬂmrap}mfeachﬁthbﬁﬁﬁ c(ohrmvsﬂagmlsa $typs of mouth rinse followed

hyl ene ressing the first unit (inside
by topm&ﬁb Bﬁf@}'ﬁ 21;95 SSPHRESAISEUIh OB RPSHAN ereérhtf@ qragds fupeifate, and

r tfr
the hqugdeg’ééalg atginileciiié(s%?uéf%gﬂl. If ﬁg%g@ grﬁfgb%ﬁetny Nink O%erl\gﬁco%?ig is induced by

chemotlstiame oOF thdiothakager Mdecdd gy dpmpamg wiht hbodye foowdbene-marrow
¢ 1 }\%3 4 manual pressing. At the end of the second unit
ransplafiplion. o 5 srrall funnel (1-40). Through that funnel the

[0053] Tﬁg‘r&%‘?}%g eletl, ﬁggrbtg(l)sgt?@{gﬁgipgl Lﬁb cg'gén ggl %rgrs?/gtems of this
1nventldﬁhﬁ5 R &Fu] fﬂ“fre%h@ing Shé RERYERe AN ul&lr %?Q}thtkﬁ)uts hs?orﬂéfftﬁ in a subject

, hotinterferrng to admnistering t
compnsmganhﬁawesmf epiilying mpmsmgl iwid mnrthg elcei fgloed thy tbplcaibeadmlmstratmn

ui added the,f
sid poSgRACRUITR b opmin igo pvoesehy s, 1Bl e St Ty saveons
solutionsecond unit. [0050] It is to be understood that, any
enbodi nent descri bed herein, for exanple, with respect

[0054] t Ot HiR erhbédinettNitle c&R dénh{ethdd% akid, drgé lﬂ%%ivetﬁ’g ;jsgfstems of this

sucralfate wll be applicable to any aspec
inventionrare medfalnip treatihg o n@em@ﬁ Qradl 4 icHentRlanudrStgmelidtis mer subject comprising

the stepf’s%(zé eml)%ng glsnlgt hL%H %wr TReF Sfeﬁcgweedn%y toplcgliiy administration said
pharmaceutical composition, wherein the drug is sucralfate, and the liquid is an aqueous solution

with isotonic saline.

[0055] In one embodiment, the compositions, methods, kits, drug delivery systems of this

invention are useful in stopping the development of an ulcer of Aphthous Stomatitis in a subject
10
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[0051] In one enbodi nent, the conpositions, nethods,
kits, drug delivery systens of this invention are
wais@ok787h treating an ul cer of Apht hous StonaPCT/AIR006/000922

compﬁsf%ags #%nggé: tslgw)g %S Jlrnlg‘}{ i %mﬁf% &g&fl%eg?@io%ehgb@st%picaﬂy administration
said phRRRdcRBEARL CheBbsitaRARIdih ARe dAtelsebidedIfAf, BhHGhé Siquid is an aqueous
. sucralfate, and the liquid is an aqueous solution wth :
solution} wigh isafosicsgliiene. | n anot her enbodi nent, Apht hous
Stomatitis is Recurrent Aphthous Stomatitis (R A S),
[0056] or ImDoa¢ embodisient ©f  the heventiomdthe et “rphthous Storsatifs” refers in one

embo B} ok S0P AR i R AR HPBES i b Mgon Aphions
Stomatifil MOIA HPint heer BRbImERNo R uAEN SIS NPEER RALIAR, in another
[ 0052] I n one enbodi nent, the conpositions, nethods,

embodipepisto Najny Arhithersr YicgsssMi).odepeiling onvbe ticanengy eor severity of the
ebul: i ' I ht h Stopgatitis in .
outreskEShilichfind AL A0 8 5k AR DU P s s
trauma.dheme tibodipeny the @h FApBthamy StogaiHE BfRgtd Oeal MeqsitRf induced by
Flmut h rinse {ﬂcr)l | oned by taqpically admnistration of
chemothgfap, gt msRlelor icanter PaWHGS it j2Bpiheiwiapedimeph@ral Mygposiis induced by
adioth&HEY #hf &lagypiah oYtk icSn P B QR O it
ot 457 f ot Houd (U L OURRNS SRLRAER: R bcosc
inducedclheprepdrergapatményt forBomt MemrapylranspiantisioadBMT)pr epar i ng
t he body for bone-marrow transplantation. [0053] In
[0057] onk endbanbodinént, theengodgiosiyt dyslss, kel hadifethots faké tistdof a rinsing
., delivery syst eH‘B of this inventiqgn are useful in_ o
fluid prigy g RTAECHIe e R aGeEICab ComROYTiee n gRoiighembediment, the rinsing
fluid cot@ARIAbmEtd O; neasi LS i i
" cappl yi ng alr :bnlgS [ ﬁgmfh] 8%51 %Ept{i%:ﬁ%%cg?ﬁ{%%?m% gi/e pharmaceutical
compositopi eralt] thuapiwivitisg a atitarhesigefidvaomileulcec & another embodiment the

rinsing ﬁ%g:ﬁ?%hérlgsggﬂf ghﬁ%@diaggragtgcg%} In?lbt%ge%]r ﬁl‘;ll qu%tg}e?’é e?nrl])(cj)ditn?e%t the rinsing

fluid coBiFRREN G¥fftke whttorGA ARARE IS im IR WARH Svithkh lefherid bHY

delivery systens of this invention are useful in

[0058] T " BALANBmBOiHLRE rthé’Eo%@éiti(In{.sC lﬁ%‘c‘?ﬁs?ﬁt@ &he r@iiiv&jg.sssjs{éms of this
_ a subject conprising the steps of applying~a rinsing .
inventiddl wialke owset b anl apreodsobolotied ahy dfopiocaifatey In another embodiment, the

adm ni.strati sai d, phar maceuti cal canpositjon, . :
concentFBh g S THAis o b dep ARTERT S AR REDYYqly el yatgh and isotonic
saline I8l HRRH S $:0t811 i80MmtiW ThRAnbhe! QRbdRimakt] 1R codlBBRalon! IF 1R Kicralfate may
enbodi nent, the conpositions, nethods, kits, drug

be in agungey of y>-4§ i difsabonit £+ sili miatentandnisetoricusbifailin ilpl ratio. In another

; ' . 0 t_of, an ul cer of, Apht ho . )
embodi AR (e tROTYE PR~ R i Pl St RSB in 15 . et
and isompfel yHling i@ ariangd 09 1f1 w d:10atibhE Bhaksr éabddavwed BY concentration of

opically adm nistration said pharmaceuti cal

Sucralfa%dﬁ@béq injtBhrangpet &ilA o Recrafatryin 55 sile Pater andisognig sekee in 1:1to 2:1
e e BRSO DELAGOP O I AR 553 {5 o 12 &
sucralfateAphi2omé. Stemahd tikgonic rsefirer & 1 11t@AE ratio. In another embodiment, the
concentration of sucralfate may be in the range of 2-2.5 gr sucralfate in 1 mL water and isotonic
saline in 1:1 to 2:1 ratio. In another embodiment, the concentration of sucralfate may be in the range
of 2.5-3 gr sucralfate in 1-2 mL water and isotonic saline in a 1:1 to 2:1 ratio. In another
embodiment the concentration of sucralfate may be in the range of 3-4 gr sucralfate in 1-3 mL water

and isotonic saline in a 1:1 to 1:8 ratio. In another embodiment the concentration of sucralfate may

be in the range of 4-5 gr sucralfate in 1 mL water and isotonic saline in 1:1 to 2:1 ratio. In another
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enbodi mnent to Recurrent Aphthous Stomatitis (RAS), in
anot her enbodi nent to Maj or Apht hous Stomatitis (MAS),
WO poodfooisier enbodi ment to Recurrent Apht hous WCHIR006/000922

. and, jn.an he_ nbodi nent to Maj,0 ht hqus
ermbodiehe 2 B e R e P PO A GBUr 7 oL water and
isotonicofalibérEh D UG € BKsnotHRR einb6ilitht ﬁle\éﬂh@ﬁﬁé‘tmneo%&alfﬁe is 2 gr in a range

areas t hat rub against the teeth and any spot subj ecfg‘r

of betwegn tabguind2 Mk @ﬁ@r eﬁﬁéolé@tﬁ@ﬁtsalmmnt-e} attoaplht anstfer” embodiment the
[ [ ,ndyc b
conon RISkt B 2Ll b AMEERL ol LSS U s sine
1:2 rati@rrhnﬂlolﬂ’lfmterr@odﬂnew mquewsi sotliieg ds Ehout HinDlifR6EP Yalfnelsolution and
exanpl e for_head or neck cancer. |n another
about Zgﬁbggu“f?éqﬁt Incgngiher/grApefimiest i thel GemRosiorp fisthar porprises an acceptable
camerér{dﬁii“e Pl tfor Bone Marrow Transpl ant at! on (BMI).
n one enbodi ment, the drug dellvery systens
k| ' rjor
[0059] dfr{]rc'%r}egétmé@rolqﬁﬁé}i ’he 'ﬂﬁ}%ﬁ‘[rlr%% ogfdeg i (5°$ﬁd-po(%nQOSHmn f$ toplcal tfeatment of
ulcers czanp}hthouqeﬁﬂonﬂnm ltbmpmhﬂg rsuarslfam@ iif lati djue@ Rt Qlwiton or paste or cream,
omatic QO.ls ivjv&éch di sinfect the ulcer before
Wherelﬂawﬁm?m?@ﬂ%@ Bhifier e lfeieda i aamsstl 1ol Bhin abowtdrml water and
isotonicRa ¥ idiaNg1 RuBSkdsSI t} ﬂ?ﬁ%‘ré%d?ﬁé‘sﬁlgtaglﬁﬁg’ugtg‘édu' cer. In

anot her enbodi nen rinsing conprises of a
[0060] }’\ﬁfé{s{moﬁ%g ﬁgr{bgpm%g tl?é enﬁI %B&Ete efer@ toan%te\r}ﬁﬁcee npﬁ)e%veen b 0001-5%
from tham@&hﬁtd mrrhb&ilmaﬂtge\m&mmbﬂmt Hname ehf&@ﬁir@erml the te[rﬁlo‘faﬁbut” refers to
I’fl enbodi the rrp sitions, nmet hods kits,
2 deVlaaFw tW@%‘r)} 3135/1 drpn d 1gatph yBIYEH P ERES 9§ entibesh In one
embodiRRHE StetRlUbhRn 2R &f a ﬁé’\‘r‘léﬁéef(ﬁ{ toI F508HY tn?'?r{e indicated number or
enbodi ment, the ‘concentration of he sucralfate may be
range Ofmlrabq‘range of 1 --10gr in about 2-5 niL water and
isotonic saline in a range of 1:1 to 1:8 ratio. In
[0061] arotiher bentddstoedtthattthe ccmpoaﬁbmﬁbf this @fvehlién and any embodiments

. sucralfate may be in a range of '/.-10 gr. in about 2-5
describey] hggsirWilh despegh tonihe compaigions ‘11111 bp capplicabls, (o ey Hspect of this

1nvent1cﬁ1nJﬁQﬂidﬁ?g"1tneﬁ16§s &RE Hﬁwe }%Srteﬁy%{dglj %%tsﬁlt %ﬁ%o@ﬁ dén?s thereof.

he range of 1-5 gr cral ate In wat er
9 t (o}
[0062] I f]fci}t %g% " n!gd dgﬂ S‘m' ?h ttﬁ %}:lgl%t(gfatjd P%nm%?njnsoacr Sl fg?sée ”§7erem the

concenttation roftthe snasifee af tike ]]i@mg ris suGuel el doints 4 -fastsl{AfaLkiey. In another
and jsotonigc saline in|;:lto 2:1 ratio. In another
embodip 4 FREROSIPAS 1ehdB Apethen rbogimenidhe perapesitipayis peolitipn, wherein
romogsie: SARABLC ek 12 M ACHEBLIR) By bl Mo inlbosion i .
texture gfreigseti.ment , the concentration of sucralfate may be in
t he range of 2-2.5 gr sucralfate in 1 nL water and
[0063] | dotonaiembsdiniene tienmdthddd, &it®: drug delivery bystanahd eom osmons are used
nbodi nent, the congent ration of sucralfate my

for treatfi0s rRIRYIBE ap vices ofyp subjeqial groghar gmbodimgnt he Ermesbject” refers
to amarhﬁﬁl ARhrfan SRR gblﬂlcﬁer}oxja#& 2:1 ratio. In another

mbodi ment t he concentration of sucralfate may be in

[0064] t h& Jn@rég%ogifme%t, %hjg 'in\%Hﬁcgrﬁfnfo@fd%s hrllneh‘no% ({F‘pr%Elﬁng the recurrence of an

ulcer of Aphthous Stomatitis in a subject, comprising the step of topically administering to the
ulcers of Aphthous Stomatitis of the subject a pharmaceutical composition, wherein the composition

is in a form of a paste, cream, gel, ointment or lotion.
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and isotonic saline in a 1:1 to 1:8 ratio, hi another
enbodi nent the concentration of sucralfate nay be in
wo b@7/08m3ge of 4-5 gr sucralfate in 1nlh wat er apdI/IL2006/000922

i's j g | ; sl ratio. In . . .
100651, ar REk EmBah R hEmkirbat Rt APk Ut witpusthisdnyegtion make use
of a cogupositiony wieenge thef cohgiowien isdb aubrnd oPa Fhsta)ateah, @81d ointment or lotion. In

thel S t oni ¢ S%| ine in.l:lratio. In another enbodiment the
another pbadiipFagy the fompositipn conPLises aramaticil. i n a range of

bet ween about 1-2 nlL water and isotonic saline in 2:1
[0066] - adp gnothey epbaditaentciip genmasistoil is & veshMarjoraat,iMprrbf Vanilla, Lavender,

: i [ : e of fwe about..1-2 ..
sainef 06 6345 U RO o 3 MBS R QU composio

may fugtiiochmprnixe, a tifvp @oSeey Mapirath] 9@rdpSoPBSth, 4 didp of vanilla, a drop of
onl% sal i ne, sol yti on and about_ 2nlL of water. In

I SO . L
lavendec{n%%irﬁglg BIRSGiA AR Of YlAve-RudiRs g8y eemhintigns egreonpr i ses

an acceptabl e carrier and/or excipient. [0059] In one
[0067] o nisksgpiding to thisiaspechnaadin snmeeobodients, thepiatiadds, kits and drug delivery

tem GRARASE ' nt of ul.cers of
s AR 0 QB A0 o b T EHLh ol MGk s, capste, i,
cream, gejul suspmss:m!, gumpcandy, qigaictt @ loGde &ﬂhr_mﬁ@reﬁibadinlf@n, the pharmaceutical
ion of the sucralfate is in a ran%e of Va-10

concent r i
compogiior ﬁ%ﬁﬁ rPrepased. apihergrabqdypens the Pasmperatics] eempogition does not
includel Bebe@vatfve S iR L[ i i
ot B 5 0y BSR4 EPALL5 y ps ms
active mgredicgitsvilarrpethef enbbdiment QaDB0 Hladwst mam tehadded dioe @k&dple banana,

whumber .ar range of nunhers. |In ope.enbodi nent, the
strawbeiy B Vhnla o2 g aperper PRt Padeic peagia TBbRE adebd006
[0068 fromthe i@di.cat eg?inunber, or range of nunbers. In one

] enfib fPfresirbodiment; dhis, mygstion “proyidese pskif dor tigatinga msersopf Aphthous

Stomati chiBpEn IcMatd1owdafll cat ed number or range of
nunbers. T0061] I't I's to be understood that the
00691 CONPOSd th®B&ineh thl SedMMEP | nd any, enbodinent s. .
[ .] desc??iggﬁ)’ﬁgr el Rtﬁ%ﬁﬂﬂlr@g pltaeg}s ? % }%agx%gg gfl‘?%iowﬁ.wh comprises a
containgwi df ribg&ingpplutionabierdfateamd BgEeckorl inhingividieERbABRers, or a single
. i ncluding nmethods, kits, drug delivery sysytem and
containgre i pre dR PG Ao A1 CPIREREHION. [0 0eATAl eemgrpsiration, for which the use
of the kR BROBEARBtimiZel CasGRIME ShhrtQte@ by biK SkilldViGMd 9P 1S a
past e,e%eurnéi n the[rgjoz1 %rﬁggtg?%%hﬁ%gﬂtl%eﬁ%écaﬁgl fate in
00701 t N&cddr@ibiotol s C : e (Aftakit). I.n :
10070] an.of égfﬁggggotg'}san%ﬁg &t %&3& Qgh%%gﬁg?%‘ﬁlﬁggﬁée j‘é r‘_iltfa??] PO‘; der is kept in a
sealed stamidst dreataigerbincingthet embdimeaMROSIritdifdt ié Spadué Bhd/idalRi against sun light.
In wher ei n. honogeni zer, opt i on@eldd y may be ‘added )
anothes FRACimsIt, Ty coniings s dividest e portoes vdiepus icastopottion contains a
redetedniingd AR bEsad pSH &R AhAREmibda; | ¢
P met hods, Ki t%,. %( ug del ilvery %y@?@%,&ﬁ%@@%ﬂpﬁ%@%@%@ﬁgﬁ be exposed
to sun hight, tesprevemractivesom anyl decoprpesition iof ghadrug. deranofheBembodiment, the

ubject. I n another .enhodi pent, e term "subject” )
predeterflipidamqugt ‘?faﬁ»ni;ﬁf 3rﬁ5rrtn%%‘rii e gOchf B & e cay (eeatment, until
healing, [K1964Diel BIDNSr @ERSCGHMHERIQIIHNI s i nvention provides a

nmet hod of preventing the recurrence of an

[0071]  In one embodiment, the kit further comprises an aqueous solution wherein said aqueous
solution is separated from said powder. In another embodiment, the aqueous solution is divided into

portions wherein each portion contains a predetermined amount of said aqueous solution.
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ul cer of Aphthous Stomatitis in a subject, conprising
the step of topically adm nistering to the ulcers of
w@\pdwioisss Stomatitis of the subject a phar macep€T/tz006/000922

c 0Siti,0 ein the conposition,is in a faermao
(0072} PG o B0 Biehi B R e P st et e bodtment, e
aqueousSsHNRdh TE Blp Whrer. MEhiAkls ckibo8imeb eheCHouBouBSoluiBh ¥s B S8R and saline
. of this invention make use of a conposition, wherein
solutiont he conposition is in a formof a paste, cream gel,
ointnent or lotion. In another enbodi nent, the
[0073] compmei anitwdimeentpthe ki of dhie mvehtdorofurther] GOgs]ses an apichter. In another

erboc GERY fe R oumrie g e 1 e Bite B E R g romati

oil. conbi nations thereof. In another enbodi nent the
conposition may further conprise a drop of Sweet
[0074] Vet dHe@Mbolintdn®Rh&kit WM thntaitt iSRRG 18R kg8 of Bsedo@Rhe individual
of lavender, a drop of juniper, a drop of clove-bud or
compongriy, Wwlaial imagitbe presenthin thedfit at[Ve0ew concandratipmscpndfor ratios, in individually
aspect, and in.so enbodi nent.s, .t he nethods its and_ ..
marked G505 R (5 PR o @ QR0 i G recats xS 8 paricular
applicatf@nposition in a formof a powder, paste, capsule,
tablet, cream gel, suspension, gum candy, ointnent
[0075] OfInl Bhé Ambolin@ROtHREkitE RO FoBRted b CaglhRr WRERUESRAdsition and/or
conposition is freshly prepared. |n another enbodi nent
concentrafjen p]hpamﬁan@dtfmc‘rab type tars 6 vdodstha gits vl baipl to use, for example,
- preservatives. ;1 n_anat her enbodi .. the .
for eI Bl Ear TR OmBRE! e T RAPUMES it gompiteg ot asents whose
compositiofl RedbeEdnSenttaiod BRlIPEmiRATOisERNEach abattiahlaf e Shel@dkr.
be added for exanple banana, strawberry or vanilla
[0076] t 3Rt 6% emBodRRh &lis %Wéﬁﬂbrﬂ%%vid%@%%shﬁﬁ!t&aﬁﬂ%%p%ﬂm $i6matitis in
added. [ 0068] 1n one embodinment, this invention
humansgAdiakide9, m Réts (Abapet roatn mghurhans rshesf Aplghousobteomatitis is induced by
Sto Ltis . rising sucralfate powder. [0069] In one
chemotg AP He

term"kit" refers to a packaged

product , jch c rises a container of rinsin .
[0077) SR GHPOSTRT ST A B RIS 8 G Of (R A g wsed for
treating QY AIFNEPHEhouRT SBmAaIHII Iperi SRR Ja8Kets, Hbstb R dgtebibiBtions or any
_~ratios and concentration, for ‘topical: adm nestration, .
combingtion themeathn & bebjest.econfprising thei stepha€ been optimi zed, as
Wi || 1b% plﬁ)r%ci ated by one skilled in the art. [0070]
Aclor 't H@l this aspect, and in one enbodinent, the
SUG ahixahe a powder cdrﬁpﬂ'ﬁﬁfﬁ)sdcﬂal@t& @atheshtét &1dl is®onic saline to obtain a
container. In another enbodi nent the container is
opaqu’_é““’éh‘&; auh| ed agai nst sun light. In another
emho : . : : .
ey oy AR Rtk BuliiH AR B e REG iR ing mucoss;
thereby akatigy ah ylosmddrAphttioua Sadh®itisenbaidisoigaét, t he sucral fate
shoul d not be exposed to sun |ight, to prevent
[0078] achhi gf@tentbddRihts] BEORRO Sbrhpiticak, drdemethods of thisaRMdieh are used for
. enbodi nent, the predetermned amount is 1A, 1, 2, or 3
treating glulepblof Dridws Pemagtitisgin @,sul@jpctgst@?enpg,rfr%lp]éjrglawucosms, induced by

chemotlfe?}a%%tog?z{aﬁﬂﬂb%fﬁg}j, bolfiind'@e spSot. N Die (BID) or Quater

a. mouth rinse

b. mixing a powder comprising sucralfate with water and isotonic saline to obtain a
mixture; and
c. topically to administer the fresh mixture to the ulcer site and surrounding mucosa;

thereby treating an ulcer of Oral Mucositis, induced by chemotherapy or radiotherapy.
14
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[0071] In one enbodinent, the kit further conprises an
aqueous sol ution wherein said aqueous solution is
waepanasesl from said powder. I n anot her enbodi PENL20061®0922

aqueo uf. | IS ,6i.vi ded .i.nto rti.ons erei n_each
100791 3P SimAR. bR P oB AR <BF Birkas pP U e sed fo
preventBGURe vusohdétdf @R -l &0 62 A phtho@NStofIARES N Blbjddh Suffin@ Ftim Aphthous
solution is mneral water. In another enbodi nent, the
Stomatifis, raBpEsiag thatstens ofis tap water. In anot her enbodi nent
the, agheaus solution is tap water and saline solution.
[0073] I'n one enbodinent, the kit of tliis invention
f urb. herixingnp powds cmpapplg statatfhie Wwith eard Bed isotonic saline to obtain a
embodi nent, the kit conprises a rinsing fluid. In
anoth@P*%ﬁ%@ﬂ@nent,_the kit conprises aromatic oil
[ 0QY 4lopi a1 NRInAARRHL IR freﬁglhﬁixkcﬁtre t?ﬁ\"tlll&lhul%&n%@ i the Prodrome and to
instructions for a range of uses of the iIndividua
conpottersugrounding mueasa sbe present in the kit at various
concentrations and/er ratigs .in pndividually marked
thereby SRR e i Soifesch 9 vl of dPaLioPs POMAIES ded opt i m zed
instructions for use . .in a particular application. .
[0080] [ ofvee SroRsRmCR e Kt fompbHEons fad et AR Bension are used for
treating@3 @Mtep oORS BiHBAPRRLS I BRE( 06 AL Lgp are
gopti m zed fo}.the types Sofﬂaul’cerpg 0 V\ﬁ?%&?he kits
wi 14, beplping atrinsingef]uid on seidalgsk,e, for treating oral
mugosa.. .| n anot her enbodi nent..the kits are.c rised .
of BagBiER hBSRE SABETe SHOR Itk SPUE BARE AR iSOIO3tF sage to obtain a
opt i migdrd @andse in each particul ar stage of the
ul cer. [0076] In one enbodinment this invention '
pr Svi Hpically ragmpigistering she fieghApivture e tet Weert 5its and te the surrounding
humang, (Aftakit(tm), in pets (Aftapet(tm), or in
humans en Aphthous Stomatitis is induced by
thereby ¢eeating heukpyof{Giae Mikich Plau in b 66§dt. | n one
enbodi ments, the kits, conpositions, and methods of
[0081] t hi B bty ebbdhedt, 8hd HiRehIdRfof BeANApHIeaE SRImARRL DRM SMucosits,
, Stomatitis, periodontal pockets, abscesses, site of N
inducedelyt chemotherapinor apdiotherany, naichem Planes, eosf pienentingubphibpys Stomatitis,
o) ISl oa, th-rinse.b... mxi a »
make uSORL LR O RARESaRd iR el B ediig el o B8 Rpoentraton of
the sucrabhterie it a radpeadfintzel Ongrxihbeut 245ehiCwatet @pd @sdkdnic saline in 1:1 ratio. In

: adm nistering the fresh mxture to the ul cer and
another embpdiicat. o FRICEERLIOR REPUG SuGHESR 18170 @I et Tapge of between about

1-2 mL AR BIRo h&%?ﬁ%éi&?tré{ge%%ilq 849 8- [0078] In one

enbodi nent s, ,_ conpositions, and nethods of
1 thig Lnv ' retreati ce f ht ho, p
0052 L L, S AT ESHAT RS, B PPt
inducedihydthemattayapy or raditherapy, Oral Lichen Planus, or preventing Aphthous Stomatitis
comprise of a mixing step and topically administering step. In another embodiment, the mixing

step is performed not more than one hour prior to the topically administration step.

[0083] This aspect of the invention will now be described in greater details by reference to the

following non-limiting Examples.
EXAMPLES
EXAMPLE 1

A kit for treatins Aphthous Stomatitis
15
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chenot herapy or radi ot herapy, conprising the steps of;
a. nouth rinse b. mxing a powder conprising
weoaralfat e with water and isotonic saline to PUI/HL2006000922
Thekitm xture; and c. topically to administer the fresh
m xture to the ulcer site and surroundi ng nucosa,

100841 KOs G B P S ma gl of OG0y opiatic TeRidls 20 bubble-
contain?ﬁ"‘éﬂ&I laARPhlicatdd® Bech Ton@BRP R3S bbANR: a0 S Qhicralfate and an

his invention are used for preventing the recurrence
inner cagtaiggy withcbml ofingphwateuwitbtapmeatictdikswast Magjobgnact
suffering from Aphthous Stomatitis, conprising the
Methodst eps of ; a. nmouth rinse b. m xing a powder conpri sing
sucralfate wwth water and isotonic saline to obtain a
[0085] m After goodan@uth-rifiepivithlthy watsy] thesihedri digitdile Waeplssurized and the
m xture to .thee%Lcer site in the prodrone and _ to

t he
water ins e ieR PRGN R tepopyier wTF HPed antl iornedrielrpbrasice hbe container
e : 041 e QO
was opgled YOS B R R SIRKIN or Y s hpRf og the ulcer. The
treatmentwas repeedett foantimee a dsye dorfagpertod edtfiva dapsn The petiernd filledhd diary, over
half Li ch anI anus in a subject, conprising the steps of;
ala year o 3p¥thg a rinsing fluid on said ulcer; b . nixing
a powder conprising sucralfate with water and i sotonic
Resultss ] i ne to obtain a mxture e; and c. topically
mnistering the fresh mxture to the ulcer site and

d
[0086] ? 03Q patiesisrtestadhie neshnassaafterteopd bial tingeatifiey | adminigemtion there was
. | i P LN i n,.on .
o e 0Bt R0 % A0y SHPARS!k ABE R 0o, e i

continuést. 6% of 1he ,pafierms rdfoeted irdlies and Bebdlededieating roftihe Py 20% reported
radi ot herapy, Lichen Planus, or_preventing Aphthous
long remyfsgippatier deatimere Oﬁg?eaﬁgwmﬁtrémlﬁ-argeaké WrdUatoepseshio prpearance of
diacent ™\ thde€ wele bbAG9 der embodi ment the concentration of
ajacenlt héﬁsfc‘r)vg{fate i&s in a range of V2-10 gr in about
2-5nL wat er andisotoniﬁxﬁlﬁ, jn 1.1 ratio. In
anot her enbodi nent, the conCentration of said
sucral fg i.S_about gr _i,n a rangg o;l bet ween, about
1-2 i St sypnee and g cup for reaneAphihpus Momaditis . )
Th . 1:8 ratio. [0082] In one enbodinent, the nethods for
ekit; | oqt | ng Aphthous Stomatitis, Oral Micositis

[0087] A kit for treating and preventing any kind of Aphthous Stomatitis includes 20 bottles of

rinsing mineral water, 20 syringes of mineral water , 20 cups of powder and a stick for mixing and

- administering. Each syringe contained water and isotonic saline 1:1, and each cup included 1 gr of

sucralfate .
Methods:

[0088] 0.5 mL of water-saline was injected to each cup, and the water and the powder of
sucralfate were mixed with a stick and administered on the Aphthous ulcers, after a mouth rinse.

The drug was administered upon appearance of an ulcer.
Results:

[0089] 20 patients used the “daily dosage in the cup”. The pain relief was after a day. The

healing of ulcer started immediately in 90%.
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i nduced by chenot herapy or raditherapy, Oal Lichen
Pl anus, or preventing Aphthous Stomatitis conprise of
w@200701718g5 st ep and topically adnministering stepCT/InR006/000922

anot her enbodi nent, thgﬁmﬁ ep is perforned not
nore than one hour pri opically
adm ni stration, step. [ 0083] I S ect. .of the
i nvention wil | 348610 J; St‘m details by
.reference to the followi ng non-limting Exanpl es.
The KitexaANVPLES EXAMPLE 1 A kit for treating Aphthous
StomatitisThe kit: [0084] A kit for treating and
[0090] pr AvishtiphiFeating aidnpregenting hartyokisd Sifofvplrtheuss Stometitis declglys 20 gr
' ont ai.per a ' L Or ) L REr
Sucrel it B0 BE R A b e T BB ST oS 1 ERFpANE 20 WRated cups
with 0.c@btraineel watek ind kpatilaer al water with aromatic oil
sweet Marjoram Methods: [0085] After good nouth-rinse
Methoddt t h tap water, the inner container was pressurized
and the water in the inner container and the powder
[0091] Wer & ¥ otemifaRdvdahoRArA LR RAshang IBnGAALAINED w@%up 0f 0.5

openhed and the paste was adm nistered ‘directly or
cc wategs ithegsuaral faget andaweter tweee uiixask by Zispatuleestdnasiministesed on the Aphthous

ulcer, ir%ﬁlgglgg?‘ %g%f grrlsrui%é ﬂ%:m(gutgia ip‘;%g@ gﬁ& rﬁ}ﬁ%?atlgf%jggvv%g gxﬁ%S adults and 5
childrentthge@rthis KReforhbF: a {E08Bley3ReRahittRicd thagt edaltdagy Wieg $h"prodromal
... paste" after good oral rinse. After 1 admipistration
tinglingt wéithe wWaer stecappears aad ifidlf a gfarpailie. pasgrite fvete. mstructed to administer the
. 1. 0] [.OR, e ulcer was not felt in the nouth,
medlcat@e@sﬁég‘f%Sﬁfé&g%rﬂalﬂ]hued. 96% of the patients reported
relief and accel erated healing of the ulcer. 20%
feported long rem ssion after treatnment of 2
adm nistrations, The kit was fun to yse. No appearance .
[0092] o Thegpatr &7ttt KahtHaRy, alhaptientiadier | ay- ﬁmﬁeﬁnze%oml Yy quickly,
after 1-BYdrhABEaANY, PhtiBerk BLalbd SR 1Y IARN REANSioRrOIMel Ubier than usually.
) The kit: [0087] A kit for treating and preventing any
95% refparted reliefAstsy opteansStWBhant iredte] inntbe yuek oo, thetuldeeslisoppeared before it
devel r%nsi ng mneral water, 20 syringes of mineral water |,
VEOPSH cups of powder and a stick for mixing and
adm ni stering. Each syringe contai ned water and
isotonic saline 1:1, angXeaadbrLgup i ncluded 1 gr of

Results

A method of treating Aphthous Stomatitis

The kit:

[0093] A kit for treating or preventing any kind of Aphthous Stomatitis includes a colourful

sealed container comprising sucralfate, and cotton sticks.

-Methods:

[0094]  The mouth was rinsed with tap water. The cotton stick was wetted with tap water and
applied into the sucralfate powder and administered on the Aphthous ulcer. The paste has no taste or
smell or feeling of stickiness. The excess is being dispersed in the mouth, forming a protective layer

on the mucosa, preventing the recurrence of Aphthous ulcer.

Results:
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sucralfate . Methods: [0088] 0.5 niL of water-saline
was i njected to each cup, and the water and the powder
wooosaersas f ate were mxed with a stick and adnPei/Hi2006$0922
00751 2 BB g BB R e v
not pleak&®89] 20 patients used the "daily dosage in the cup”
The pain relief was after a day. The healing of ul cer
started i Mmediately in 90% EXAMPLE 3 A kit for
treati ng Apht hous St omeEXAMPLE®he kit: [0090] A kit
for treatl ng and preventl ng any ki nd of Aphthous
St onAtmethed pfitrieating ity ognatitisdnduged yatheimpotherap
dar k/ col our ed bottles a measuring spoon for 1 gr
Compopitiser, 20 seal ed cups with 0.5 nL mineral water and a
spatul a. Methods: [0091] 1 gr of sucralfate was
[0096] neRls Wi ed Suctdifatdevapesised iwith $pebRvaadaadetbnicosdline i@uP1:1 ratio,
of 0.5 cc water, the sucralfate and water were m xed
fommgoayp%ﬁt%patul a and adninistered on the Apht hous ul cer,
i mredi atly after rinsing the nouth with water and
Methodst omatic oi| Lavender. 15 adults and 5 children used
this kit for half a year. They were instructed to use
[0097] i t5 d«tm@a@tlvmte nwith papufold ropatestorhatitigl indered dfy ¢Heenothecapry, were treated
Jhe pare

with Suc:ﬁ;fe tle%?tear geﬁedndf ét terdslt % QXMHI Ige ve%n[&)g rgg{t)cf?ttgg was used when

theulcetsheérealr@adf)@wbb@@sul ts: [0092] The pain relief was
felt by all patients after 1 day. The children

Resultsf €sponded very quickly, after 1-2 adm nistrations. The
ul cers heal ed after 2-3 days. Rerri ssi on reported
0098 'Oﬁlﬁﬁtr '
0091 | AR MUY oSS PSR R T\ gL s i,
Theyusbdaftcask)nlgtasdeadeﬂ.oped EXAMPLE 4 A met hod of treatl ng
Apht hous Stomatitis The kit: [0093] A kit for treating

or preventing any kind gf ous Stomatitis includes
a col ourful __ﬁgA%RPLEéJ

A method of treating Aphthous Stopmatitis in pets

Composition:
[0099] 4 gr of sucralfate dissolved in 4 cc of water.

Methods:

. [00100] The paste was administerd twice a day, by spatula to 2 dogs, in a veterinarian hospital.

Results:

[00101] One dog had a developed Aphthous ulcer, the other had big erosive ulcer in the
esophagus. The first showed ulcer minimizing in 2 days, the other didn't show rapid healing.

[00102] While certain features of the invention have been illustrated and described herein, many
modifications, substitutions, changes, and equivalents will now occur to those of ordinary skill in the
art, It is, therefore, to be understood that the appended claims are intended to cover all such

modifications and changes as fall within the true spirit of the invention.
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seal ed container conprising sucralfate, and cotton
sticks. Methods: [0094] The nouth was rinsed with tap
woi0e/0178The cotton stick was wetted with tap WeCEIL2006000922
Whatiaﬁgll i %q into the sucral fate powder and adm ni stered on
% %hf'hous ul cer. The paste has no taste or snell or
feeling of stickiness. The excess is being dispersed

int nout h, form ng a_protective |layer on the, )
L AR TRt Ripires A% grk ehe ot SAghHonY it ogs drus, whercn
safRefmd dost i PO9RIne8% hadiABcd-amBgi ate relief of pain.
The ul cer 'lasted 3 days in average. The texture was
not pleasant. EXAMPLE 5 A nethod of treating Aphthous
2. Tie guadebvey isyrike of clwm dh evheteire saig firContl god seemd yniGesmade from
. u I s mxed with 2 nl water and
sifecg, S ot B2e e DR B el 81 Enst, B i, candy or amy
coifHinids thr&¥97] 5 femal e patients with painfull oral
stomatitis induced by chenotherapy, were treated with
Sucral fate paste,. admnistered 4-6 times a day till
3. Th é?lweo*rﬁgfé’fe%tﬂc oM hiEt SaRABPOAG 1 ARB PTer o
al ready devel oped. Results: [0098] Al 5 reported

4, TR déIRlehdyskhNRANN, dRteM SLOMRI & wiid, shorteni ng
of&?%e ulef:}g{ysduratci on. The)? usedﬁfut 1as  ong as needed.

EXAMPLE 6 A nethod of treating Aphthous Stopmatitis in
5. Theedrag ddivgosiysteomnt clabmdg yhareirsaisk liggikis ah patasus sedatiin ed
in 4 cc of water. Methods: , [001 00] The paste was

de pisst; ' Y Jl o} i .
6. TRIPUSHEES S SRR SRRy oy compries
isatenie kadpedolitut ol iwatet errandelf between abad 14itg Seratove
ul cer in the esophagus. The first showed ulcer
7. T@eﬂg;igrn Héﬁv% Isyr;telzn gfa dgim thshe%ilq %Erlidq{qgl ig ag 281\1%0&? gclshdltion comprising a

second drug.
8. The drug delivery system of claim 1, wherein said drug is powder.

9. The drug delivery system of claim 1, further comprises a tube from said second unit, for

topical administration.
10. The drug delivery system of claim 1, wherein said drug is sucralfate.

11.  The drug delivery system of claim 1, wherein said liquid is an aqueous solution, comprising an
isotonic saline solution and water in a range of between about 1:1 to 8:1 ratio, and said drug

is sucralfate.

12. Use of a drug delivery system, for topical administration of a pharmaceutical composition,
comprises a first unit of a liquid , and a second unit of a drug, and a tube from said second

-unit; wherein said first unit is positioned inside said second unit, comprising the following

steps:
a. allow said liquid to mix with said drug in said second unit, thereby preparing
a pharmaceutical compoﬁtion comprising a solution or a paste of said drug;
b. convey said pharmaceutical composition through said tube; and
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[00102] While certain features of the invention have
been illustrated and descri bed herein, nmany
wo@7oLat i ons, substitutions, changes, and eqeCTHl2000®0922
wi | Ic now gccur to thﬂge iﬁf ordi natgé/ skill .in the art.
1t i%, t HSPRRSEE @iy said pharaqesiiral RPesiion pnended
clainms are intended to cover all such nodifications
13. Thadsecdfangad 2a&hdrainl stepi (&)1b Perfditrel hoEmsRi thart orfhotrior to step (c).
invention.What is clainmed is: 1. A drug delivery '
ste conprises.a first unit of a Jiquid and a | _ | .
14, TEE B8l iy 1o PPSTE BRSSSUHS PEPHP AL @ick fidbumit g Allopesaid liquid to mix
wh@Shid £Agd i nside said second unit. 2. The drug
delivery systemof claiml, wherein said first unit
and second unit are made fromsilicon, polyesther,
5 15 Thebseaafislpitand, whdreimisaidymgssuye isspipticd gehandapsul e,
guar -gum candy or any conbi nation thereof. 3. The

Livery mof, claim 1, erei.n said.unjts
6. 185 48 S0P, SURAATRED PR gt DR GRS otsetene,
alafnigiua, geldtin, Whigssebla newdridl or MticEmbiatied @ereoB. The drug
delivery systemof claiml, wherein said liquid is an
queouys, sol ytion., 6. The drug deliver}' system of
17. T@? Hﬁerﬂl%ﬁl,auﬂﬂgf\@h?fe@éfué Apiqus Wates an aqueous sol uti on,
_ conprises isotonic saline solution and water in a
18. The@D@erefaik 8 \oEReiaRBM lighials APadhedud Ry, 7. The drug
delivery systemof claim1l, wherein said liquid is an
aqueous solution conprising a second drug. 8. The drug
10 19. Themss el gaigy dBewherpincsaid hquid inae paisous apluiion ggmpising isotonic saline
o ld LVve /st egn,of.. claim 1,
SRR o IS e SRRl R BT B " € o
topical adm nistration. 10. The drug delivery system
20.  Thé usel cdichaird 12 whiesr€ih Baid diqdidds aigadueowssohaioh @b@prisidg a #tend drug,
drug delivery systemof claim1, wherein said liquid
i S _an ueoys sol.uti.gn, conprising an isotonic saline
2L T %Vst?t"lfgﬁm&gé‘(ﬁ%r@?s?lﬁ%ﬁ‘grléﬂ Widf between about 1:1 to
8:1 ratio, and said drug is sucralfate. 12. Use of a
22, ThE @ oftelainy @P Wvisersih 84 dheis bpdifedd. administration of a
phar maceuti cal conposition, conprises a first unit of
aliquid, and_ a second unit of a dr uq, .and a tube
15 23, The wip o slaimskl shgreimpaid ligpidris ph agugoys polptien eginprising a isotonic saline
Lt nside . UPito. o )
PR SRS s S SR L AT Rt
drug in said second unit, thereby preparing a
24, Tixheservdclim i18afor treatgsintul@n of Appthoss Sgnatitglintisobjeay comprising the
st passotf ?no%qzh ﬁl?sledfoﬂcg\kfje(%i’ by topically administration of said pharmaceutical composition,

wherein said drug is sucralfate, and said liquid is an aqueous solution.

30 25. The use of claim 12, for treating an ulcer of Aphthous Stomatitis in a subject suffering from
Oral Mucositis, induced by chemotherapy or radiotherapy, comprising the steps of mouth
rinse followed by topically administration of said pharmaceutical composition, wherein said

drug is sucralfate, and said liquid is an aqueous solution.

26.  The use of claim 12, for treating an ulcer of Oral Lichen Planus in a subject, comprising the

25 steps of applying a rinsing fluid on the ulcer followed by topically administration of said
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30.

31.

33.

34,

36.

37.

b. convey said pharmaceutical conposition through said
tube; andc. admi nister topically said pharmaceuti cal
W(Mfmpms'isvi on. 13. The use of claim 12, wherei nPCT/ER()00922
erf.ormed not. nor than e hgur gglor 1081 ﬁ.gcg.
hgpageiey Ot v b e prEgatire™ s %pg fled® an aqueous
s&ﬁtl@rawﬂhisbfoﬁ{c e, to allow said liquid to mx wth
said drug. 15. The use of claim 14, wherein said

ressure is_applied by hands. 16, The use of .claim12,
gpephelai 34 geten Hieconsalationd i pesiatpls| I asengsrof /-10 gr in
ved | estible materi al
ag(gltany cg%ngl?%%%sgkgh?ﬁé@gogﬂl%wl{‘#glhgse of claim 12,

wher ei n say dliquidis water. 18. The use of claim 12, )
Thheweiofi cdaind24, i wheran isgidaAplthowsotositisiis Bacurkdt Aphthous Stomatitis

e.of alaim18,. wherein sai,d |i.quid is an agueous

(@2}%} %ﬁw@%ﬁlg? ?fgcof@&agﬂ?g L ne sol ution and wat er

in a range of between about 1:1 to 8:1 ratio. 20. The

Tus @1sfof lah M4l vheydie isgidnA slahéhs! Stemibthid Sccaf a8 GUAGISS Aphthae, major
soI ution CO%I‘I sing a second drug. 21. The use of

agon B prailgsiens- d dr ug i s powder. 22. The use of
cI ai m12 wherein said drug is sucralfate. 23. The use
Ust of b admrg doljvemhesistsinn femnwated mjbejsa;f%foa mnmﬁmm ey t0p10a1 administration

tion risin i sotonic ine s
aﬁ gnplmaﬁe%llcla %odlépoggloem Geuprises 8fnarst1unit fo a gqlf ’r% aosecond unit of a
daipgl wieicth SHidl Girst Sink UE pdifictied inside saﬁ‘@ecbﬁcﬁ uit, ebapiRidLthe following
for treating an ul cer of Aphthous Stomatitis, in a
S¥pHj ect, conprising the steps of mouth rinse foll owed
by 1 opi [ t ' i :
by 00! 64 Wi ETLANRRR1.8 30 ) BIELABRE ok Sy prepring
i quid paraaceatjce @umpssitioit C@Iﬂpns’dﬁg a Jtletiser afpastk af mid drug;
for .eating. an ul cer of hthous Stomatitis in a
subPectaCfé‘%}P]ISE’ﬁlqucafuﬁ’é?hd@hémlw B! LPRPOTiHRRIced by
chenot herapy or radi ot herapy, conprising the steps of
THR WS L dl A9 0f Rhéeiepy) & PRt hopfBtdthat 6 HoRPpRr to Step (b).
sai d pharmaceuti cal composi tion, wherein said drug is
sucral fate, and said liquid is an agueous sol ution.
Tize userpleclaiged b ivhereit pressare F@pphisdeen sairbyfiesh Uil trepllont sagy liguid to mix
%3 Jganus in a subject, conprising the steps of
app ying®a rinsing fluid on the ulcer followed by
topically adm nistration of saidpharnmaceuti cal
Tche npo sf tiaom 30y\»hrhereinnsaia:hpxésmhrmg; applisdiby ahd tetth, arelnwids pliaimaceutical
UId 1.S guepus spolution, wth isotonic saline.
Osﬁh‘ﬁ“éé teg? PPalmpRusa inhe MOUBGRNt r at i on of
sald sucralfate is in a range of Vz-10 gr in about
T%e 98 o MBhIRH 3@ RMereROdRNMnGts 2 iage ﬁ@hltﬂlg&ﬂbleﬁnéteﬂldlﬁtchﬂiy, guar-gum,
.. The use of claim24, wherein said Aphthous
b&abiﬁ-aumt igelatin, qRavy corabinatigstthereos St ormtiti s

The use of claim 30, wherein said liquid is water and isotonic saline.
The use of claim 30, wherein said liquid is an aqueous solution.

The use of claim 30, wherein said liquid is an aqueous solution comprising isotonic saline

solution and water in a range of between 1:1to 8:1 ratio.

The use of claim 30, wherein said liquid is an aqueous solution comprising a second drug .
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39.

\O

40.

41.

43,

44,

45.

46.

47.

48.

49,

(RAS), or Oal Micositis or conbination thereof. 29.
The use of claim 24, wherein said Aphthous Stomatitis
wW@e@an1mss a m nor Apht hae, rraj or Apht hae or Hep@PEIiL20@w090922
esi ons; . 3 e_.of dru deli very system fornul ated
T#%m%é3§§F§996#§¥ﬂﬁ@@?dﬁﬁ1 PO¥I¥0pi cal ~ adni ni stration
of a pharmaceutical conposition, conprises a first
Thivide oftladn B0,Outhetlsin 841d daugsie eapgifagni t of a drug; wherein
said first unit is positioned inside said second unit,

conprising the followng.steps: a. allow said. liquid
Theyussi of clgigry s&fbareaﬂ%ﬁ hanid i 4 wedmrolioD CO@H’@?%?“ isotonic saline

S I

topically said pharmaceutical conposition. 31. The use
Tl uss| AickaiB30, foh ereating st deer (of)Aphthope fopratitiel imetsubjestecomprising the

s Ot PR Bt ' ReRufilpdrBlbiosifions F5id B hsefidy Pomposicon,

whéreWariadrdg 1sisaethiaté, Antisxid Wohid S ah shu@owktoluidn. The use
of claim30, wherein said pressure is applied by the

teeth and said pharnaceutical conposition.is

Theinserpiciametd, 6or wating ap sisgs af Arhibpes Semanticing pupjecgauffering from
ngr' quHc%% gf mﬁh@dna %em%e‘? Sl ﬂdfé'iﬂe‘a%y (%B;F%a{h%%@ps of mouth
et er Pa can y guar - gum e- gum
ngRI fatlowed by tapinallg audinimsttdtion dof| rseudqﬂfarrﬁﬁﬁuﬁ'dab corppositfon, wherein said

claim3 wher ej dliquidis water and isotonic
i fote s e o6 ppdies e dier e n sai d 1 | qui d
is an aqueous solution. 37. The use of claim 30,
ThO 8Lt SR 3, Fdrdkbating gn SRePSOAY S icheh PIArRB if @RWSiE&] AEnprising the
I sotonic sallne solution and water in a range o
stpjest aeeppLYing teorigsing fhid on 881 ultse folwvedf by ftenieatizoadministration said
olPECS Athoblifhl dhSoifLaROUGRYS SRR ACAIPTESH Wan aqueous
4 second e use o Ia im erein sai
scliitit@h. i S pomder. 40. The use of claim 30, wherein said
drug is sucralfate. 41. The use of claim 30, wherein
aid ljquid is an, agueous sol uti onpr, ng an
The Brect @a@a‘h et (i SRoavaiompEriq ﬁucaal#agﬁﬂ@én gfrange of V210 gr in
b YERN. darkr & i8idnil SR soRlich 21 fafliug s sucral fate.
use of clalm 30, for treating an ul cer of
Apht hous Stomatitis, in a subject, conprising the
The aps oﬁfclamnuéti}q whengin sl A@h@gubﬁtm‘t@ as IRecurrent Aphthous Stomatiti

ni s r i cal conposition,
(lgﬁrgr)el h C&Flgﬁorcon%'@aq ?@ l# and said liquid is an

aqueous soI ution. 43. The use of claim 30, for,

The ast bhglamn 40, olierelh sAidhApletisusSEtomatiiid b&ur as a Iﬁiﬂo'r @phthae, major
suffering from

Aphthae or Herpetiform Lesions.

A topical composition for topical treatment for ulcers of Aphthous Stomatitis comprising
sucralfate in an aqueous solution or paste, wherein the concentration of said sucralfate is in a
range of ¥-10 gr in about 2-5SmL water and isotonic saline in a 1:1 ratio and freshly prepared

and freshly administered.

A composition according to claim 48, wherein said concentration of said sucralfate is about 2

gr sucralfate in a range of between about 1-2 mL water and isotonic saline in 1:1 ratio.
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50.

51

52.

53.

54.

55.

56.
57.
58.

59.

60.

61.

62.

63.
64.

Oral Mucositis, induced by chenotherapy and
radi ot herapy, conprising the steps of nouth rinse

woabd7omesds by topically adm nistration of said PCT/IL2006/000922

Phag G Shll.0 i n.said drug.is
sucr al # a%ﬁgn %kooi s%i g qlédc?u?% ‘%Mge?éﬁ Sgléiﬁ%é‘g ? S@Sﬁd? 1,4 form of a paste,
ordam,Tgeh oursmentfor ddtminm 30, for treating an ul cer of Oral
Li chen Planus in a subject, conprising the steps of
| vino...a rinsjng fluid o aid ulcer foll owed by
P roOROn ARORIE o S b sraprcing Ar et Ol
conposi tion, wherein said drug is sucralfate, and said
TheednbdsBioanof AMHIR0IES vitkaih is8iA - ardiRatic! e i&ﬁ@ee@ﬁnaﬁbﬁrﬂ_ ,“nlasr']rrh, vanilla,

42, wherein the concentration of said sucralfate is
lgvenderamgger. clave pudogpnyi gonhienionptherepfwat er  and
isotonic saline solution in 1:lratio. 46. The use of

AL B, SR R SN ey v

Micositis or conbination thereof. 47. The use of claim
U, cotheosision seplinkplhs kkaire 4R, owhdreini said Aqilithoas Storititldr is Recurrent

ha [or thae or Herpetiform Lesions. 48. A
‘ﬁ%b%%%&%%‘éﬁéﬁ for topical treatnent for ulcers
of Aphthous Stomatitis conprising sucralfate in an
Hpuoipsisioh Wtdoddin@to BlRSHh @8, WHEER! Rid ASHAESRCSBkLAld Q%bur as a minor

of said sucralfate is in a range of A-10 gr 1 n abou
snithae, waios Aphihae priderpetiferns Besiges. i n a 1:1 ratio and
freshly prepared and freshly adm nistered. 49. A

hob g j I rel aid
R U ea g Aok R B M g b
sucral fate in a range of between about 1-2 nlL water
Theditiasenrdmigdo elain He viherein daid powderikepl ver sealsd osithihean
according to claim48, wherein said conposition is in

frar . st e.. crea | , .aintnent or |otion. 51.
%é& cag& n(%glggttﬁp%%m%%%&hﬁ erl% Sa?@‘:@}t%ﬁ‘?ﬁlﬁ%?aqf‘%r t her
conprising aromatic oil. 52. The conposition of claim

148 kitdveoeling toaildmas®)Witiekdin Qhill dofitaMee &f didiled @4tdPortions wherein each

rrh, vanilla, |avender, juniper, clove bud or any
p%*?ﬁ‘icﬁ’éﬁa%néﬁé’rqdﬁ@%@fed amguntph said HaYESE t i on according to
claim48, wherein said water are mneral water. 54.

TheitCRARAR: tth €RiA $6 Ofutth I | id L
Apht hous Stomatitis s %gcc? u rr%%}t quiltgﬂ%s\gsaﬁ%?’gr%val%?%n?gmd solution is
seRratedSyom58id pPderc onposi ti on according to cl ai m 48,

wherei n said Aphthous Stomatitis occur as a m nor

R T T S—
eschiI i ddgitaiserprtdetdr@inR@We®iunt of said solution.

The kit according to claim 60, wherein said aqueous solution is mineral water or tap water and

isotonic saline.

The kit according to claim 56, further comprising an applicator, and a rinsing fluid.

A method of treating ulcer of Aphthous Stomatitis, periodontal pockets, abscesses, site of
extractions or any combination thereof in a subject, comprising the steps of:

a. mouth-rinse

b. mixing épowder comprising sucralfate with water to obtain a mixture; and

¢. topically administering said fresh mixture to said ulcer and surrounding mucosa;
23
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65.

66.

67.

68.

69.

70.

71.

72.

73.

J a\t}@{&%}r of ﬁogtv\%@ﬁ Qﬁo%tlaQ r esﬁandqgcﬁorﬁc s%lf)n@'n% Qg lyr tio,

57. The kit according to claimb56, wherein said powder
is kept is a sealed container 58. The kit according to

wohei7ro1®55 wher ei n said container is opaque. 59CT/Tim®06/000922

rdln 5 ntainer is
R e s o AR S RBEE b BiEh cont i ns-a
predeterm ned anmount of said powder. 60. The kit
’l&ﬁ@@&tl lﬁbdtg:\clz\%xdurgl techimb 24 \lelwré]h dic mmuﬁasoﬁgau?mmam 1sd in a range of
ol utjon ereln said solution is separate rom sa
%&Qaém alppt 2Pl water Zpddentenin gpling et diled, wher ein

sai d aqueous solution is divided into portions wherein

ﬁ@%ﬂwdcb&ﬁu&% LR 84 3 IRE&H %Ie%%é&ﬁ?ﬁé}{%bﬁfd DbraBRE & about 2 grin

sol ut1 on. The kit “according to claim60, wherein
agang oefdlmw abolitit2 o watenindealie sphittion ima ltlaptlmat er
and i sotonic sali ne 63. The kit according to claim

fu cO 0 t.0 and i nsi .

eéhgd%afgorgmlgg? Rlaim gg V%Peégl.ﬁ {ggf@ 1%8?rfo egﬁlﬂ{ %gﬁé[ﬂa% one hour prior
n&mQﬂathls, periodontal pockets, abscesses, site of
extractions or any conbination thereof in a subject,

mﬂaﬂadcs b @rdvBftint BRSreBirrere JTOIM vk BS A phthold )Stcﬁﬁatﬁls in a subject
powder conprising sucralfate with water 'to obtain

shifsuing feom g gloer, oft Auphitlaais ISyoraeditis rtogtpeising ghessténd ofyr es h
m xt uruﬁ tmol esal d ul cer and surroundi ng nucosa; t her eby
t r&aty lé 4w ul cer of Apht hous Stomatitis in said

Subj Miling HpowddieonBiibag sacalkdivith Waefloddbiaif 4 mivbies;@ha

the concentration of said sucralfate is in a range “of

1A° 1t9p1§@113r r@dawa@r@ruzg saifl fipsh anixawel 9 said ot sdain Hv@ nrpdrgme and to
tﬁééﬁ% gethod according to clai m64,

mhereln t he ﬁcentratlon of said sucralfate is about

tRergpy praventing mlmwfﬁrremeb o€ et ulzbooft A irtRousl Stembigtis @ndid subject.

saline solution in a 1:1lratio. 67. The nethod

ccordin claim®6 er.ei.n erfo
e etk ed e s, Wieron tesourayeid of el Mol foig a range of
1200 BF BV 85tut D% D ewhRE Md 8REHic Q4lirdAn ¥l C16ktief Apht hous
Stomatitis in a subject suffering froman ul cer of

Apht hous Stomatitis, conprising the steps of; a. nouth

Trhr— ieathagl acrarding o alag@ﬁ& shersinibe cenqegirafirarafistidtsacraifatp is about 2 gr in

ni'st eri ng ure"to sai fe%r site
in the prodrone and to the surroundi ng nucosa; thereby
The enatiridi acgprtling to elaimt 6&nvaderah sap (h)licperfoamedpbt hoeshan one hour prior

itisin [ ' :
tosgtgp ct)_ tis sai d subj ect

A method of treatment of ulcer of Aphthous Stomatitis in a subject suffering from Oral
Mucosttis, induced by chemotherapy and radiotherapy,, comprising the steps of;
a. mouth rinse
b. mixing a powder which includes sucralfate with water and isotonic saline to obtain
a mixture; and
c. topically freshly administering said mixture to said ulcer and surrounding mucosa;

thereby treating an ulcer of Oral Mucositis, induced by chemotherapy and radiotherapy.

A method of treatment an ulcer of Oral Lichen Planus in a subject, comprising the steps ofé

a. mouth rinse;
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69. The nethod according to claim®68, wherein the
concentration of said sucralfate is in a range of
wWeAed7@1g751 n about 2-5 nl water and isotoni c SRCTME20061000922

al I
e parh b Reofra T, AR RS040 el MO0 sl o v
2 gr iomixtoengel of betmeen about| -2 nL mater and

i sotonic aI| 71. The et hod

acc srfapwa Y Sfegﬁﬁﬁﬂm@sﬁe Q Wmixgurg jo paig ujcer Bt susTovRding mucosa;
tﬁ@&bméa%mg%w&@efbwm&h% QirPh & é&) 72. A met hod
of treatnent of ulcer ous natltls in a

subj ect suffering fron1CIaI NMCOSItIS i nduced by
chenot her apy and radlotherapy,, conprising the steps
of ; a. nouth rinse b. mxing a powder which includes
sucralfate with water and isotonic saline to obtain a
m xture; and c. topically freshly adm nistering said
m xture to said ul cer and surroundi ng nucosa; thereby
treating an ulcer of Oral Micositis, induced by

chenot herapy and radi ot herapy. 73. A nethod of
treatment an ul cer of Oral Lichen Planus in a subject,
conprising the steps of; a. nmouth rinse;b. mxing a
powder whi ch incl udes sucralfate with water and

i sotonic saline to obtain a mixture; and c. topically
freshly adm nistering said m xture to said ulcer and
surroundi ng nucosa; thereby treating an ulcer of Oal
Li chen Planus in a subject.
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