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FILM-COATED SOLID DOSAGE FORMS

FIELD OF THE INVENTION

The present invention concerns orally drssotvab\e film coatings for solid dosage
forms. More partrcularly, the invention relates to.a solid dosage form havrng a
core and a coating wherein the coating contains pullutan, one or more sensory cue
agents, and a prgstlmzer. '

BACKGROUND OF THE INVENTION:

Pullulan (4,4 6-tngluco -polysaccharide) is a polysaccharide produced from a
cultivated fungus of Aureobasrdlum pullulans, i.e., an a-glucan consisting mainty of
maltqtnose as repeating units Irnearly joined through a-1,6-glycosidic linkages. it
is usually obtained in the form of an amorphous white powder and is non-toxic,
odorless, edible but non-digestible, It is usually used in the fietds of foodstuffs and

adhesives, and is used in a cdmmercial!y available product for killing plaque- |
producing germs as descrrbed in U. S Patent No. 6,5696,298. Pullulan ls rarely
used in pharmaceutrcal composmons

Solid dosagé forms have been coated for a va'riety of reasons including masking
objectionable flavors or adors, protecting unstable core compo}sitions, providing -
protection of the core through the stomach with ehteric coatingts, imprdving the'
appearance of the care, or separating ingredients into a core segment’ and a
coating segment. o
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-Numerous methods for coatmg solid dosage forms have been developed nnc!udmg
sugar-coating, delayed release coating, granule coatmg, film coatlng Often
organic solvents are requnred to prepare these coatings. One popular coating is
hydroxypfopylmethylcellu!osé commercially available under the name Opa'c.iry’.'»",
One problem with these cellulose film coats such as Opadry™ is that they do not
ho_ld volatile ingredients or flavors well,

Even with the foregoing and other core coating compositions, there is still a need
. foran amproved core coating which would provide better mouinfeel, whilg
~ possessing the abmty to hold large amounts of sensory cue agents ‘'such as flavor
mgrednents pamcularly volatile flavor ingredients. There is a need for a high
‘ volatlle mgredlent content film coatlng, that is moist enough so that it is not brittle,
but is not so moist that it feels slimy or sugmfncantly adheres to adjacent dosage

forms.
SpMMARY OF THE INVENTION

An embodiment of the present invention provides a coating for a solid oral dosage
wherein the coating'is a pullulan film containing a plasticizer and one or more

© sensory cue agents.

In another embodiment the invention provides a pullulan film-coated solid oral
dosage.

In another embodiment, the inventior{ provides a method for preparing an orally
dissoivabie film coating, which includes the steps of blending pullulah with
plasticizer fora fime sufﬁt’:'i.ent to form a Homogeneous mixture, and, adding-a
sensory cué to the homogeneOUS mixture.
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In another embodiment the invention provides a method for making the film-coatéd ‘
solid dosage form by applying the orally dissolvable film in an adherent fashion to -
a solid core. ‘

ln various embodiments of the present invention the film’ coating is apphed overa
ptacebo or at least one systemically acting therapeutic agent m a therapeutically
effective amount.

-Still further embodiments of the invention provides a in{aihod of treating a patient in. ‘
" need of treatment which comprises administering to the pétient a therapeuticél!y

effective amount of a ‘pUIIulan film-coated oral ddsage form, the dosagé form

containing a therapeutically effective amount of a drug beneficial to said patient.

Other embodiments of the present invention also provide compositions and
methods for administering compositions including combjnations of two or more
therapeutic agents that promote high patient acceptance and compliance.

DETAILED DESCRIPTION.OF THE INVENTION

Unless otherwise indicated ingredient terms are to be understood to ihcludeone or
more of the described ingredient. -

The present invention is directed to methods and-compositions for coating solid-
dosage forms where the coatlng is a film containing pullulan, a plastucnzer. and a.
sensory cue agent, wherein the film dissolves in the mouth |mparl|ng an |mmedlate
sensory eﬂect in‘the mouth and nasal passages.
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Wherem the dosage form contains a therapeutuc ingredient, the sensory cue can
be formulated such that the patient can perceive the therapeutic ingredient as
acting rmmedrately When emulsmed with saliva in the mouth, the film coating
releases the sensory cue agents providing stumulatlng vapors into the nasal
passages.  Thus, the patient is provided with the sensation of relief although the
systemically acting therapeu_tlc agent has not yet begun io alleviate conditions
causing the distress. The sensory cus of the:coating lasts on the tongue for at
least five seconds, which is more than enough time for the tablet 1o be swallowed
before any bitterness in the lablet bécomes objectionable.

The coatmg fuither provides a shppery texture and a sensation of melting in the

mouth which together with the pleasant 1aste sensations provide for improved

patient comphance The film coatmg composmons of the present invention are -

particularly benefrcral for patlents who have difficulty swallowmg, edentulous

patients, the elderly, pediatric,’ bedridden patients, and patienis m,whom fluid -
_intake must be limited.

“Sensory cue” is defiﬁed asa perceptible sensation in the oral/nasal passagee. It
includes sensations such as prickling, biting, burning, cooling, numBing. heating,
vapor action and the like, to a point wherein the patient does not find such
sensatiohé objectionable. Sensory cue agents of the present invention include
any components which can provide a sensation including pieasaﬁt, bitter, tart and
the like taste sensations which may or may not be volatile in nature.

Vo!atule sensory cue agent is defmed as any compound having the property of’
strmulatmg the thermoreceptors of the nervous system to produce cold or heat -
sensations. " If desired for mouth and throat effects, the sensory cue agent should
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‘be volatile. The orally dissolvable fitm may include nonvolatile sensory cue agents
and volatile sensory cue agents as desired.

Sensory cue agents can be selected from substances known to the skilled artisan::
Agents know as coohng agents include but are not limited to, menthyl succinate
(PHYSCOOL),substituted-p- -menthane-3-c arboxamides, such as N~ethyl-po

‘menthane-s-carbommlde (WS-3), N,2,3:trimethyl-2-isopropy| butarmide (WS-23),

. @-1-menthoxy propan—‘t 2-diol, menthoxypropane diol, menthone glycerol ketal

(Freo..olat,. p-menthane-3, 8- diols, cubebol, N,N-dimethyl menthyl succmamtde, .

incilin, menthol, isopulegol, xyhtol and others com ppunqs known for their cooling

| _ effects and mixtures thereof. Agents which can provide a .sensation of heat
include but are not limited to capsicum, capsaicinoids, pipperine, gingetols,
isothiocyanates, and materials such as chili pepper, horseradish, ginger, black
pepper and the like. Sensory cue agents further inctude essential oils such as,
peppermmt wmtergreen eucalyptus, spearmlnt cinnamon, clove, bay, thyme,
bitter almond, sage, nutmeg, citrus (eg., lemon, orange,  lime) and flavoring agents
such as eucalyptol thymol, camphor, methyl sallcylate benzaldehyde ginger and

' the like. Sensory cue agents further include acudulants such ascitric acid malic
acid and the like. An emboc_tlment uses a cooling agent. 't'he use of menthol is a
preferred embodiment.

The amounts of the sensory cue agents added can be 'readily -determined by those -
skilled in the art. The total amount of sensory cue agents may be from about 0.01 |

wt. % to about 25 wt. % of the film composition. Generalty, the amount of agent
wnll be from about 0.01 to about 4 wt. % of the film composition, preferably about
0.50 to about 3 0 wt. % of the film. The total content shotild not create sticking or
other.processmg problems.
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The film coating can optionally contain one or more flavors such as those
described in U.S. Patent No. 6,596,298 which is incorporated herein. Any amount
of flavor can be used generally between about 0.01% to about 10% w/w of the f|Im

~coating, preferably from. 0. 01% to 4%. The flavor can be chosen to enhance the -
sensary cue to.add a flavor.effect. ‘Likewise the sensory cue agent may be
chosen for the flavor effect it can provide.’

Pullulan has usually. \}arious molecular.weights in the range of about 1 x 10" to2x
108 dependmg on the processes for the productlon thereot. The puliuidan- ‘suitable -
for the presentinvention has a moiecuiar weight of about 5 x 10% to-about 1 x 105,
preferably about 7 x 10* to about 5 x 10°, more preferably about1-x- 10%to about 3
x 10%. The pullulan can be incorporated mto the coating in a wide range of
concentratlons depending on the molecuiar weight thereof, but a suitable
concentratlon of pullulan is in the range of about 0. 1 to about 20 w/w %, preferably
about 2 to ‘about. 17 w/w %, particularly preferably about 4 to about 15 wiw %
When the concentration of pullulan is too high, the composmon shows unfavorably

less surface smoothness.

Ari'advantage of the -use of pullulan is superior retention of the ’volatile sensory
‘cue agents. It would be expected.that the hlgh temperatures employed during
manufacturmg would cause the volatile se nsory cue agents to volamize dunng the
application processes e.g. spraymg or pan coating. The surpnsmg ‘and
unexpected result in the actual praclice of this :nventlon is that when the volatule
_sensory cue agents are incorporated into the. pullulan coatlng dispersxon, they are
retamed ln fact, they contmue to be retained strong for an unexpectedly Iong
penod
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Other water soluble polymers can optionally be added to the coating. Useful water

soluble polymers are described in U. S Patent No. 6,596,298 to Leung et al. The

.optional polymer. should be chosen $0 as to not affect the abvllty to hold volatile .
sensory cue agents nor affect the flexibility and non-shck properttes of the coatmg

The cootings of the present invention have high plasiicijy and favorab!é'
mechénical properties. The far better elasticity of pullulan compared with coatings
co'ntaining cellulose derivatives such as'hydroxy'propylmethylceltmose‘(HPMC) or
other prevnously known coatings is advantageo.:s Ui severe mechanical stress of
the coated tablet. The coatmg composntlon shows no tackmess either during the
appucatnon process or during further processung The coatirig material is ideally -
suitable for tabletmg without damage to-the coatmg Pullulan shows exce!lent
spreadmg characteristics and adheres very well to the core tablet.

Further, 'élthough HPMC is insoluble in wate'r, it can'eésily swell and allow water to~
permeate, resulting in a shmy mouth feel. The coating of the present mvent:on, on
the other hand, melts or dissolves resultmg in a pleasing or smooth mouthfeel.

The great flexibility of the coating means there is no formation of fsssures either
during the spraying process or dunng the tablet swallowing process, through

which active.ingredient diffuses during passage through the mouth and gwes rise
to a bitter taste.

The mventors have discovered how to provide a high volatile mgredlent content :
film coatmg that is moist enough so that it is not bntﬂe but is not (o) moist that |t
feels slimy or significantly adheres to adjacent dosage forms,

One or more plasticizers is added to the film coating to adjust the flexibility and -
Increase the elasticity of the coating to provide a smooth coating that wilt not
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.crack The plasticizer prowdes an improved appearance by eliminating or
minimizing cracking, peenng, nicking, ptckmg, off-color and the like. Plasttcnzers
include but are not limited to polyhydnc alcohols such as glycerol; sorbttol
mannitol, propylene glycol; esters of polyhydnc alcohols stich as glycerol
tnacetate triacetin, glyce rol tricaprylate, monacetin and dtacetm and mixtures
thereof and the like.- The plasticizer of the present invention is preferably an ester.
of a polyhydric alcohol. 'G!yceret esters 'are.e particular embodiment. Preferred
plasticizers include triace_tin.

The plasticizer'is added in an amount eftective to provide the desired elasticity.
: Generally about 0.01 wtfwl % 1o about 10 wt/wt % plasticizer based on the total
pullulan composmon used preferably about 0.1 wt/wt % to about 5 wt/wt %.

One or more surfactants are optnonally added to the film coating. Surfactants aid
in the dlspersnon of any oil-based components Examples of suntable surfactants
mclude but are not limited to, polysorbates, polyoxyethylene (POE) sorbitan
esters such as POE monooleate (polysorbate 80, Tween 80); sorbttan esters
sorbitan faity acid esters such-as sorbitan monooleate, monolaurate, N
monostearate, monooleate, and .monopatmntate sorbitan tristearate. It is preferred
that the surfactant be selected such that the HLB. of the surfactant is.in the - .
'medium range of from 5-11, preferably from 8-10. A preferred embodiment uses a
hiend-of surfactant. An e)iantple of a suitable surfactant would be a combination
ofa polysorbate and a sorbitan ester. Preferred would be an approximaté 1/1
mixture wherein the HLB would be 9-10.

The surfactant is added in an amount effective to provide the desired dispersion.
Generally, about 0.1% wt/wt % to about 2.0% wt/wt % surfactant based on the
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total pullulan composition is used, preferably about 0.25% wt/wt % to about 1.0%
wit/wt.

The orally dlssolvable film coatmg may include other pharmaceutica!ly acceptable
excnplents known to those in the art such as fillers or carners (e.0. lactose,
sucrose,_amylose, dextrose, mannitol, mosrtoi),, permeabilizing agents,
dis‘intégrants. glidants,' lubricants, colorants or coloring agents, pH adjusting
agents (e.g. fumaric acxd citric acid, sodium acetate), binders (e g. polyethylene
glycols, soluble h"d'oxyalkylcelluloses polyvmylpyrrohdone elatms, natural
gums), and the like. Desirably, the agents are chemlcally and physically
“compatible with the actlve and sensory cue agents.

By "pharmaceuticélly acceptable” such as the recitation of a “pharmaceutically
acceptable exc lplent or a "pharmaceutically acceptable additive”, is meanta
material that is not biologically or otherwise undesirable, i.e., the: matenal can be
mcorporated into a pharmaceutlcal composition administered.to a-patient without
causing any undesirable biological effects or mteractmg ina deletenous manner .
with any of the other components of the composition in whsch itis comamed

Suitable colorants or coloring agents can be added 1o the film coatings of the
present invention. Hustrative colors or colorants useful herein include without any,
Ilmltatxon, pigments, dyes, lakes and oxides and the like. Wherein the’ dosage '
form contains a therapeutic agent the color may be selected to- prowde a visual
signal to complement the sensory cue agent.

The orally dissolvable film coatings of the present invention can include a .
sweetener. Useful sweeteners include; but are not limited to, sugars such as
sucrose, glucose (corn syrup), dextrose, invert sugar, fructose, and mixtures
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thereof; acrd saccharin and its various salts such as the sodium or calcium salt'
cyclamic acid and-its various salts such as the sodium salt; the drpeptlde

8 sweeteners such as aspartame and elna_me, sucralose, natural sweeteners such
as-dihyd rochalcone compounds glycyrrhizin; Stevia rébaudiana (Stevioside); )
sugar alcohols such as sorbrtol sorbitot syrup. mannitol, xylitol and the like,
synthetrc sweeteners such as acesulfame-K and sodium and calcrum salts theréof
and the like, hydrogenated staich hydrolysate (chasm) protem based sweetenrng
agents_ such as talin (1haumaoccous danielliy and/or any other phannacolegrcally
acceptable sweetener knb-rvn_’.:sy the state of the art, and mixtures-there6f.”

Ina pamcular embodrment the formulations accordmg of the invention are free of
sugar. A sugar-free formulation has the: advantage that it can be administered
easily to consumers with blood sugar disorders or to dlabetrcs in need of such
preparatrons. Preferred sweeteners include sucralose acesulfame potassrum
‘and aspartame which share properties such as absence of biiter and metallic
aftertastes. T |

The total amount of sweetener in a dosage form is between about 0.002 wt/wt %
to about 10 wi/wt % of the orally dissolvable film coatlng However, this amount
can vary greatly depending upon the nature of the composrtron being sweetened

A sugar alcohol can be added to further enhance the effect of the volatile'sensory -
cue agent. Suitable sugar alcohols include but are not Irmrted to sorbitol, xylitol, -
mannitol, galactitol, maltitol, isomalt (PALATINITTM) and mrxtures thereof. Typrcal .
sugar alcohols are xylitol, mannito! and sorbitol. The exact amount of sugar
alcohol’ employed is a matier of prefere nce subject to such factors as the degree '
of cooling effect desired. “Thus, , the amount of sugar alcohol may be varied in
order to obtain the result desired in the final product and such variations are within
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the capabilities of those skilled in the art without the need for undue
experimeniation. .

An eﬁectwe amount of any generally accepted pharmaceutical Iubricant can be -

, added 1o the film coatmg An amount wnthm the range from about 0. 25% to about
6%, preferably 0.5% to about 3% by wetght can be added Lubncants are.
selected from but not limited to the group consisting of highly dxspersed smcas,
fine particle starches. or celluloses and fine partlcle salts of phosphoric acid or
combinations thereof.. Examples of suitable lubricants includé magnesium
stearate, glyceryl monostearates, palmitic acid, talc, carnauba wax, calcium
stearate sodium, sodlum or magnesium lauryl sulfate, calcmm soaps, zunc
stearate, polyoxyethylene monostearates, calcium silicate, silicon dnoxnde,
hydrogenated vege‘kable oils and fats, stearic acid.. A preferred lubricant is talc.

The orally dissolvable film coating of the present invention can further contain a’
therapeutically effective amount of 'ther_apeutic ingredients. Such therapeutic’
égents include, but are not limited to, therapeutically effective aa‘nounts of,
nounshlng and health-promoting agents, amlpyretlc-analgesm mﬂammatory

- agents (such as aspirin, NSAIDS and acetaminophen), antlpsychotic drugs.
antianxiety drugs, antidepressants, hypnotnc-sedapve agents, spasmolytics,
gastroimestinat function conditioning agents, aniacids antitussive-expectorants -
(such as dextromethorphan and guaifenesin), dental buccal drugs, ant-hlstammes,
smoking sensahon .agents (such as nicoting), cardnotomcs amiarrhythmnc drugs, :
diuretics, antthypertenswe drugs, vasoconstnctors coronary vasodllaiors.
,penphe ral vasodllators cholagogues, antibiotics, chemotherapeut;c drugs,
antidiabetic agents, drugs for osteoporosns, skeletal muscle relaxants
decongestants, demulcent local anesthetics and mixtures theregof.
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The core.may be any solid oral dosage form known in the art for the delivery of -
actives. These forms are those which have a solid carrier such as a’ '
pulysacéharide matrix or an inorganic material, for example, a dicalcium
phosphaté an'd‘ the Iike,..and include but are not limited to 'tablets;:chgwable'
tablets, granules; caplets, wafers, powders, and the like, known inthe ~
confectionery and pharmaceuhcal arts. These forms are distinguished from soft .
dosage forms such as gelatin capsules hard. gums and the hke

The core may be a placebo or may ‘contain a th .apeutlc or active, ingredient as
prevuously descnbed The active ingredient may be the same as or-different from"
~ an active ,mgredlent mcorporated into the coatmg_.

The present mvention may be especially useful in the ireatment of respiratory - '
conditions such as upper respiratory indications such as infections, coughs, and

. asthma This is because of the sensory cue agents tmpart an immediate
perceivable sensory cue or vaponzatnon effect in the mouth and nasal passages .
However, it is emphasized that the myenhon is'not limited to any-particular active
ingredient or therapeutic category.

In an embod:ment the systemlcally active therapeutic agent is a nasal _
decongestant Examples of suitable systemlc nasal decongestants mclude but
are not limited to, pseudoephedrme phenylephnne. ephedrine, and
phenylpropanolamme.

ln order to form the coating on the oral solid dosage form, an aqueous
composmon is. prepared containing at Jeast the pullufan, a pIastncnzer and effectlve
amounts of a sensory cue agent. Optionally, the composition may further
comprise a surfactant, sweetener, a disintegrating aid, coloring agents, and.
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flavors. The ingredients may be combined in any suitable order, and two or more
ingredients may be premtxed prior.to combining with the remaining mgredients

The process for forrhing a film coated core comprises the steps of admixing :
puliulan, plasticizer, water, and optionally sweeteners ‘and colofing agents under
efiective shear until dissolved, ‘typically 4-5 hiours. The homogeneous mixture
should be allowed to stand overnight. In a separate container the aromatlc volatlle
ingredients are mixed with addmonal processmg aids and mlxed well. This

mixture is added to- the pullulan wspenalo.. and mlxed unttl uniform. The resultung-
coatung composnt{on is then gpphed to the core and if nece_ssary, dried.

The core can be panned or spray coated to provide a uniform surface or finish,
Other conventional methods of forming the core are within the scope of the
mventlon Far example, an acceptab!e coating apphcatlon system inciudes
without llmltatnon, a plain fluid bed system, mcludmg a fluid bed spray tower. Also’
acceptable to prepare the cdated core of this invention-are a variety of side vented
coating pans, spray dryers, continuous coating pans and. conventlonal coatlng
pans. Any application system capable of applying a composmon of this mventlon
toa core is an acceptable system for coatmg cores emp!oymg the puliulan coatnng
composmon of this invention.

An effective depth of the film coating is provided for retention." It is also d'esired'
that the film coating hérein be somewhat resilient with respect to handling, peeling
and fiaking and being rubbed off the coated tablet.”

The pullulan co_ating composition ma{y be coated onto cores which are uncoated.or
have been coated with one or more prior coatings (overcoating) of .an acceptable
coating composition which allows adherency with puliulan. For example, an initial”
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coating may comprise one or more polymers such as celluloses, dextrins, acrylics,
colors or other pharmaceutical coating materiak:

The pulluian coating may be applied as at least one of a p"rimary coa’ting,'
secondary coattng, or a tertiary coating as desired. One.or more coatmg
applications may be made to.a coated or uncoated core in accordance with the

invention.

The amount. of coat-ng provided to the surface of the cOre is an eflfective amourtt
and is typlcally that amount which prowdes a mmlmum effective. coverage of the
exterior suﬁace of the core. Typically the amount of pultulan which is film coated
onto cores in prachcmg this invention is that amount which provides a pullulan film’
coated core havmg a welght gain (dunng coating) from about 1 to 15 w/w % of the
total solid oral dosage form and preferably from .about 4 1o about 10 W/w % of the '
total solid oral dosage form. ' ' "

The resulting solid oral dosage form is hard enough to survive in conventional :
packaging systems such as bottles or blister packs and yet the film coating is -
dispersible w:thln about 30 seconds in. saliva in the mouth..

While certain preferred and alternative embodiments of the invention have been
set forth for purposes of disclosing the invention, modification to the disclosed
embodiments can occur to those who are skilled in the art.

The followmg examples sewe (o) provude further appreciatton of the tnventton but
are not meant in any way to restrict the effectwe scope of the invention. All
percentages throughout the specmcatton are by weight percent of the final delivery
system, unless otherwise indicated.
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EXAMPLES

* Pullulan film coating formulations of the invention are set forth below in Tables 1
and2

' Table1
No Compohenf o [ %wiw Grams
1 Purified water - o 3278~ ¢« ¢y
2 Greencolorant - - e . 0.003 .
.3 Ac.eéulfameK T e 0.45 .
. .4 | Sucralose o L - 0.42
5. |Pullulan - . - I 12.00
6. Mintflavor - o 2.70.
~7 | Physcool — | 009
B | Thymol T , 0.13
-9 Methyl salicylate : — - 0.19
10| Eucalyplol | o049
1 | FMenthol - - | 220..
12| Polysorbate 80 , T 035
13 | Sorbitan monooleate ‘ 1 "0.35
3 |Tac - 0.60
15 | Poly Glycol 600 L[ 072
16 | Purified water = 46.83. '
Total - T |100.003

'ICmednent 1 was Weigh‘ed into a tared 5 liter container: ,Qom'p'onents 2, 3, 4,5
and 15 were added while mixing rapidly. The mixture was mixed approximately s
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hours until ali componénts we re dissolved. The solution waé allowed .to stand .
overmght In a separate container components 6, 7, 8, 11, 12 and 13 were mixed
until dnssolved and unuform Components 8 and 10 were added with mixing. The
‘second solutnon was ‘combined with the first and mixed well.. Component 14 was
add’éd and mixed untit uniform. The remaining water 16 was added and mixed for
10 minoies. The viscosity of the final mix was 495 cpé on a spindls #2 @ -30 rpm.

Table2 -

No. Component %wlvwi Grams
T | Purified waler . ~ 3358
2 ACesuifame K A'O.415~ .
3~ | Sucralose T 0.42 .
4 Pullylan 10.00
5 | Mint flavor 270
6 Physcool - 0.09
7 Raspberryﬂavor' "1.00
8 I-Menthol - 2.20 -
9 Polysorbate 80 0.25
10 | Sorbitan monooleate ' 0.25
T [Talc 0.60
12| Triacetin 0.50
13 [‘Purified water 47.96
Total 100.00,

Component 1 was weighed into a tared 5 liter container. Components 2.3 d4and
12 were added while mixing rapldly The mixture was mixed approxlmately 5
hours until all components were dnssolved The solution was allowed to stand

overmght Ina separate container components 56,7, 8 9 and 10 were mtxed
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until dissolved and uniform. _The second solution was combined with the first and-
mixed well.. Component 11 were added and mixed until uniform. The remaining

waler 13 was added and mixed for 10 minutes. - The viscosity of the final mix was
196 cps on a spindie #2 @ 30 rpm.
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CLAIMS

1. A film-coated solid oral dosage form comprising
‘a) asolid core ‘
b) an orany dussolvable Him coatmg composmon compnsmg
i) puliulan; : ‘
ii) atleast one sensory cue agent and
i) a plastlmzer .
wherein said film coating is abplied to said core.

2. The o.réily 'dissolvablle film coating bompositibn of claim 1 where said
pufiulan cpmpn’ses ffom about 0.1 to about 20 w/w % of the composition.

3. The orallly dissol\}able film coatihg composition of claim 1 wherein said
plasticizer is selected from the group consisting of polyhydric alcohols, esters of
- polyhydric alcohols and mixtures thereof. - '

4. ~The orally dissolvable film coating composition of claim .1 wherein said
plasticizer is an ester of a polyhydric alcohol.

5. . The orally dissolvable. film coating composition of claim 1 wherein the
plasticizer comprises from about 0.01 wt/wt % to about 10 wi/wt %.

6. Thie orally dissoivable film coating according to claim 1 wherein at least or_iej
sensory cue agent is in amount from about 0.01 1o about 25 wt/wt % of the film.

7. The orally dissolvable film coating composition according to claim 1 wherein
the sensory cue agent is a volatile sensory cue agent.
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8. The orally dissolvable film coating composition according to claim 1 wherein
the sensory cue agent is selected from the group consisting of coollng agents, |
heat sensation agents essential oils, flavoring agents, amdulants and mlxtures
thereof. .

9. ‘ The orally dissolvable film coating composition of claim 1 further comprising
a surfactant.

10. The composition accordlng to claim 1 wherein *he w:l'd core is selected
from the group consustnng of tablet, caplet, wafer, granule, powder and chewab!a
tablet.

11. The composutlon accordmg to claim 1 where the orally dissolvable film .
coating comprises from about 11015 w/w % of the total solid oral dosage form.

.12. ‘A means for treating' a patient comprising administering a pharmaceutic'al
dosage form coated with an orally dissolvable film coating containing pullulan a
plasticizer, and at least one sensory cue agent, such that said sensory cue agent
imparts an immediate percepvable sensory cue in the mouth or nasal passages.

13. ° A method for preparing a film-coated solld oral dosage form comprising the .
steps of: ' .
' a) Slending'pullulan with a p\asticizer for a time sufficiént to form a
homogeneous mixture; | ‘ -
b). adding volatile sensory cue agents to the homogeneoﬁs mixture in
a), and | '
c) - applying the mlxiure to a solid oral dosage form core.
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