| MPROVED TABLET COATI NG Thi s international patent
application clains priority fromAustralian

w@e@wiosisanal patent application 2007906008 fi | rAdT/AD2M8/001596
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Novenber 2007, the contents of which are herein

i ncorporated by this referencel- Field The present

invention relates to coatings for tablets for
pharmaceutical, nut \asROVESATABIEY @OAYENES | hary use.

More specifi cal | y, the present invention relates to
flavoured coatings that have a pl easant nouthfeel. The
pﬂﬁ§?rﬁérnbfﬂdh%‘ﬂ¥)h%ﬂt ghsieakil bRt ;Srfbrlgf PERSART afi prOV|S||onaI patent

prepari ng coate p armaceut 1 cal nutraceuti ca

t 2Hlieqtion9r 8p6QAS: fded ﬁ&ﬂyN@\é%'I“@r@OOEatBRgﬁoﬁt?ﬁE ¢ftwhigh are herein

KiReMBolafedyOMisdBierGickye agents to individuals for a
vari ety of ‘purposes. Pharmaceutically active agents

such as drugs or nedi canents can be used to treat
diiggases or for prophylactic purposes. Nutraceutically
actirve agents can be used for a variety of nedical and
non- nedi cal purposes including suppl enenting dietary

' m@&@seﬁﬂh‘\%ﬂﬁbﬁ‘%l%éft@ﬁgﬁ%g ford@blether bh%ae%@al nutraceutical
adm ni stration of active agénts is the nost conmon

NHHEOTOYSIRHIANN LSS r AQTBrEPerifiCayn{hec REERNt inverdiondsiatagbiogfiavoured

téba%ﬁ?@ Whétl%veaétm&&aﬁg%lﬁhfé@ C‘Tﬁ@ﬁﬁ’%&ﬁ |(1\$éHt|bﬁ’)also relates to
tablets for oral adm nistration due to reasons of

SRIABRISES O BEApALIAY CosieRphasnageutisplardien Biasseticab tablets and/or

oRséitry thBRhet s typically deliver a pharmacol ogically
effectlve anount of an active agent to the

gastr0| ntestinal tract of the human or aninmal to which

t BEkafagadm ni stered. Tabl ets can have one or nore
coatrngs that provide a variety of benefits, including

t he maski ng of objectionable flavours or odors

Pit Ok ek t¢!N5bABE eactn@@' ﬁen&ortm%d.tnuem fok r@r\@vwgoi Birposes.
ease wth which the tablets are swall owed, providing
pPlArBReeWicalbf agtiye agents such as drugs or medicaments can be uSed to treat
diseases or for prophylactic purposes. Nutraceutically active agents can be used for a
variety of medical and non-medical purposes including supplementing dietary intake,

enhancing performance, and the like.

Oral administration of active agents is the most common mode of administration. In
many cases it is desirable to administer active agents as compressed (solid) tablets
for oral administration due to reasons of stability, economy, simplicity, and
convenience of dosing. Tablets typically deliver a pharmacologically effective amount
of an active agent to the gastrointestinal tract of the human or animal to which they

are administered.

Tablets can have one or more coatings that provide a variety of benefits, including the
masking of objectionable flavours or odors, protecting unstable tablet compositions,
improving the ease with which the tablets are swallowed, providing protection of the
tablets through the stomach with enteric coatings, improving the appearance of the
tablets, improving the mouthfeel of the tablets, colouring the tablets, and the like.
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the |ike. Nunmerous net hods for coating tablets with one
or nore coatings are known. Tiey include sugar
coating, solvent filmcoating, aqueous film coating,

dﬁurﬂ&%@srn@étﬁ@c?sefo?%&tir{ggtaﬁfé% @RRRHE &r 73k Idd8tings are known They
techni ques. Sonme of the nbst comonly used coatin

'6@!&99 &reaperdfingr pelvent| fﬂﬁ”c%'f‘@\ga@@é’#ﬁ Sim &PRHAG QYQSif release
H?bh@gFa‘hﬁFe‘d&ﬁng RehMgged he ability to produce a

tabl et in"which the coating conprises |ess than 5% of

the wei ght, better resistance to chipping, and

| 96he 3% et nast &tmrﬁér'ilﬁrlhgécﬁ‘ codlPlg¥ 'T@da% BRIARSR ARARLESY agents.

to tablets usin aqueous and non- aqueous
sHIVABIROSS Wﬁﬁk}’”leﬂﬁIC@@t'r@éd'E“F'Wé%th&r@”ﬁbF%@de‘F%ﬁwt@@W in which the

Véo%%ﬁé'cb)hp%é’sr 6X PthaR Yoreys hé GRl; g%HJI!' Bét‘?er(ﬂéglé/f%hc@"lg chibping, and

propriate plasticiser. The coa pi cal
a'ﬁfﬂe?ﬁﬂ 15Ieh SEIIAi ﬁ@'yg‘)@@t *@ﬁed?eeﬁéppk%’ pdalaletsatﬂlr@t bqthy aqueous

aarfboﬂbhféauéﬁlﬁcéa&\?entg heyigny SaifetCHihGs 3re NE6SES Bbm low viscosity
tablets in which one or nbre of the tablet coatin

m%@wpr%'mﬁwﬂa@sgl IABYIC) Rpl a0 2RO OPr g PIRBNRSY | %@9 coating is
p@bl@&l@bddphéd’ by Stsﬁra'%/ﬁ]g's%t'éﬁ]V&{Hev@@% b R4bI SRR RBhfiNdBI8cess.

new processes preparing such an inprove
tabl et coating econonmically and efficiently continue

the i9fa béﬁtﬁlbgﬁheedﬂfﬁroﬂégfé%utn WRich sReet diatdiaRe tablet coating
reference may be nmade to docunents for the Bur pose of

deperties, n%j-‘c\b‘afﬁ slpssa spuihigeloswahevaliine nP3laiaoilie @is, ég improved.
Qo P" SSThiSYitiohs NBHE nENbroedtked %re?%]b%ﬁn@stuéﬁi dmlrﬁ&b\‘?’ed tablet

speci fication constitutes prior ar In particular, it
V\anﬂ'”%écmﬁ;@w&ﬁé effi¢igntly ﬁ%ntl”é'?é? Eﬁ@b‘”i%e%ny docurent
herei n does not constitute an adm ssion that any of

t hese docunents forns %rt of the common gener al

k HEANERyE thishsraqiicalian eferente BauRe Mpde &y ApeHmenthior the purpose of

pcﬁe%‘éﬁl&hg k/EN&J%tds%Ecté”o'f ?rfésln@érﬁiﬁht 'P«%wfek/é‘rd 'nB %dH‘s%ﬁontlQ%éé‘éQhat any
owder ed flavour conposition, whi can

d@f%?'??@dc't‘?do#” é%@@@ﬁ@flcasvnsmytumpw AiLf | B Bartawler, it will be

Wiridrslos lthdtethe $é4§r*éné‘é tHHéﬁ;P%&ﬁrhém h&leRV ides ol dadstitute an
manuf acturing efficiencies and product
admission that any of these documents forms part of the common general knowledge

in the art in any country.

Summary

The present invention arises from the finding that the use of a powdered flavour
composition, which can be obtained, for example, by spray drying a flavourant with a
carrier, such as maltodextrin, provides certain manufacturing efficiencies and product
benefits for pharmaceutical, nutraceutical and/or veterinary tablets having a flavoured
coating. The flavour composition may be used in a tablet coating composition suitable
for coating tablets having one or more beneficial properties.

The present invention provides a tablet coating composition including a cellulose
polymer, a plasticiser, a sweetener, and a powdered flavour composition, the
powdered flavour composition including a flavourant associated with a solid carrier.
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benefits for pharmaceutical, nutraceutical and/or
veterinary tablets having a flavoured coating. The

WO b@wosss4€onposi tion may be used in a tablet cPEI/ATZ08/00159

conposition suitable for coating tablets having one or

more beneficial properties. Tie present invention

provi des a tabl et coating conposition including a

cellul ose polyner, a plasticiser, a sweetener, and a
powdered flavour conposition, the powdered flavour
cﬂ?ﬁpwoﬁfa@ﬁ'ﬁ @é$%t%wﬁhf‘lh8\ﬁ@lﬂ satieadsioel ihdklgastinartially coats, is

SéUIlUFﬂeG ith! %so-lrtﬁ% Moa\SPHBé’d?’Bed SntoaDRRCHAHE haMicled’ ofttma'ecarrler in
solid carrier hat it at |least partially coats,

stBPlﬂéquéQ”WPF'HO” a-'b_%'élcﬁ'é@ela\‘?h'ﬁve%by BRISY A ﬂi‘ﬁtf@V@‘df?f@t with the

%oﬁd’é@e@é‘érﬁéﬁ' @SSSL‘leh Fnr%n?@é%b&ﬁmieﬂtst R ddwReRsd flavour composition
conposi tion. This can be achi eved by spray drying the

f FARAUTAG O %”ﬁﬁt egreniiRilié thedflayapiapeand thg cafiieh, in sone
enbodi nents, the powdered flavour conposition can be

said to consist essentially of the flavourant and th

c Hia gasrier maeinelde paiexisgy In ?R!P@l gebgdimeriss the dgxinsis ﬁ@'tOdeXt“”
enbodi ments, the dextrin is maltodextrin. The powdered

fl avour co osition may al so contain other conponents.

FOe RV a‘toHéC‘é'HIP?ﬁ't@r” Ty alge AERIAN Aha£oaRaneRie, For example,

Sthe r!:aﬂfﬁar%éyc&ﬁﬂam@ $REAAde alidh a@'@lchs@d@!téﬂnﬁﬁvelﬁ rb? |n addition,
carrier may contain a sweetener, such as a natural

aPei Fareeramayneti@ned . S"‘Iﬂﬁ%‘ﬁhaﬁ‘r‘%ﬁ? a gratyral aedrtificth, ‘Sweetener.

tNIﬁarﬁﬁfvélyeror”ﬁW a@@u'ﬂbﬁ' fhel cBHIE PHE NcohBai® O4ll g, such as sodium
car boxynet hyl cel lul ose, acaci a gum or xanthan gum The

c‘@rPQﬂyﬁwyﬂf(ﬂ”V'ﬁﬁ agaeia o qrwenthamgém coating

conp05|t| on may be sel ected fromthe group consi sti ng
thyIceIIquse hydr propyl cel | ul ose (H

h'{}'?ﬁ eR\fssE ﬁ%ﬂ'mrwﬁeééﬂ |thg %319 (P ‘?mﬂ‘ﬁﬁtt%‘n@ﬁ}’ (’9§e39'90ted from

hipdr ogse@ hYE&rﬁJétlH%;OSGf (Hﬁ@nylcellulose hydroxypronglcellulose (HPC),
hydr oxye P/ cel l ul ose” (HEMC nd

oy aseRy PRy M sthyisIEiose (HRMCapromeHRIAS o8Pl dyioxy&ipyieeliuiose (HEC),

el*f%%i! h%thﬁlé@lu%@é' HEM@ RRY ¥ ®mbifation of any two or more of the
hydroxyprop | 'met hyl cel | ul ose.

HfareaIERIPRRS | met Y| c@m% 02BOPdiMgYisi | dBee FRllulpseangelymer s
of dYé)@B%'yﬁﬂé?ﬁylceThl%sé ' Sf-133/€1$c5><ty}25ro%g/lr’rkrjﬂ‘\"ylcelluIose is available in a range

hydrox ypr opyl | ul osé that is ed may depend
otf \(l*p@sglsgm'lfhecwgwlty (pétth%,I?ydroxypropylmethylcelIulose that is used may

"&’éﬂi’eﬂ&)ﬂhrtﬂ&ébﬂaﬁ@ﬁbﬁ%bhw 0ﬁ9d£ﬁ9ﬁr6@lrﬁefﬁ&§6lﬂﬁé§e¥h£/f ng4a Qiscosity

centi poise (cp 5, 6 cps, 15 cps, or even 50 cps
nefy#- @gerg@ptsggq:@ 3 q;psS @ﬁ;@S 15 Cps, or even 50 cps may be suitable. In some

embodiments, the viscosity of the hydroxypropylmethylcellulose is about 4 cps to
about 6 cps. In some embodiments, the hydroxypropylmethylcellulose has a viscosity
of 4.5 cps. In some embodiments, the hydroxypropylmethylcellulose has a viscosity
of 5 ¢ps. In some embodiments, the hydroxypropylmethylcellulose has a viscosity of
6 cps.

The plasticiser used in the tablet coating composition may be a polyethylene glycol.
The polyethylene glycol may have a molecular weight of about 4000 to about 20000.
In some embodiments, the polyethylene glycol has a molecular weight of about 6000.

The sweetener used in the tablet coating composition may be a sweetener that has a
sweetness greater than the sweetness of sucrose. This may be any suitable natural
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hydroxypropylnethylcellulose has a viscosity of 4.5
cps. I n sone enbodi nents, the#4
hydroxypropylnethylcellulose has a viscosity of 5 cps.
| & %f@aleéwé%rf@?ma%mgtth@ r@#ﬁéuf@‘)ﬁ@é&ﬁé@s"mﬁm%rﬁ@'én%dbfﬁﬁents the
has a viscosity of cps. The plasticiser used in th
t%’!ﬁeé‘?”%ﬁawchfﬁo%npom tion may be a pol yet hyl ene
egcoI The pol yethyl ene gl ycol may have a nol ecul ar

ght of about 4000 to about 20000. In sone
eﬁ%é@%n@%ﬁtmg HEMRosien HpRe Aeclley &y dyawelghinef dizgtafklet coating
V&IniiYsitieh, 40804, &HlABse EBIZm%V"Q?’B@%?Jas‘ﬁ&@Qr oy 5%%‘&&@@? and 5-

coati ng COfT'pOSI tion nma e a sweetener that has a

shcet PrRYeret diaveyr PWHHOS’(”F%‘ svige$9fBa serppodimentas dhe taplet coating

BB RRIRBAYAISHUINEBBEE bYadri dight Af thePlabRE Ebitln?'&;lmposmon 5-25% of
sweet ener having the requisite sweetness. [n sone

e?iﬁ’@émﬁentnssorﬂﬁ@”&Qﬁé’é’@%rﬁ%rthﬁstaglﬁbP%twecom?%'tloﬁbm@tldes by dry

Phtn%f CRRPeHIdti 85atlfRY chbRpbsifsh, By-e8sy déﬁulgég ;SHIyrﬁé}e 10-30%
tablet coating conposition, 40-80% cellulose polyner,

SRIBYRSE Ast-PE g@eter@r,lar’g%os@%pgwggred5I,amm5 composition.
powdered fl avour conposi tion. In sone enbodi nents, the

tabl et coating conposition also includes, by dry
wEiglRpled £oqting Qoﬁtﬂoétt'oﬂ(%ﬁyl Hep 6@11%'8&"@3%‘%99“?@@6@“‘“”9 but not

le&f%%sadﬂéﬂerﬂgmﬁbm%d 'eﬁﬁjfﬂif%rs tah@- fbémin?tag‘éﬁ@t E®\Burants, coating
onposi tion incl udes, y wei ght of the tabl

c%!"ﬂ?f@ fEHpRAESt @Qﬁwaﬁﬂ{éﬁe@@@cel | ul ose pol yner, 10 30%
plasticiser, 0.1 -2% sweetener, and 10-30% powdered

fl avour conposition. The tabl et coati ng conposition
nRyECHIS@MBRMNMENtS, BieHakleLenAtina SAMPOFiHe @ﬁl?@'ve&&r sygpended in a

I Iio{ﬂd &thbOit cABE BEHIIed to hURKIEC ATHUS, the fi%s%hf .Ineér&.on further provides

f oam ng agents, colourants, coati n%
f? é%j?‘%rf‘@é‘ﬁ”g AW 'a‘ét"i"%t%éﬁf%“eﬂtﬁ”%ﬁ%" rﬁ?@ﬂ”gréﬁmos't'on and a
id.abl et coating conposition is dissolved or

suspended inaliquid so that it can be applied to a
tabl et. Thus, the present invention further provides a

t Adofie ér‘ﬁ%dlﬁﬁgnfs| tHediduRfbiude Wﬁolétr&aﬂﬁ@ﬂ@ﬂ%‘b'%ﬂt The solvent
tabl et coating conposition and
may be an organic solvent, an aqueous solvent or water. In some embodiments, the
solvent is an aqueous solvent containing ethanol and water. In some embodiments,
the solvent is about 20% to about 80% ethanol/water. In some embodiments, the

solvent is 60% ethanol/water.

In some embodiments, the coating fluid includes, by weight, 6-7% cellulose polymer,
1-2% plasticiser, 0.1-0.3% sweetener, 1-3% powdered flavour composition, 52-53%
ethanol, and 35-36% water. In some embodiments, the coating fluid also includes 1-
2% of pigments. In some embodiments, the coating fluid includes 6-7% hypromellose
5 or 6 cps, 1-2% polyethylene glycol 6000 (plasticiser), 1-2% talc-purified/titanium
dioxide/colour, 1-3% flavour/maltodextrin powder (the weaker the flavour the more is
needed), 0.1-0.2% sucralose (depending on how sweet consumers like it), about 53%
ethanol 96% BP, and about 35% water (purified).



liquid. I'n some enbodi ments, the liquid of the tabl et
coating fluid is a solvent. The solvent nay be an
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enbodi nents, the solvent is an aqueous sol vent
cont ai ni ng et hanol and water.-3m some enbodi nents, the
solvent is about 20%to about 80% et hanol /water. In

SPHEp @E&ﬂ%\)@ﬁ%rﬁalsé E%vﬁ)%%‘é%rm§ce@9c/al%tﬂ&riﬁélédi@é er.

sone enbodi nent s, e coatin i d 1 ncludes

wei ght’, aGQ"W%’B@Iﬂ'rIQ @”S%Ct\yélagﬁ@v and - 29 pl asti ci ser,

0.1-0. 3% s#mgt ener, 1-3% powdered flavour conposition,
52-53% et hanol , and 35- 36% water. |In sone enbodi nents,

the cealiing Rgmed (P A fadieticRalingdeasNPrsitin,irludingAeatilose pplymer, a
S&Qﬁlc%@poéjbmte%r hh@ a%lﬁ@de'ﬂéh flz!ix}‘blui?j chFbélﬁ@rﬁ s Bo’Wd%rgg flavour

hypronel | ose 5 or cps, 1-2% pol yet hyl ene gl ycol
(%ﬂ”é@,ocsit'@f‘ dnglydingia Q%Otuéﬂf‘é aﬁ%ﬂ‘ﬁ'ﬁ*?‘bﬂﬁ'@ AEAld eafier.
di oxi de/ col our, 1-3%fl avour/ maltodextri n povvder (the
weaker the flavour the nore is needed), -0.2%
st erllyose POFER R ARJICERT RMRCERSE NG 8%9@1‘6@' §|3V<Ptl€é7°mp}>3't'°” may

ahosd &3 &d bane! 96% BP, and about 35% wat er
(purified). The present invention also provides a

pharmaceutical tablet including: - a core containing

a'rheaﬁétiiv‘éeag?"éiﬁrﬂﬁay B&G ph@nfaealticaty aﬁm QQéhtt' AthuraEe®@ally active
froma tablet coating conposition including a

c@qnlhp'b%éetﬁﬁ'l‘%fﬁ’é’rac’['&e POt i ci ser, a sweetener, and a
powder ed flavour conposition, the powder ed fl avour

conposition including a flavourant associated with a
i) %omec%mp@fémentﬁhwedaamw BsaPrhed yorie, cqse 25t yid &y spray coating.

STIREESIMRE nybeldbtel % do bben®dt b %@H%bﬁth@ otaBYeifift oftthe tablet.
descri bed earlier. The active agent may be a

phar maceutically active agent, a nutraceutically

afid BResBBE MveMiond a8t biigey al bﬁécé‘§st for orasiftiMy- a |ddafcRMBblet, the
enbodi nents, the coating is applied to the Ccore as a

fH’reF%FSHSPC'%CB'F%y coating. The coating may be about 1%to
about 6¥%nniNg DkiRbsd RRIVHRE 2k WRb@Keroh thsetbR&t &f powdered

flavour composition and a liquid to form a tablet coating fluid, the powdered
flavour composition including a flavourant associated with a solid carrier;

- applying the tablet coating fluid to a core containing an active agent; and

- removing a majority of the liquid to provide a coated tablet.

The present invention also provides a process for preparing a coated tablet, the
process including:

- providing a tablet coating composition including a cellulose polymer, a
plasticiser, a sweetener, and a powdered flavour composition, the powdered
flavour composition including a flavourant associated with a solid carrier;

- combining the tablet coating composition and a liquid to form a tablet coating
fluid;

- applying the tablet coating fluid to a core containing an active agent; and

- removing a majority of the fluid to provide a coated tablet.

The present invention also provides a process for preparing a coated tablet, the
process including:
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The present invention also provides a process for
preparing a coated tablet, the process including:

wa@orvbiosisng a cel | ul ose pol ymer, a pl astici ser, PEI/AU2008/001596

sweet ener, a powdered flavour conposition and aliquid

to forma tablet coating flui®- the powdered flavour

conposition including a flavourant associated with a

sol Ld cablibifg a BBRK: tbathd hﬁdﬁﬁ@'t%letc&ﬂatnh@@ufd' ﬂéhﬁ‘ed fofh a tablet

core containing an active agent; and renbving a

maj or i tGPAYRT EPBPOSIEAN 'ﬂdt‘@”%la&?l"diés%p@b'ﬁ?reé Rizadiciser, amyeetener,

presemadd“éeﬁé\héiﬁ?fe@'fﬁa%w @Uﬂnﬁ@sﬁhcﬁ% Hﬁ@cﬁﬁfﬁiefr&f flavour composition

preparing a coated tab rocess includin

provi diihguding atﬁlaéeure@tam@at@@mwgﬁ &Q“Gﬁamﬁblaiﬂ‘éladlﬁflutﬁj

cel Lul Ry t‘}‘lgﬁféblet%oﬁhr%{';ﬂdl@tosﬁﬁore%oﬁté‘ﬁﬁﬁgaﬂ?éctlv@%eﬁ‘t and

powder ed fl avour composition wder ed fl avour

COMPOSi V@F‘@M'”Q@dﬂalef”b{g’fH‘eﬂl%ﬂﬁderpé?wdea%é‘;%ﬁﬁfa@@tw th a

solid carrier; - conmbining the tablet coating

conposi tion and a |i quid to forma tabl et coating

f TRA Bresapinvantign else W%‘b‘l"@t forBeg Phy PeYEergdifigveurcemposition in the

C&@b@aﬂér’ﬂ@f BIbIAChANR @&ﬁ;%sutloﬂnﬂwer @H@Yba&lr@ BrhIsitiol iRdluding a
luid to provide a coated tablet. The present

|<Fﬁué||‘?ﬁ? oRIvaIS 02 asirigess %SW%%%sa'ﬁ‘bla RAVEGPAR] Agvayr composition,

CRREEM %@%cﬁ@deré&ﬁaﬁu@%%oblﬂ% GeHi@s PE Xy cliraet é’ssomated with a

tabl et coating fluid, the tablet coating fluid forned

f$EhCACRbI et coating conposition including a

cel lulose polyner, a plasticiser, a sweetener, and a

powder ed fl avour nposition, the powdered fl avour

cU?‘?p@é?StePbﬂf‘WeﬁE?m&'ﬁﬁ’g pﬁ’queévféﬁrléﬁt ofadsigblehtcoating cAmgosition as

S@dscHbEPRéERR in tRE BrepaldtiBHicha coafPlaien thriihe trballet of a disease,
coating fluid to a core containing an active agent;

RNAHIeRSY Aiggrdgr ied BYMaY oAk |iquid to provide a
coated tablet. The present invention also provides for
use of a powdered flavour conposition in the

pT@pa'ieé?”thV%F'oﬂ ARoeRrovidas fH G BEHIESeIiesHNI aHdsqags) eqndition or
C8SrHBYinCL RBMah tor ARirhdl ClHdGhB®@ 0@ including administering to the human or
animal a coated tablet as described herein, wherein the active agent is suitable for the

treatment of the disease, condition or disorder.

Detailed Description

Before proceeding to describe the present invention, and embodiments thereof, in
more detail it is important to note that various terms that will be used throughout the
specification have meanings that will be well understood by a skilled addressee.

However, for ease of reference, some of these terms will now be defined.

The term “active agent”, and variations thereof, as used herein means a substance or
group of substances that illicit a physiological response when administered to a
human or animal. The term includes a substance or group of substances that is
intended for use in the diagnosis, cure, mitigation, treatment or prevention of an
undesirable state in a human or animal. The active agent may be a pharmaceutically
active agent, a nutraceutically active agent or a veterinarally active agent. For
example, the active agent may be a drug that is used therapeutically to treat or
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cel lul ose polynmer, a plasticiser, a sweetener, and a
powdered fl avour conposition, wherein the powdered

WO b@wosss4conposi tion includes a flavourant assPCI/AU2@®S/001596

with a solid carrier. The present invention al so

provi des for use of a tablet -coating conposition as
described herein in the preparation of a coated tabl et
f;%vérﬁea biseaddeite Fhfhlﬂnéjr\ss&a&‘ﬁma%onﬁkém&& ®f a@!nﬁeoééiéﬂts include
in a human or ani nal resent invention also
pPlsingeuticalr  actives, hoHFeE#pel.U atﬁch‘gesa dita@Ese, nEBerals: i swtritional

Ofyplehrer  biBtafy hLETB leRfenfi "®smetibe s@LBOd &gl h’é}%ngactives,
admmsterlngtot uman or animal a coated table

a@t@é%tiqaﬁetﬂr%ﬁhef%m%ér giefilanise PASIAM@NEsgBHtrieNts, proteinaceous
SbicARlsegdrfes, éH?GmBé@rﬁééT‘ﬁNA hd biher Hbl%Séﬁlemat%ﬁélQ' tion

or disorder. Detail Description Before proceeding to
descri be the present |nvent|on and enbodi nents

thet edns *d&tl\?@rpﬁalqﬂc%bhcdl tagefit'] Whéégutlbéllynﬁétﬁ/et Afdnt’, "active

various terns that w || be used throughout 'the )
s{ieg| AN Al nath e’ WQWI HEan @ﬁ‘é@cwel phas@aggytical ingredient ("API"),

Uuﬂei@auﬁ@ ﬂ@%h@ﬂna@:eﬁiﬁdll# %%ei‘ﬁéﬁl@§§l%e as mW%‘é% thefé?'rhy&%§§ hydrated
of reference, sone of these terms will now be déefined

Tl selyated dermsydn Hgeform, of pipdrsgsi and E‘n@et'ﬁ@w@b@”y epfically active

UsRetiRAER! di trﬁmpﬁasawéluassbamsrpﬁg ogfhelmmof substances
that illicit a physiological response when

adm nistered to a hunan or animal. The term i ncl udes a

STRS 1R Rfived hot ddtic A UREhNgRs rﬁd’il%'beutﬁza|l)f‘ta€ﬂfé5ggérﬁf as used
use in the diagnosis, cure, mtigation, treatment or

phEGIBNTERh 26V fﬁ?id @ﬁd@§IWEBﬁ$%§‘§IS@WCﬁ thah murpreyide medicinal or

ad iR bendiis, iRdldiNG RNV enTBY aRE trdathidat FRGissdskcal |y
active agent, a nutraceutically active agent or a

veterinarally active agent. For exanple, the active

apiRN e YpRamRcaltedly RatepdtSolts ad. &Jb@r Ab&AH In@@&nlsyatéubstance or
treat or prevent a di'sease state in hunmans or ani ma

ESCATRISEEN othah i GAMRATEIR Shemichlit caneiar Inxiceleaicaty W'th the other

aiﬁ%}ﬂekﬂ?é‘ﬁts |hé1€di|ﬁ@§l#6r#®|a'=ﬁéh' ARBor tMé Fﬁéﬁﬂrﬁ@ belRgNRya®d s
ritional supplenents, dietary supplenents, cosnetic

actives, veterinary actives, nutraceuticals, growh

rﬁ@le@ho"tﬁoletsbydsbémﬂéﬁem Wﬂe%h@@éiﬁ@le dbdhgé 8RS i.e. the single entity
péo%ttaenlwlrn]g(t:ﬁeogcstlve agent that is administered to the subject. The term "tablet" also
includes a tablet that may be a combination of one or more "minitablets" or “cores”.
The mintablets or cores may be used in capsules or even sachets (if smaller than

about 3mm).

The term “pharmaceutical tablet” as used herein means a tablet that contains one or
more active agents, and includes a tablet for pharmaceutical, nutraceutical or

veterinary use.

The term "core" as used herein means any structure that is surrounded (partially or
wholly) by a wall, membrane, or coating. The wall, membrane, or coating can be a

functional or non-functional coating.

The terms "powder" and "powdered" as used herein mean a particulate material
consisting of a loose aggregation of fine solid particles.
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and "drug" as used herein nmean any active

phar maceutical ingredient ("AB”), including its

phar maceutically acceptable salts, as well as in the

anhydrous hydrated, and solvated forms, in the form
prodrugs, and in the individually optlcally active

e%ttﬁr(ﬁfﬂ%rge@fngt"hétr%bl ais "eatmest priey @SRy o @Relioration or

Allimindtldd df %rdiéie é%dnﬂﬁ’oﬁ'& bRERIE bR it RISPEen &lsblished. The term
‘nutraceutically active ent” as used herein nmean any

f BEPhylaxigutaers geneadet @?&H@@“@Wﬁf theeapspl &\A @aease, condition

n&dbebRRl o@rofhﬁadrb&sﬁemﬁf Ich&  lehd) @b UHE Ndisdda8, lébﬁ‘diﬁ‘dht loPNisorder
and treatnent of disease. The term "pharmaceuti cal l

y
alCRrEPA b PECPhylaxigh &l Hererwrensana’ BYMRISDE 4 disease, condition or
casmasi tion that is conpatible chem cally and/or
toxicologically wwth the other ingredients including a
formul ati on, and/or the mammal being treated. The term

"Trﬂebie% @fﬁacHx?@QmB@rﬁtehﬁ‘d Wﬁér%%e@tlcﬁhﬁgff&:tld@%ﬁ%‘énf" Q&fBY generally to
i.e. the single entity containing th e active agent

t HheMosNhEhR foSPOKBY o Compesidpmitiealt (i) tepts Pérpfﬁ"ef@bmét particular

3&1|§(9as'en§6ddﬂ%‘ﬁ 8r éh@@ld@lt ﬁ rb?tbnﬁﬁEs ba?ného%é@'o‘ﬂ@hr‘n%té%fone or more
one or nore "mnit ‘cores". The mintab

ofYMRiPES Ofrifip B@t'%@dd'ﬁf?ﬁséaﬁ%ﬁﬂ'@ oF dﬁv@wrs%wépgevents or delays

SiBloh8st df BAG oPRBHE sy ms Bh@letp%'?tmu AP BREERE RBAdIFSH, or disorder.
tablet” as used herein neans a tablet that contains

one or nore active agents, and includes a tablet for

PH® PERG8ULLIGE aRET AP AL BbedPherél RlchRaYmE®Bers Iétethe animal
term"core" ‘as used herein nmeans any structure that is

SHIPQANTh AR IBER YIS y or whol Iy) by a wal |, menbrane,
or coating. The wall, nenbrane, or coating can be a

functional or non-functional coati ng. The terns
"PnREISeNh RyenisnaVisge adakiricePakiBg SOMARSHAN 4ncluding a cellulose

p&ﬂ)}m@r‘“aatp%sﬂ&‘é@rr Iaalswe@t@ﬁérstdrfagaoéo\@dér@&mv@gg&&ﬁ@ééltm The
fine solid pa ticles. The terns ‘treating”, "treat"

OQOWQQY%HQVQH{ eom@qsgpng@ﬁ@%@ Navouraghetsosiatad With apolid carier.

The powdered flavour composition may be prepared by spray drying the flavourant
with the carrier, thereby providing a flavour composition in which the flavourant at
least partially coats, or is associated with, some of the granules or particles of the

carrier.

The flavourant may be any natural, artificial or synthetic compound or mixture of
compounds that is pharmaceutically, nutraceutically or veterinarally acceptable. An
illustrative list of flavourants for pharmaceutical and nutraceutical applications includes
volatile oils, synthetic flavour oils, flavouring aromatics, oils, liquids, oleoresins and
extracts derived from plants, leaves, flowers, fruits, stems, roots, and combinations
thereof. Non-limiting examples of flavour oils include spearmint oil, cinnamon oil, oil
of wintergreen (methyl salicylate), peppermint oil, clove oil, bay oil, anise oil,
eucalyptus oil, thyme oil, cedar leaf oil, oil of nutmeg, allspice, oil of sage, mace, oil of
bitter almonds, cassia oil, and combinations thereof. Suitable flavourants also

include, for example, artificial, natural and synthetic fruit flavours such as citrus oils
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elimnation of a disease, condition or disorder once
it has been established. The term "prophyl axi s" refers

w@emwensisihy to treatnment to prevent the onset 0PCHAU2008/001596

di sease, condition or disorder or of a process that
can | ead to t he di sease, condi%ion or disorder
("primary" prophylaxis), or the recurrence of synptons

o(fe Qh%‘ﬁa§?angﬁoﬂqétérﬂ‘g%ﬁeﬁw%ofrg?%ssémﬁst(@bmsapple pear, peach,
effective anount er apeut i cal

TR rADLRY. GERRATE. )oY, RUN PIBERRPITEPHCRIGTHRIAT i flavours)

C@ﬂ‘i@PﬁJsbfu@%rﬁfﬁﬁﬁ katdral raﬁats%/nﬂ{et@rf%‘(/&ﬁ“aﬁtst eluBardnoEMhR! coffee,
di sease, condition, or disorde (1) attenuates,

atrsilio PaReYsPOwers| A ermRigatinns tb?reﬁ’br Pthgy Wﬁ?f@hﬂa‘tﬁur‘%ﬂ’ﬁ% include

PaB&Hyeieb %rnddés‘i’&é‘sﬁjchc&ngéﬁia%h HepQr Qﬁﬁond?rcnéél' |e¥non lime),
prevents or del ays the onset o one of nore sy

oferaiHiemay imglildgpanal £xaRes, Ieeenli @lrevded:- 8d?'§6$ HE'FS q’rqa\%hyde C-

L1 &Rus Fulth)eGldengdd C- P@t(élﬁﬁ‘sl frufls), lt@ﬁdalb@rfy%b”(cﬁ@rﬂﬁ a"h'n'ond 2,6-
menbers of the ani mal _kin dom i'ncl udi_ ng "humans

pRli BB Ytoctanakigre e Tyi. d&;qﬂq@e@ab cttwgméqnd@a@)t pp@combmatlons thereof.

conmposi tion including a cellulose polyner, a
pl asticiser, a sweetener, and a powdered fl avour
cAMpBstralien listrak f'BW@ﬁ‘tédof IVRESINRTYC éﬁ@i@éﬁ'quso [micludgs upedile oils,

asyfnhfé\t’euﬁa@%r %ﬂé?oﬂé\ﬁ)tuﬂﬁg V\érbﬁaﬁcssoélisd PEY STeoreEh% and extracts
owder ed fl avour conposition may be prepared by spray

d¥efivRg fﬁoﬁbaﬁ'%tﬂl%ﬁ lofves, {ouergaliyitse lemsdp@ipyand combinations

Pthedoli R@naindit Ve Et&BOgVb LRt RciiBé Fhedt RRtract, fish extract, and
flavourant at | east partially coats, or is associated

wiagstables@ragt the granul es or particles of the
carrier. The flavourant may be any natural, artificial

or synthetic conpound or m xture of conpounds that is
pHif FRIBRUDAYL HiClupe andRnirit elitSO8 ebetimpBiSefiertiextin i maltodextrin.

AnaRGRBINE is /én do|ylsé'é’dh"aﬂ&é Vifiad I.sstw.@élyf L ARt foobiOkdditive and
pharmaceuti cal 'and nutraceutical_ a i cati ons incl udes

VAP RERl SXCIRGTH WS % o GiRIaBIe sommexgjdlyr i e maltodextrin

aHeAR hfSa D?e'xlr@se EhGhUél@ﬁt OH) Qﬁraﬁb‘ébf‘% 39 @8Nt SACKS the DE of the
derived from pl ants, eaves flowers, fruits, stens,

r'DaledexBindnE 8ATASH &R PeRs SWeRIPRSSF AN ONRaRItyri HPW@V%X@%”é§ having
o4 Ilel 8l gihteRithsn bP&UtUREaRPERh ByRlp Siibs ahbMRRBEE Yhich are more
Oi

hygroscopic. Dextrose is also less favoured by diabetics and consumers may also
prefer “sugarless” products having fewer calories.

The powdered flavour composition may contain flavourant in an amount from about
1% to about 20%, by weight, with the remainder being carrier and, optionally, other
components. In some embodiments, the powdered flavour composition contains

about 10%, by weight, of the flavourant and about 90%, by weight, maltodextrin.

As discussed, the powdered flavour composition may contain other components in
addition to the carrier. For example, the powdered flavour composition may contain
another saccharide or polysaccharide, such as glucose or dextrose. Alternatively, or
in addition, the powdered flavour composition may contain a sweetener, such as a
natural or artificial sweetener. Alternatively, or in addition, the powdered flavour
composition may contain a gum, such as sodium carboxymethylcellulose, acacia gum

or xanthan gum (e.g. Keltrol F). Gums can be added to improve mouthfeel as they
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of wntergreen (nethyl salicylate), peppermnt oil,

clove oil, bay oil, anise oil, eucalyptus oil, thyne
woedogoswsdar | eaf oil, oil of nutnmeg, allspice, POi/AUF08/001596
sage, mace, oil of bitter alnonds, cassia oil, and

conbi nati ons thereof. Suitabté0f|avourants al so

i nclude, for exanple, artificial, natural and

SriéBFdﬂﬁéWéFl Wﬂéﬁ' ﬁut fl @Y %Hu‘?’h §N&Huué'r§y FdiddseSh@aRUET8m the coating by
| enon, orange, lime, and grapefruit), fruit essences

(b!egkmg ABPI e, pear peach, grape, strawberry,

raspberry, cherry, plum pineapple, apricot or other

fruit flavours). OQther useful artificial J natural and
s@?ﬂeﬁ'& peusing sy paneered fiaveirecarprassioarand susegeently combining it

\C’\IWEH bih8s cdPEHEnRAYWHS rSthe @élﬂet%ﬁmd"@dméﬂéﬁlohhé?fh%@ft becomes both a

her useful flavourants include hydes and esters,
siavauadng arfyattiganlinercdienbripgre Q{Prjr%?i"dmreéjiec”ﬁ% fo yeighuil, and the

|;bd¥iﬁ)ered’ﬁé\%ur(doﬁ%9m0rl1 '|§Tﬁ}>rméil9Q@é’hal/olémé %‘Qf?ﬁ é‘ﬁ&iﬂﬂ)ﬂ»avourant is
al dehyde C-8 (citrus fruits),

f 40 Whichag pegiylder %tatzltty(a@ﬁtmwfathag@ty 'E‘Qﬁe@l’ ”’@I ‘d’éﬂ&l‘t}’e‘)f liquid
(fv8liants ahamiad)accdrafs GHSTRE Mol 6 amioufa@E e&ﬁlcﬁﬁ Uhﬁaer normal

2-dodenal (citrus mandarin), and conbi nations thereo
ARRDYTRGIERGEPRAIONS s tAlRs. the BRlweNdfit athployolgide EPMRANSAL(S) ) of liquid

aﬁH@/bUt‘"aﬂﬁs' Ay h'aU@'dé@lﬁﬁeﬁfél' é‘ﬁédtse ofi thg, taﬁl)éf"bﬁl%t Wheh |tﬁé’Qé’c§Iets are
oils, flavouri nﬁaaromau CS ils, Iiquids, ol eoresins

SORAIGSKOGRUBE (0RoFIR RS CAR GAChiST Iﬁa%thrw@&niostheﬂewesln addition, we

fheeforingf fhat tv@nensh%'mg hO&ating aMA CORRIMAY 118 Spowdered flavour
thereof. Non-limting exarrPI es of fl avourants i ncl ude
at

rROFPASIOR 488 Viscpsify @‘xtf‘?ef@ ”Qaﬂkﬂd\}%@é‘iaé?ﬂ 1Bag)ii 2 4g¢id fiemeurant is

C@deli Sid FRY fil EdrmeHy Betf@ioluf iof thd Boéti?ﬁeﬂlﬁ@b@qh&%%&a Including a
the dextrin is naltodextrin. Maltodextrin is

pRAWESARTE YO HeP RPN ProYidRs %/f"[]‘s\@W @ROdstreHaH %ﬂﬂ’oﬁqhie@@”
and pharmaceutical excipient and is widely available
commercially. The maltodextrin ideally has a Dextrose
ERUIPUNg Wt W@dEﬁveofouﬁgoib‘@t fhe ge a‘Ho%tpWer% flgyur ppongggosition in

tﬂaﬁmﬁ@ilﬁg‘)ﬁ@)ﬁtﬂeﬁbdaﬂﬁ@ @%S&ltloﬁpglﬁ@selifsest‘éee?&é@@@ta%@ that may have
solubility. However, materials having a DE of greater

Iﬁmﬁo%cﬁﬁssz@déqrén%hfﬁebwr%m a§°§'ﬁ’€ ta@ﬁtt floﬂﬁ%d {irmch coating

akdin fti%nm’%%ﬁcaoliblu?d fIaD%ﬁFarnPfseheea @uﬂﬁer’nﬁﬁé tﬁé“é@#ie?ﬂwat is used
by di abetics and consuners nmay al so prefer "sugarl ess”

pﬂf‘d'&mtﬁbéet ﬁﬁ@tirﬁ@m&t'o'& ﬁladrﬂr%‘ﬁde fnﬁ@%r@méeleas ﬁF%U‘@HWee| in the
?,zydhbton may contain flavourant in an anmount from
abou

We have found that the higher the percentage of powdered flavour composition used
in the tablet coating composition, the more slippery the coating feels and the more
glossy it becomes. However, if too much powdered flavour composition is used the
coating can appear frosty (whiter coats will hide this).

The powdered flavour composition is combined with the cellulose polymer, the
plasticiser, and the sweetener to form the tablet coating composition. The tablet
coating composition is suitable for coating a tablet to produce a coated tablet that has
a pleasant taste and mouthfeel and is easy to swallow.

The tablet to be coated may contain one or more of any active agent. Indeed, active
agents which may be effectively coated are not limited and include pharmaceutically
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1% to about 20% by weight, with the remai nder being
carrier and, optionally, other conponents. In sone

weedvonsisent s, the powdered fl avour conpositi onPCDAU2AI08H01596

about 10% by weight, of the flavourant and about 90%
by weight, naltodextrin. As dilscussed, the powdered
flavour conposition nmay contain other conponents in

a&(ﬂlbé'aﬁenttsonﬁth&eﬁﬁéaﬂlyearctlvé: Q?erﬁé‘%ﬁ@'@tenﬁ&%ll?%ﬁ% nts, such as
| avour comnposition confal n anot her saccharide or

p*BP%b(@@H%M fefiwered it B t%eté*oﬁeg%@”ar Thedaygued coating composition is
%érﬁéd‘ﬁy‘ Afhdle 16 cdaﬂn@@éﬂilété ebntanitg %Y&é@érﬁ%sﬁﬂn@V&féFmaceutlcally

onposi tion may contaln a sweetener, such as a natural
O@Ct'éﬁ? BOeNte; BYiracpuiigalin aetiverpqedinat Y@%ﬂ'@ﬁralﬁraqt'\ﬁe agents. Examples

aHeludé oBut bhRe RPWHGadid: | WSl(ﬁOQMSArﬁlbﬁlBg@ﬁ% SOEH alsNaspirin,
a gum such as sodi um car boxynet hyl cel | ul oSe, acaci a

RARtINQRiaTh AheqReatin e Siproif IMglusing-pntintammalan sleroidsd emzymes,

t&ote"ﬂ%r OMRibHEd hére%htnﬁ%rbﬂﬂiﬂ&@plhglbb!méV\BéﬂlmmeQndPHfs l@rivatives;
the mouth and quickly release the flavour fromt

csinech vappdiaiRiony Sih apnitregiesn antisarciapgayst ﬂéfonamlde drugs,

pé%‘éﬁ&é%d tfdn@MmHH%%ﬂpﬁ%r{dtlenag%ﬂ% PHOSEHIMNAENG agents, potassium
mbining it wth other conponentstoformthe(tJ e?

c@mrl%g”@@lﬁﬁ%mq?‘ﬁnaﬂdsth?%@ it becones both a flavour

and a functional ingredient, there are |ess

i ngredients to wei gh out and t he powder ed fl avour
co*ﬂﬁfﬁ‘@Pth‘iﬁ”M sOhoY 'I'rF%Fa”Yes%Ct'\\/%l ROPNE t938n N¢lude; | ifejui example,

f hayiesmhems o'r%rd@%eé’g Véfﬁ'a@@a@ éﬁ%ﬁﬁf@mrﬁé’tbrység%*ﬁ'té 'ahbheﬁ‘ﬁlﬁtlcs anti-
manuf act ur abi | gblg ndeed he vol atili

f@rw&m'ﬁrﬂg@”% E@ur@i'@%@”?ﬁg %ﬂﬁ'd?megﬁq”%@(ﬁ‘ﬁ'ﬁ'ﬁpe“c agents,

Oirftfoll bl UNSRIntd)OT TBRtieMBET aGbetsNg &% uépti@,@s zﬁhmtammes
the solvent (or other volatile conponent(s)) of

I d
fAHYRATIEREY e cafOHiVe ARITUIFBARIGI B99nd%ts aWXQﬁ’Qa‘f’[Sﬁqﬂet agents,

CatReYhastict n&sabﬂnﬂ#u%oﬁmr@s%ah@d ahﬂﬁ faeagféh@s fdr@@stive agents,
can tend to 1each through to the tablet n addition,

vt eagepisn anxigltic SefalvesIasHioante okripRgranCaeRior blocking agents,
chdiak %rﬂﬂro%ﬁea@éﬁ@éj eé&ﬁt:cfskeﬁ%@é” c&@ﬁp%d'éééﬁnfsh %lafgnostlc agents,

Vi SCosi t the coating fluid is greater than i
|qj'@|9ﬂQ§t'$|'@@9'lﬂga?ﬁemss CﬂJ%r@HC%rFJPP@H@W'P% hmesigjics, immunological

b&j@h’é Qi r@éul&ﬂ?@ sqeatd, RMlistleUbxhsts) rb'ﬁ?éﬂ)ﬁﬁféthdnﬁﬁﬁle%’é Mrathyroid

wdered Tl avour composition provides a filmw
g%‘ﬂtog'tnr%@'Hhmoﬁﬁﬁ%ﬁr@ﬂaglgﬂww |r§filﬁg:'h§1rm§@uﬁga)@ ster0|ds anti-
f QleRglc t Bgdntd, hastitsRn®f shdPaMdesiee fdympatHonfRBRAST tHyRild agents,

in
vasodilators, xanthines, and combinations thereof.

Nutraceutically active agents can include, for example, dietary supplements, minerals,
vitamins, and the like, and combinations thereof. Examples of nutraceutically active
agents include, vitamin A, vitamin D, vitamin E (e.g., d-alpha-tocopherol, d-alpha-
tocopheryl acetate, dl-alpha-tocopherol and dl-alpha-tocopheryl acetate), vitamin B1
and derivatives thereof, vitamin B2 and derivatives thereof, vitamin B6 and derivatives
thereof (e.g., pyridoxine hydrochloride), vitamin C and derivatives thereof (e.g.,
ascorbic acid, sodium L-ascorbate, etc.), vitamin B12 and derivatives thereof, fluoride
(e.g., sodium fluoride), calcium, magnesium, iron, proteins, amino acids, amino
saccharides (amino sugars), oligosaccharides, and combinations thereof. There may

be circumstances in which a pharmaceutically active agent may also function as a
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formul ating the tablet coating conposition gives rise
to a coated tablet that may have inproved gl oss and/ or

wowvissed conpared to a coated tabl et forned PEDAU208/001596

coating conposition in which a liquid flavourant is

used. Furthernore, the carrief2that is used in the

tabl et coating conposition may provide for inproved
gﬁlﬁ%%eﬁtﬂz‘élly”%%!wéf §§ént' Qné'l he wridhah Mtl%@é'lﬁtcallw\ﬁcmV%ent may also
found that per cent age of
fﬂua@&ﬂ‘ra%mﬁﬁ@ﬁtﬁlﬂﬁa%@w? A9¢Me t abl et coatl ng

conposition, the nore slippery the coating feels and

t he nore gl oss |t becones. Hovvever if too nuch

pDWdiEPEd Ay 600iaIn BEnasdive @oem(s §”u'§e@"”’! Rk NEYIAICOAYY N the active
am%dm@atmh(m bemofd BfofetiMd éxdb é"rﬁst&ir@rs B_hé‘ers and the like.

powdered fl avour conposition i's conbi ned
cE? PlAdyse igdletgnearticle €oplamétg Besaative a98Nk W@Y sme’@txéﬁé?’f blended

t Wit fenadshted terbbeht( Qoﬁtdnpgué?ﬁ’g?@&ﬁehh@dbl p?d?:%d&@@'a‘?lb the resulting
coating conposition is suitable for coating a tabl et

t DIXBHS FABPreSES ALY NG P ONYSTHIONAISLIIHIND gHRERMre HEING a suitably
afistbdmichfg8boland is easy to swallow The tablet to be
coated may contain one or nore of any active agent.

I ndeed, active agents which nmay be effectively coated

aree r’Eé?élet' bG&tFn%dcé\ﬂSoélﬁW Hgﬁaﬂgafhgaﬁ&%é@@' 286Gt ic¥Mposition, the
agents, nutraceutically active agents and

Ve IBIoE R PRI ac ey ePEBIRGS, - Yi6chSWRSRNRSs e abghpi elionglly.  other
q&ldrr\‘lﬁé&ﬁlcblﬂ/ acdpRigid teprag. f o tabhe édaﬂﬁ@lﬂoﬁ'ﬁ)osmon typically

coati ng 03|t|on|sBart|cuIarI sui tab

C'B‘é!tJij‘??g blYa‘BY et ohths 1RPisy C%WBW@'“?&S‘EQ ﬁ@fo ellulose polymer,

phaoBe8sticiser! d.Y-598 bv¥SeASIC BhE 5-3H4% rp@waeﬁédcwdvbur éshposRion. In
agents or veterinarally active agents.

Exanpl e
i RN EBLOFmENtsy Hergplel ‘FQﬁt'ﬂ@GOWBOS'%@'@%gﬁCE@e%M dry weight of the

atabnephﬂoamg%bﬁ@ogu&h @%5%5Blgfnﬁéhts acmt %@Oé?h&fblments the tablet
p henaceti n;, sterol dS i ncl udi nghantl nf | anmmat ory

s§Qating ggmpgﬂtﬁhlgglud%s, &Y Ennweighhefi the trblet sogling Composition, 40-60%

ERILIBKE "SR GD- 30@§|¢I’é§t|8|§erp@ﬂ-@b/l lsivdefRAgr, 'érﬁi 10 30% powdered
derivatives; anesthetics, vasodiolators such

nﬂatVPBng3%@ﬁ'tW” dﬂtspﬂﬁr%T‘*PRﬂif@ﬂ@ts g tplpbenalag &P@@QS't'O” includes,

Soady \N@l?ht dfrtﬁé“i’éﬂlét'c%'af"rﬁb é‘&ﬂp&yﬁﬂhobb&ta&@/ﬁbéuulose polymer, about
bronchl a | ati n%a%gents pot assi um chl ori d

3 ml@%wtsmer%zwt %Wﬂ,ﬁtq’rl%e angARPHE &%t f'%‘éﬂur yogposition, the
vehiindefbahy pightdntyre agents can include, for exanple,

The cellulose polymer may be any film-forming cellulose polymer. For example, the
cellulose polymer may be selected from the group consisting of: methylcellulose,
hydroxypropylcellulose (HPQ), hydroxypropylmethylcellulose (HPMC or
hypromellose), hydroxyethylcellulose (HEC), hydroxyethylmethylcellulose (HEMC),
and a combination of any two or more of the aforementioned. In some embodiments,
the cellulose polymer is hydroxypropylmethylcellulose (HPMC). Suitable HPMC
include those having a viscosity from about 1 to about 100 centipoise (cps), in
particular from about 3 to about 15 cps. HPMC having a low viscosity, i.e. from about
4 to about 6 cps, is useful. HPMC having a viscosity of 4.5, 5 or 6 cps is commercially
available.
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medi canents or drugs, e.g., anal gesics,
anti-inflanmatory agents, anthelmntics, anti

wa@eoobysisns c agents, anti biotics, anticoagul ant BCT/AU2008/001596

anti depressants, antidi abetic agents, antidiarrheal
agents, antienetic agents, anf®epileptics,
anti hi stam nes, anti hypert ensi ve agents,

afid BlUSEAEdrnGy BB sul@sﬁ‘érﬂd@yﬁ‘ép@fﬁﬁl%(/é@ltheag%ﬁﬁcs propertles of the
anti neopl astic” agent’s, | nmmunosup Fr essants, antithyroid

RRRHDG Whﬁﬁtfpm%sﬁ?/ree@@ﬂﬁ ghe pias q;segrarna)aggﬁ;p@cted om the group

%Bh's%hb@ bf FRERR ¥R é" aighfed ﬁ%ﬂ%ﬁyleﬁ@‘g%&db@@@ﬁ?l@h@rglycol and
bl ocki ng agents, cardiac i onotroplc agent

CRIPPY /e gl¥¢di ds, cough suppressants, di agnostl c

agents, di agnosti c imaging agents, di uretics,

dopam nergi cs, haenostatics, i rmunol ogi cal agents,

| hn@ome@r@lgq)cgmpﬂt@ @@é}lﬁs@ms%@(ﬂogem'e@gmc@ (also known as macrogol

piﬁrtﬁéym}@b&é?ﬂb ?oé?é)r atP'%Weﬂiy@En%%l%dl QPER)88% flexible, water
bi phosphonat es, prostaglandi ns, 'radi 0- phar maceutl cal s,

s§HRlE @elymen of Ptr'é(lqnércijﬁ'cte a@%ﬁtl%olyr%‘frﬁ avarstfierepcmolecular weights

Y Biitbfeht pﬁy%’cﬂtd?%@rf@ (£§. vu&é&éftﬂ' Glu@&%ﬁﬁn length effects. High
vasodi |l ators;, xant hi nes, and conbinati ons thereof.

NTeles¢at veighl PHGROlMess éifféh?ﬁg hg@ﬁscpqﬂq aibless fikely to leach into the

etéBFéPltH?an §drﬁé %‘Eﬁér%\ﬁéﬂ RERBLISY \Méﬁdﬁ?rp?dsﬁmsé/r’st a‘l‘ﬂé“ﬁEGaUé?bd in the
i ke, and conbi nations thereof. Exanpl es of

ntabkeh%%mg @amps)s'tm Mk hagea MmolgayEr Uegight 9f abawt A0QQ to about 20000

VGl EaPEG @OOthtFi’E'G poBod)e- Qpemf@ Iﬂé@@@ndl&fé‘)%?él@ mot limited to, PEG
phat ocopheryl acet at e, E) a-tocopher ol and

O R s G Bty Forae EWQP@'Wentﬁ erRayaiiensrglycol has a molecular

d\ﬁéugmaéfléb%ﬁt sy gef PeES éo@m NTR2 PEGAsGIRY indBisi cb@mercially available
t her eof , ham n ﬁiﬁ and derivatives thereof (e.g
h

p%srpa@@vw@é y BB i oY iy Cilicol taffap EFdﬁéUWEF\fFthS@e@ the tablet

t%ﬁ,ﬁ@goﬁgoguon ascorbic acid, sodium L-ascorbate,
etc.), amin Bl12 and derivatives thereof, fluoride
(e.g., sodiumfluoride), calcium nmagnesium iron,

pTHE ﬁhéb‘ieneﬁmsé‘@matﬁé Hhlet2BhIMY &%%ﬁfoh‘?seﬁ/pkﬁm Q@weetener that has
sugars), oligosaccharides, and conbinations th

Talht"‘e‘f"%e’q’rﬁ%iS grealer thantee aveatsessPiwHeoRe: alMHBAeHKY Gﬁrtth% gwgc;,tness of

ahbi ¥RelSRIM mﬁ?%@'g’?@at&ﬂ'ﬂﬁéri qry g8lafitlilis aRE Usvidcthds® of sucrose.
active agent, and which a nutraceutically active

a%’é?ﬁ’ﬂp|%9f %’V%Qierf%ﬁ@iqt @ﬁya*%e HS%'ﬁrtHﬁé%Rﬁtl C@éF”I‘%/C%iEP?S\?@” include,

a8l re néDiRPloCEadtRYrif QRY A5 Vakib®s S8isl ¥&erPge8ddish s‘éﬂ dipeptide
its own or, nore commonly, the active a%ent adm xed

WAL EGHES oﬁu%réstawaém%ga@(cﬁwﬁ@ﬁt sdihygpehai¢ane  compounds,
by pelemiimnckibbg b &Rvia Rebaudiana (Stevia); chloro derivatives of sucrose

such as sucralose; synthetic sweeteners such as 3,6-dihydro-6-methyl-1-1-1,2,3-
oxathiazin-4-1-2,2-dioxide, particularly the potassium salt (acesulfame-K), and sodium
and calcium salts thereof; neohesperidin, thaumatin and cyclamate. The sweetener
may be a single sweetener or a combination of sweeteners. Sucralose is particularly

suitable for use in the tablet coating composition.

Optionally, the tablet coating composition includes one or more pharmaceutically
acceptable excipients, such as adherents, lubricants, emulsifiers, anti-foaming agents,
colourants, coating polymers, fragrances, active agents, and the like.



10

15

20

25

30

35

To produce tablets, particles containing the active
agent may be m xed or blended with the desired

we@pbpssme (s), if any, using conventional prockdIAE2008/001596

and the resulting mxture conpressed according to
conventional tabletting proced#ire using a suitably
sized tabletting tool. The tablet coating conposition

Clﬂng%eseﬁﬂgdl%‘ﬁﬁerﬁg ielbfl’éfo%atﬁﬁr@@r%t)&élﬁ’dh JbhRRins one or more
el lul ose rner t he pl asticiSer he sweet ener,

mureﬁm on%u" aple aowélrarﬁhalnﬁ*ae%u@crleam yiygecéakespland pigments.

eE%nﬁbl@s!‘Fn%lude— hﬁ:tta?é)h&tlmﬁféattb ﬁglccfﬁﬁﬁﬂﬁi dibQ8e, tidRl GxRlesYFD&C and
i ncludes, by dry wei ght of e tablet coating

co#Bdakes SPRONsLIEY o8 BaNatE: eséregem FHiER, chgnaebjplack, insoluble dyes,

pérﬁﬁhh)&ur%grof dhyliwor 8k meRetiNesr, A8 cBroar F?:@M\Geél%j be a natural
flavour conposition. In sone enbodi nents, the tab

cMUrn§uebapsbPiadh arvine 4| me@ealwumuwwr@mto,oﬁnd mixtures

tierdofbT R cOB@! dMBnbAERBS ot EQBurs RBO%E BAISEEBA LY thdsB of skill in the
sonme enbodi nents, the tablet coating conposition

3E basRcs Upey adiepcygl BRtUTR of i SeiNgoRaERIIONNgIn the absence of a

CRIMREML th‘éntablépc‘,@é?lrjg(é%h{p%l%@ R/ MH@Joe d HosB&coating on a coated
pl asti ci ser sweet ener, and 10- 30% powder e

f‘laﬁ'@butlhokégihﬁog?%t?%r?oai'ﬁg 198 t@n%d‘i’sr?’eﬁ‘?t@ea?'ﬁew'ﬁhﬁl white / paler

coRkbgngonposi tion includes, by dry weight of the
tabl et coating conposition, about 52% cel | ul ose
pol ynmer, about 13% pl asti ci ser, about 0.5% sweet ener,

an%oat*éetthbl&l%fwn%bow i §ltéb|@trboahﬁ@ﬂnua%nﬁ1% p&ﬁdé‘red tablet
gnents. The cellulose p

P (e 69W%t'%'r‘l%$%@€'ed'8p5¢rﬁﬂd aHpM”QetJ@Qﬁ?iP'%t cogheg fluid to tablets.

CRInhdjbrity 81 ﬂ‘fé' IR is 'TReh %&/@H%ﬁoﬁﬂ/ de’ BB doBRd%ERIED The liquid may
consi sting met hyl cel | ul ose, %%%r oxypropyl cel | ul ose

(tPfP@)SO'Vﬁ@/td'F Wr%%j?'ﬁﬁ?’l‘%ﬂt%@ﬂ thet QRposition are soluble so
hyddioa8™h b esfat, coBVﬁHmﬁd’eAﬁ’éfh&lﬁ)eEN m%ub"r‘ﬁ@ be a liquid in which some

hydroxyethy met hyl cel | ul ose conbi nati on

ofr ahy F%C%’F‘pw 6t thqqgabéetoqqglﬁ%tcpm@gatloq [}re GHeer insoluble or

epEr sl R sd élsetoqgﬂnﬁ HhAl5H& cBal; spkfsion.
hydroxypropyl met hyl cel I ul ose (HPMC). Sui ‘tabl e HPMC

i ncl ude those having a viscosity fromabout 1 to about

1ﬂ§e §8I%htp|‘ihb§%e( ﬁﬁ’sc)rgam@ sBF%ﬁt' Gl édiué‘ob@"@oweﬂﬂbr ?Watté’r In some
about cps havi ng | ow viscosity, i. om

ae;‘@lqulments the soIvent is an aqueous solvent containing ethanol and water. In
some embodiments, the solvent is about 20% to about 80% ethanol/water. In some
embodiments, the solvent is 60% ethanol/water. This solvent is particularly useful for

coating moisture sensitive tablets at low temperatures.

In some embodiments, the tablet coating fluid includes, by weight, 6-7% cellulose
polymer, 1-2% plasticiser, 0.1-0.3% sweetener, 1-3% powdered flavour composition,
and about 88% liquid. In some embodiments, the liquid includes, by weight, about
53% ethanol, and about 35% water. In some embodiments, the coating fluid also
includes 1-2% of pigments. In some specific embodiments, the coating fluid includes,
by weight, 6-7% hypromellose 5 or 6 cps, 1-2% polyethylene glycol 6000 (plasticiser),
1-2% talc-purified/titanium dioxide/colour, 1-3% flavour/maltodextrin powder (the
weaker the flavour the more is needed), 0.1-0.3% sucralose (depending on how sweet
consumers like it), 53% ethanol 96% BP, and 35% water (purified).
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4 to about 6 cps, is useful. HPMC having a viscosity
of 4.5, 5 or 6 cps is commercially avail abl e. The

wQ@b@shssiicer may be any substance that i nproveBCT/AB2008/001596

pl astic properties of the coati ng when forned. For
exanpl e, the plasticiser may-be-selected fromthe
group consisting of: glycerin, triethyl citrate,

Iy @ét%’tyl:@eﬁiﬁ %dﬁ%sﬂloﬁ%éﬁaﬁoeygﬁhﬁd%yﬁ@ bR in a batch, semi-
propyl ene glycol. 1n sonme enbodi ments pl astici ser

| GONHBYGHSt Py FAWBURHSy BEFeFalPs éorﬁﬂ&%‘bﬂ?t'%émﬁg@ﬂ inj § magger which

EMBQ&%%”a 951%'?&[&’&9@9%@%{ cg’eﬁbd( %H’é‘[' angiods Yﬁé%odsagﬁioétﬁg tablets
I exi bl e, water sol ub of ethyl ene oxid

F’E@ EQPWﬂ@r%r $HEPENPT @f %‘?ﬂt'”W%Qﬁ'ﬁ@”%regwnamlwmg rotating

%efrf Effuﬁﬁbecﬁ’hé/p?iu% b, %%&ér@&u&eta% Mh@%?ééstné) m@#dd0 In most
chain length effects. H gh nol ecul ar wei

p‘%ﬂa}‘ﬁ%ﬁﬁet% P%@@grﬁ%ﬂ'@g%@ﬁﬂ gPrarRe P'ét§§a¢|P'I§eﬁlSyth?datPl%t§cﬁﬁe being

| AYidtddg atl Fﬁfld b@é“’bté ORE Rt Gy |s|b@W¢@rspiE3)eacéﬂrﬁﬁ filWei $Hned that
plastici sers. EG used in the tablet coating

C"(‘fi'h?f%ﬁ qiregHy FPa?aqli‘aI@@eh Hhe eaalinamaydegiefmed b‘é@@lﬂglmmca’“on or
tQa G%B@ %hnt?deQan@s tﬁrou@ﬁ%é@@oftrﬁulf’ ;ﬁ@s@@%@@cgcl@@eﬁ'rﬁ%gnty of the

i ncl ude, but are not limted
Wnt ISnth%ﬁ%m%\f?é’oERrr?éﬁm@'e PM@Vﬁm@@i%WPéﬁ%’ egl e BassHsair over
ahBERIAGEE Bf th‘éﬁU&Bﬁndeabﬁa@Quﬁ'h@QQlﬂecﬁ et%on R Q)ate thB€not all of

PEG 6000 that is commercially avai le as bowax
(ih@solvent pegd Pe rgmeyedbist payvide ;i st@pﬁ) cg@g@ taiqjset, and, therefore, it is

Séﬂnttél%lgteﬁQﬁat@&nélﬂpéﬁ@ntbé@b?fhe%ﬂiehﬂ@wa?%pﬂébééo@rh the coating.
The sweet ener used he tabl et coating conposition

[ 'éOW?/‘iﬂrcalm%do%\tYﬂéB? éﬁlé’ffmt Kgaemexgd 40 é’\ﬁ@’é‘i% 8sfdmgereepadipg on the
thiaact Beinewaseness of sucrose. In other words, the

sweet ness of the sweetener may be greater than 1.0
relative to the sweetness of sucrose. Exanpl es of

shRRiugRels dohrt drdbdifies ethel tobiiRy t@%@%ms@a@vﬁungmnauy be an

co oSition include, but are not I ed t saccharin
regleohplg P6m§°§%9rt dhe dalief Cé’@“%d‘i"b%@él'x be cﬂ”ﬁ@pﬂﬁ gyestantially

Sd\'ﬁe%t BIGH , TP i@SexAS BRFdrAdTRI Hdth Md EadtRg appllcatlon system or at
d|hydrochafcone compounds, glycyrrhizin; "extracts of

s%%@ﬁ@%ﬂ%ﬂ@%&%ﬁ%@b@}s Eh 69%9@1@"1"%;%!?3‘7&9 Bipced in suitable
SMQ%Q %hf@e%,rgg_cral ose; synthetic sweeteners such
a

di hydro-6-nethyl-1 -1-1 , 2, 3-

The amount of coating provided to the surface of the tablet is an effective amount and
is typically that amount which provides a minimum effective coverage of the exterior
surface area of the tablet although that may not necessarily always be the case and
partial coverage of the exterior surface may also be suitable. In some embodiments,
the amount of tablet coating composition which is coated onto tablets is that amount
which provides a coated tablet having from about 1% to about 6% weight percent of
the total tablet weight. In some embodiments in which the tablets are very small the
coating may be up to about 30% weight percent of the total tablet weight.

The tablet coating composition may be coated onto tablets which are uncoated or
tablets which have been coated with one or more prior coatings (overcoating). An
initial coating may include one or more polymers such as cellulosics, dexirins,

acrylics, any colours or other pharmaceutical coating material.



oxat hiazin-4-1 -2,2-dioxide, particularly the
potassium salt (acesul fanme-K), and sodi um and cal ci um

waalwesisher eof ; neohesperidin, thaumatin and cpCl/anet08/001596

10

15

20

25

30

35

The sweetener may be a single sweetener or a
conbi nation of sweeteners. Sudfal ose is particularly
suitable for use in the tablet coating conposition.

Od @34ihg Xoulki PR brdtddedn l%B@Eé Whick Q@éﬁéédo@ Br bRRks deFe tablet may
one or nore pharmaceutica accept abl e exci pi ents,

SREEANLENIRE E BiEAMICH %J@Wlsé%ﬁ‘l{a@'et éh@ﬂ’ §if€fqt'é?|¥, consumed by humans or

agtimals0 A N8bISARE) Be afPlaBit apflatrﬁole Qﬂ%h&gd Bg}tiﬁféebértlculate pellet,
fragrances, active agents, and I'n sonme

eRibsarrdewaer, Q@W%@F@Ul%%aﬁmqﬁlqnéiﬁrﬁégq 1sPBFk. sBRerai erystal, bead,

|Sherdld, %n&%&ﬂdFé&%@reoﬁUW@%I@ Rl @Bl MiIShd HCh Wt sufficiently
colours, dyes, | akes, gfments Exanpl es i ncl ude
c

bﬂ@blarp@yﬁ@%"w ane @@@'?%‘Y t? z?le fechiyelnpeapdiibRi yatem whish involves

oxdrskefovErR&st Ak [aBfet | AkBPexdMIO G4 HiiRaH BEARILRN as in a fluidised
yrocgrenl c silica, channel black, insoluble dyes, and

yeiorperfarajed R Frachplre YPRERAE". The col our ant
could al so be a natural colour, such as ribofl avin,
carm ne 40, cochineal, curcumn, annatto, and m xtu
t s B6tet C‘PWE‘QC‘EQW'“@F‘ @B RS lr*feﬁdl 'Bﬁh%PrQP@F%'QF‘SOf r@a‘ipaﬁﬁéj tablet for

Stﬁb%‘étaﬁﬁ’erﬁbf b@?s%%s@fco?lmtlbh ok BisbRR2r & & hﬁﬁﬁﬁ%r%%l a Furthermore,
need at the tine of the coating operation. th

alh8 @&S@nbmvw@am&w%ﬁﬂfw 3 methogh’ deatngad P"ﬁ@a% ﬁ%’@ﬁi'qq rflisorder

NRAYa BLREHCR dhirhBI0 B phe@l |'nBIgd|9 &Enﬁﬂ@t‘éﬂﬁg tt@k?rll@human or animal
though a frosted coating tends | ess noti ceabl

Vi ettt @s /desatikad Bﬁ'@l’d’gr‘ﬁﬂhﬁfé'” K‘ecé‘étiV@dag%l 8t SLI”@Ue for the

fip& et thOBiBLAR, BorldIner fepderng fluid from the
powdered tabl et coating conposition in a suitable

liquid and applying the tablet coating fluid to

t-ak %bétedﬁaﬁtytéarm%y paf m'te,hﬁal i aelrhsrehme'a bpemurﬁmo\éﬁal dftmals in a
provi de the coate may be a sol ve

nt
| GUSIGRR N ”ﬂ#@ebo%%@@?ﬂuﬁt eff athg 3986‘! %qm'!?@ eyl typ'ca”y treat and

Cr‘éHE’ébS of iafeVidte & %@hdﬁﬁ%n‘f %Otréﬁaﬁe@tlééhpr@f@cﬁ@bbﬁbuﬁtoé’éri B readily
flurd. Alternatively, the

l qui 4 may I qu
vifRiemmiaeshRy ap aipndiag dt%”@O%tt‘ﬁﬁﬂd?VeW?éJSGfOftCﬁ@VQ@BF"étteCh”'ques and

CRbb&IVIRG TR&s dInéd Bnért Afllodous AirdnstafEedald 'd@ie'rﬁrimmg the
sol uble s0 as to forma tabl et coating suspensi on.

sHEReRYTIGRAY CHecCtyR aspQpumh icnwBPsf eHtfactgrs %f&d@cﬁ?sc%r@!@é?ﬁ mcludmg
Obut Wt frhited b, ¥R 8pecies of animal, its size, age and general health, the specific

condition involved, the severity of the condition, the response of the patient to
treatment, the particular compound administered, the mode of administration, the
bioavailability of the preparation administered, the dose regime selected, the use of

other medications and other relevant circumstances.

A preferred dosage will be a range from about 0.01 to 300 mg per kilogram of body
weight per day. A suitable dose can be administered in multiple sub-doses per day.

Coated tablets of the present invention typically have one or more enhanced
properties such as higher gloss, better mouthfeel, good coating adhesion, non-
tackiness (slipperiness when wet), being swallowable with little or no accompanying
liquid, better taste, and the like. Any of these properties may help people remember
that they have taken the tablet, i.e. there is improved compliance.
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The tablet coating fluid was then sprayed via a nozzle onto a bed of moving tablets.
Typically exhaust temperatures of approximately 40 degrees Celsius are used.

Typically a 3-4% coat weight is applied.

The example tablet composition was as follows:

Ingredient

Amount

Glucosamine Hydrochloride

1500 mg

Povidone

78.95 mg




However, a majority of the solvent is renoved to
provide a filmor coating on the surface of the
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conmposition will initially be an hydroal coholic
conposition, the tablet coatrm@-will typically be
dried or substantlally dried prior to, upon its exit
or renoval f ‘RﬁTbr‘oBreysf‘aﬁl%'déﬂuI@O@i IC 26(9.6 Ryt em or at
sonetinme in preparing coated table ?1 goat ed
tablets may hErpsRovis@Nen suit abl e 35@9&’@9 ng then if
desired. The [@RBAGiFgecoat Ty proy ?‘6 t he surface
of the tablet 1s an eftfective anpbuhn g typically
t hat anount whMagnepuodtdamtea nmi ni 3. éOrfngct ive
coverage of the—exterior—surfacearea of the tabl et

al t hough that may not necessarily always be the case
aWe pave ifalincc divadr ageorobinative ek trealicgiexisiar tfece prawdesdds dlavour) /

g@ﬁ%g%@%? osJétt V\ﬁ?&g‘?:sgg%gatee(%\%% %gggabl Q{thf&&bka‘%{e gloss

t drart coaatrogi adhagimne h prow des a coated tablet having from
about 1% to about 6% wei ght percent of the total
tabl et weight. In sonme enbodi nents in which the
t Bxdraple 2ar Eowmatipn ofalcbatet éabdetdtaving ameyy bweatpetry flabamued coating
30% wei ght percent of the total tablet weight. The
tabl et coating conposition may be coated onto tablets
V\M:oateartablejma@iag adbenty flatlrevas fahmerhadtavdind®dhe owdiasld described

ét"x e Llyth Bty do%[irgff?@& raHRa \ARShE %"r\&',v{ﬁgzir%grré&ents

coat I ng may 1 ncl udé one or nofe po §Such

as ceIIuIOS|cs dextrins acrylics, any col ours or

her—i rHacedtical ratetrigf re—coat1Ia
:ﬁﬁ'gdigé?for med on ta ?‘“"%“ t\g/1ln/|bch ar °pracebosng|Pgt'°n
anks. The tabl et nuymokalyryVeahbe wmigltiafe Wwhi ch

lows the tablet to|be effdgafi ver é? émed by humans

r animals. The tabl et may becoa[egly particle,
croni zed particle,|particyla 9 ,SItFDI‘i , core,

pFo‘f—?eIIBEé’éé&' bea 25 aggt OTEEEALE, | argk Fg X1 Jbr%?rlelose polymer

Typically etabletV\nII be in a

EDWB&Y@WEIQJNCQt@Qﬂoe bhySi cal|l y6%nd cheld. 3%l | yPlastigiser

b.FC‘LLI vel y coated I?%.Ibybt qjlé%yllll T B\é&;}l VB F@Tyé;htéc(?lourant

%)

pvenent of the tablet, as flor exanple 1n a {

0
c
b
a
0
n
pavvder granule grawul ate, |fhd | rrass seed,| speck,
S
tp
S
e
n
b

)
Sochisealh as in a fl yuildesed | 0.5% 3.8% Pigment (colourant)
Iron Oxide red 0.06 0.02% 0.1% Pigment (colourant)
Titanium dioxide 1.67 0.4% 3.6% Pigment (colourant)
Berry flavour/maltodexirin | 8.06 2.2% 17.2% Flavour composition
powder
Sucralose 0.83 0.22% 1.8% Sweetener
Ethanol 96% BP 200.00 | 52.6% - Solvent
Water Purified 133.33 | 35.1% - Solvent

TOTAL 380.20 100.0% 100%

Example 3 — Formation of a coated tablet having a berry flavoured coating



bed dryer or perforated pan or accela - type coater.

The tabl et coating conposition can be used in the
wQ@e@paswté on of a coated tablet for the treat ne@I/AUR008/001596

di sease, condition or disorder in a human or ani nal

Furthernore, the present inveh®ron provides for a

nmet hod of treating a disease, condition or disorder in

aA BH&EB téH ctMAlig la betrNQIaU@GrWPéjs fbﬁﬁéd@dc@&il 1%thé ﬁ{e@r\'doﬁgiescrlbed
human or “ani mal coat ed | et as descri bed

hl@rl@iamp'%éwm A teplet %'ngéwé’gf@ﬁvmﬁ yitghe dellowindoingtasients. This
tERARhGRES (€26 f1hVRIr dhd RARR as SRBEH 44 RB c@étlrfg" o?(Eerﬁ]ble Jdhe

coated tablets may be internally consuned by hunans

and animals in a customary nmanner. The anount of

active agent adm nistered wll typically treat and
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Example 4 — Formation of a coated tablet having a citrus flavoured coating

A coated tablet having a citrus flavour was formed according to the methods

described in Example 1 with a tablet coating fluid formed with the following

ingredients.
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carrying out the invention that are apparent to those skilled in the art are intended to

10  be within the scope of the present invention.
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such specific enbodi nents. |ndeed, various
nodi fi cati ons of the descri bed nodes for carrying out
W b@9josssent i on that are apparent to those ski |l P€AURD08/001596
the art are intended to be wighin the scope of the
present invention.Clainms 1. A tablet coati ng
conposition including a cellul ose polyner, a
iciser, a sweetener, and a powdered fl avour
conposition, the powdered flavour conposition
including a flavourant associated with a solid o
tarri rtablet caatingpicempestian flushigp8ssallueae aradsneli g pPlagticiser, a

&iBh ! aWhel BbRadbe f%@bﬁN&&ﬁﬁosﬂ@n}’W i)\ﬁ?ér@&i 8GLESH composition
rom-t group consistin ose,
W@ﬂtﬁ‘ﬁﬁﬂ%@yﬂa@b@ﬁ%@@ V('&FGO“d carrler
hydr oxypr opyl net hyl cel | ul ose (HPMC or hypronel | ose),
hydr oxyet hyl cel | ul ose (HEQC),
By dr oRy 20I9) | ¢astiRG | coamrogities eanHEMQ) to s#eima 1e oMsireiat thencellulose
BblyRBY tlg\D QblefBHE fbmt NGn@f 0§BOE N EGREGiIng3. oft tﬁ@trﬁﬂcellulose

coatl ng osition according to claim 2, "where
erpwpmlqs I9$reHRG), HWPWWV&D?‘I“W@?'WS%(HIPM%%hYIQtome”OSG)
% 9@eﬂyld‘eﬂ@5§é"9—ll§@)"lﬁ9§ﬂo§<'&%ﬁ@ﬂﬁ?fo@ﬂd’i&éé @-IE?\PI@) Fhd-a combination
eréin’the hydroxy yl cél |l ul ose has
ol yygwptoy mere Qb@atanteméntélﬁ@dt 6 centi poi se. 5. A
tabl et coating conposition according to claim 4,
wher ei n the hydroxypropyl net hyl cel |l ul ose has a
¥i scohi tapled egaading ccomresition eaggersling dondist i2ngvhsreinaths cellulose
| d 6 centipoise. 6. A

gggﬁugf@gggr;oﬁg%@@%ﬁ&ggglct%ﬁg%@;cCor ding to any one of
claims 1 to 5, the conposition including about 40%to
@bOUt ASObPY cgét}’n Web&ﬁﬁoé?tfont h§céo?c§?||1§t t&o%tdlrﬂg 3, Véherein the

onposi ti on) | ose pol ymer. 7. | et coatin
Brﬂfﬁwwwﬂetaﬂé@wwsﬁ@aﬁ @ VaﬁWS'B/r@ 3@PUH EPI a’ﬁ@ulﬁ centpoise.
wherein the plasticiser is polyethylene glycol. 8 A

tabl et coating conposition according to claim?7, _
fher efn tahlet p&PHiEGhy FRRROSHIONC 0RCAREANG | &hdinar4.weVigiein the

%dré‘%%pyﬁ@&ﬂylcellulose has a viscosity selected from the group consisting of: 4.5
centipoise, 5 centipoise, and 6 centipoise.

6. A tablet coating composition according to any one of claims 1 to 5, the
composition including about 40% to about 80% (by dry weight of the tablet coating

composition) cellulose polymer.

7. A tablet coating composition according to any one of claims 1 to 6, wherein the

plasticiser is polyethylene glycol.

8. A tablet coating composition according to claim 7, wherein the polyethylene

glycol has a molecular weight of about 6000.

9. A tablet coating composition according to any one of claims 1 to 8, the
composition including about 5% to about 30% (by dry weight of the tablet coating

composition) plasticiser.
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9. Atablet coating conposition according to any one
of clains 1 to 8, the conposition including about 5%
wao eooalosiste 30% (by dry wei ght of the tabl et coaPCTigU2008/001596
conposi tion) plasticiser.10._ 4 tablet coating
conposi tion according to any one of claims 1 to 9,
wherein the sweetener has a sweetness greater than the
$Qeet AdalleloFoaling corBROSItoN agROfdi ©tanyuki i §ladmai dei% wharein the
é\ﬁ&é}ér‘i’ér%staosm?éa’ne%@g éé{teﬁhéﬁ shebfhedQof Wasdgel n the
sweetener is selected romt e group consisting of:
saccharin and its salts; dipeptide sweeteners;
hyd I
91 Il Ry ESRBHSCoBNBS B 0ol BB ESFisiPneri
sWiesteryys; is splecieatfram dhearowRaiossistngdol pasgen @nd its salts; dipeptide
E\ﬁ@ét@ﬁe@ ﬂﬁyd?’gck%%&%@%&ﬂp%ﬂné’sc cHrhdint @xt?éc‘?é H? ét'b\na Rebaudiana
wherein the sweetener I's sucralose. 13.
cdeaviak ghlewrrsiyptivesof gecresalisieihells avsetenass; @fﬂd @V%iﬁ'ﬁ‘ﬁtel
to 12, the conpositi on including about 0.1%to about
5% ( ght of the tablet coating conposition)
é@\;eet édé‘?'et &Qﬁt'nA Qoﬁlﬂoéltt'%@ﬁt?(?rﬁ@gd@rﬁdﬁj@l th (yyheg@edh%swgetener is
L@rapye one of claims 1 to 13, wherein the solid
carrier includes a dextrin. 15. A tablet coating
conposi tion according to claim14, wherein the dextrin

b3, ”Hkt%g%td'ob{hé;l %@mg@'sf |a@éor8i9§tt'on9nf%ﬁ9°§f' 6Ié|% 1 to 12, the

according to c ereln odextrin has a
CRRPIHS Ipglufing | aneut 8f1 %o @outs5%0(by LMt weight afthe Aablet coating
Lahb&liticnPalvbat@n&onposi tion according to any one of
clains 1'to 16, wherein the flavourant is selected
fromone or nore of the group consisting of: spearm nt
Phl, Al J:om&détloﬂfac%r@?r@rtgraﬁ?@né UP&QMS f 10 13, wherein the
salicylate), peppermnt oil, clove 0il il, anis
8olid cagigs incjusles @ dexiNin. t hyme oi |, cedar Ieaf 0|I oi | of
nutmeg, allspice, oil of sage, mace, oil of bitter

al nronds, cassia oil, vanilla, citrus oils (e.g

f2monA @b@hg‘@atlng ﬁ@mpaﬁborglaa%fimmtp) claim dpt “@@éﬂ%d@% dextrin is

BitSdextPP! €, pear, peach, grape, strawberry,
raspberry,

16. A tablet coating composition according to claim 15, wherein the maltodextrin

has a Dextrose Equivalent of about 15 to about 20.

17. A tablet coating composition according to any one of claims 1 to 16, wherein the
flavourant is selected from one or more of the group consisting of: spearmint oil,
cinnamon oil, oil of wintergreen (methyl salicylate), peppermint oil, clove oil, bay oil,
anise oil, eucalyptus oil, thyme oil, cedar leaf oil, oil of nutmeg, allspice, oil of sage,
mace, oil of bitter almonds, cassia oil, vanilla, citrus oils (e.g., lemon, orange, lime, and
grapefruit), fruit essences (e.g., apple, pear, peach, grape, strawberry, raspberry,
cherry, plum, pineapple, apricot or other fruit flavours), honey powders, benzaldehyde
(cherry, almond), citral (lemon, lime), neral (lemon, lime), decanal (orange, lemon),
aldehyde C-8 (citrus fruits), aldehyde C-9 (citrus fruits), aldehyde C-12 (citrus fruits),
tolyl aldehyde (cherry, almond), 2,6-dimethyloctanal (green fruit), 2-dodenal (citrus

mandarin).
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cherry, plum pineapple, apricot or other fruit
flavours), honey powders, benzal dehyde (cherry,

wa@bkomnssse citral (lenon, linme), neral (Ienon, PCTRAP2008/001596

decanal (orange, |enon), aldejyyde CG8 (citrus fruits),
al dehyde C-9 (citrus fruits), aldehyde CG1 2 (citrus
fruits), tolyl aldehyde (cherry, alnmond), _
28.6- dirieklehgogingmermpqsificaaascendingtty ang oge geeiaims(tiot iy wherein the
BaERE Mot cofiob liihrifi@hdasescogRpsT Ll on according
0 any on\'é oFO@Paﬁﬁﬂs 1rto 17l,JI v?hegﬁgﬁn t he powder ed
flavour conposition further includes a gum 19. A
§601 ep 1598 doREng CSFSHttdnCIkcBefRY 181cm 1@, whéle the.gum is selected
vﬁer el n tﬁ{g gurr]g?s §§'th eg_from gn_e or’ m)rée of tchren ° Seece_
ipmuneconBIoE Phieodrour ¢ansistingarh 6/dint ¢ajp@eMeathyirsdulose, acacia
Chidy }%managqgn_xant han gum 20. A tablet coating
conposition according to any one of clains 1 to 19,
wherein the powdered flavour conposition includes, by
¥Ei 9hj 120G R AR ERRNace iyl tB LAY BAE b cIfimk: 1 1 19, wherein the
tabl et coating conposition according to any one of
powdlersd llayayr sompesikoncinetadrs, by #ieidhh@oadi g taBlRIt 28% flayourant.
about 33% (by dry weight of the tablet coating
conposi tion) powdered flavour conposition. 22. A
?hb! ef @b@ﬁiwg’ﬂr@mﬁﬁ@w?'t'@h 3&@%@'!’19! dgamo Oaﬂyf?fo?iélmﬂ to 20, the
EdrAbdStioh %eluaingyati@ﬂ?%% o LBSUICER! (B? drP TRAGHL L61Ofe tablet coating
I ncl udes one or nore other conponents Selected from
eqrapefitionp Pewdypd flavRyr 6empasitdrent s, | ubricants,
emul sifiers, anti-foam ng agents, colourants, coating
gol yners, fragrances, and active agents. 23. A tablet
dat | Adakielnes g ?mpw@@r@p@r@imdo @nupne 2bclaiftsel ©i 41, wherein the
E@éi%%%nﬁ)%gi'ﬂeﬁ idcluRs 0! 4t 3R e WMFer WonTBRENtE Wi S the group
24. A tablet coati n? fluid i ncluding the tablet
@Qﬂﬂﬁtlﬁ_@ efostherants nluficass _@W@'Sé!ers_el amth@amlr_tgo aggntsarfglourants,
BodiGgime? rafr @b tna%Rld Aerkd.ui d according o
claim?24, wheréin the liquidis a solvent. 26. A
tablet coating fluid according to claim25, wherein
%?‘-GWZ{QL}%‘& EchiiRg QSRR SRENMRINg 1BcIafSRUSyRAEMEIMe coating
composition'includes one or more colourants.

24. A tablet coating fluid including the tablet coating composition of any one of
claims 1 to 23, and a liquid.

25. A tablet coating fluid according to claim 24, wherein the liquid is a solvent.

26. A tablet coating fluid according to claim 25, wherein the solvent is an organic

solvent, an aqueous solvent or water.

27. A tablet coating fluid according to claim 26, wherein the solvent is an aqueous

solvent containing ethanol and water.

28. A tablet coating fluid according to claim 27, wherein the solvent is about 20% to
about 80% ethanol/water.
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27. A tablet coating fluid according to claim 26,
wherein the solvent is an aqueous sol vent contai ni ng

werdvansis4@nd water. 28. A tablet coating fl ui dPCT/AU2008/001596

according to claim 27, whereigy the solvent is about
20% t o about 80% et hanol /water.29. A tablet coating
fluid according to claim28, wherein the solvent is
89% efniehisit/coatieg flusb acgorgingr ipaclaim i 2% wheginethe solvent is 60%
Lipghsldidig - a core containing an active agent; and -
a coating, the coating formed froma tablet coating
conposition according to any one of clains 1 to 23. 3
do. A RRREMRERULA HoidiaRlgngaccor ding to clai m 30,
erein the active agent 1s selected fromthe group
consi s@CcAE wntaipnharaeldgtadeal;Bpdact i ve agents,
nutracgupippl |y active agents, veterinarally active
agents, and conbi nations of any two or nore of the _
Hegiogiteg [ardad drons2 fabiet sealinthe®@Npesiion acapioing tacnyraiiers) claims 1
toxzaany one of clainms 30 to 3 1, wherein the coating is
1 to 6%by weight of the total weight of the tablet.
33. A process for preparing a coated tablet, the
By .OCeaSpAdMmabElitld; tabRARICEMithg2tc” Blalnh|30S GvHRRN TRE »acfive agent is
plasticiser, a sweetener, a powdered flavour _
selagiedifonoie gradP &oNsigiinodeft BhardaaeHicalh pelivecaggnisn futraceutically
%+twbdagehﬁevé’t@mjﬁélﬁﬂa éih@%@@ﬁts?%@&hl&ih%n’s%|aH9'hK)<9 of*more of the
avour ant associated with a solid carrier; applying
afeeerpemiioaed.coating fluid to a core containing an
active agent; and renoving a majority of the liquid to
rovide a coated tablet. 34. A process for preparing _
gﬁar mAd¥armacauticalipiebactoEtingl ingnyt 8ne 10AFidingp30 to 31, wherein the
MY 1% SR ttr?g%etteféi fbighaithdgibfdiui d to the

core by spray coati
33. A process for preparing a coated tablet, the process including:
- combining a cellulose polymer, a plasticiser, a sweetener, a powdered flavour
composition, and a liquid to form a tablet coating fluid, the powdered flavour
composition including a flavourant associated with a solid carrier;

- applying the tablet coating fluid to a core containing an active agent; and
- removing a majority of the liquid to provide a coated tablet.

34. A process for preparing pharmaceutical tablets according to claim 30, including
applying the tablet coating fluid to the core by spray coating.



