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WD 2009/ 055846 PCT/ AU2008/ 001596 -1 | MPROVED TABLET

COATI NG This international patent application clains

priority from Australian provisional patent

vEQ poavoaasieon 2007906008 filed on 1 Novenber 20CT{ALRMIBNO01596

contents of which are herein 5 incorporated by this
reference. Field The present‘ﬁhvention relates to

coatings for tablets for pharnmaceutical,

nutraceutical 10 anKPEOWES BABLET QOATIBIG More

specifically, the present invention relates to

flavoured coatings that have a pl easant nout hf eel .

Thehip indeyeattonainpedertt iapplicatisroclnieisatrestyt fom postcdias esovisamal patent
r e

F B AEAR P RAdRt0g 13k TRHbl s 2067 e Bithirhs Bk pre herei
i§HWﬁDMﬁmﬂ@Y§m@vﬁ@em&ttlve agents to |nd|V|duaIs for

a variety of purposes. Pharmaceutically active

agents such as drugs or nedi canents can be used to

tr'd@d di seases or for prophylactic purposes.

Nut raceutically active agents can be used for a 20

varlet of nedjcal and non-nedi cal purposes includ

ReTY iMYgnipndelalep tp Rpalings fordafialy é‘?rr@aﬁ%ﬁ‘qeld?%ﬁ@ggce““w'

arb:hdtdwefetenhery dgeal Mau@nsp'et:wtdng; tr@mr@éenﬁﬂ‘tvem&)n&@%ﬁﬁsstol fRavoured
ation

th t
c 02l e RERE B SRaHiehs o [t PET, BeiaR aso,goates to
lem%ssetbr(m’eqiardg ctoatebemmrm&feuﬁmi apd@r nutraceutical tablets and/or

n due to reasons of stability, econony,
Si npﬂn%%y{t%ﬂlétgnd conveni ence of dosing. Tablets

typically deliver a pharmacologically effective

a'ﬁ;éé':ﬂbroigﬁé an active agent to the gastrointestinal

tr he human or aninmal to which they are
adm ni stered. 30 Tablets can have one or nore

caftid N@swh hl@t rl@(u@é” &eve ég@h!sefoy iRhvidv@Rrefdrt £, variety of purposes.
i ncl udi j ectionable flavours

n
o d'laé'?‘a‘ﬁﬁ%B?aé'&aFW& AL B e CBIGa Rf De S6ed to veat

| "N bt |RosARRtINDUBo348 ] mtra&e@n@aﬂa bethve a@éﬁits can be used for a
FOt ection of

C PRI (iecloal TR PcR BHPRrR. RELHER SR hgie sleipy mtake,
t hemhapgregpaioasarak, drighe tilebl et s, i nprovi ng t he

nmout hf eel of the tablets, colouring the tablets, and

the like. 35 WO 2009/ 055846 PCT/ AU2008/ 001596 -2

Nupral adnsinigisatioody afitve agsatsi is ¢het mbstetogimant rhodsnel agimimsiragion. In

CORtHyNGRellt & KOGABIe td RBMinister 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 animai 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 mouthfeei of the tablets, colouring the tablets, and the like.
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i ncl ude sugar coating, solvent filmcoating, aqueous

filmcoating, delayed release coating and granul e

coating techniques. 5 Sonme of the nbst comonly used
WORYHg#6t oday are pol ymeric filmcoating ag%fﬁﬁ/ém“ﬂsmﬂﬁ%

Advant ages of polyneric coati ?gs include the ability

to produce a tablet in which coati ng conprises

| ess than 5% of the weight, better resistance to

c Nup@roug, methdds fon coaing dabletabtitht oret orenere ltoawlsyare ksown. They

h e t

DR TR OB sbork S A0od S 800 e
flcgwlgcmd@rwl@s:loayngﬂ@cfrwexypr opyl nmet hyl cel | ul ose

(HPI\/C) and an appropriate plasticiser. The coating is

pically applied by a spraying systemor device to a
t metofit %/P« BOBlRAM ARyl spw%%igfé@¥ngﬁwteﬁe/ 18 RRIYRUSIE ififiR gpating agents.

n%@daﬁtéb’esto?%@ﬁﬁnd: eowﬁg§ mc@as tm abiRy € prfodweea tRt @ which the

coatln ro
S SR Gckogthrees, less dnan S bt g, e beliiisbawaes o gping, and
Cﬂﬁ:teial@ed ;abrea etBdrigitn rBolﬁﬁ@i‘s have PearcapiastoftasietsLepgbbihdaqueous

AR PR Bortveilie. ArwcoDp! PREPRcre AIFELgfBen vecosty

t hydrogypeapiyimetiatdetuoseefHAMO)Candnay afipeoprimtbepldsiicidoc uTentaating is
| Sl O, E oy AL B b U B R g okl

reference cited in this specification constitutes

p“rhé’r{e rd coﬁtfﬁu&aﬁéédcfd Mbleth t|n idh % HP%%F@BP% 4B coating

the reference to any document herein does not
c BIPPETtiEHt BUCANasS §l98S.s g‘lp@ﬁHfE{Eh atwagipwabifty .t priaiabiivc Bigeift igproved.

f@bﬁ%g‘)@érﬁpd&fnoh@%néw r(ﬁ:éée%rsal’or et @aeh laR ipfoved tablet
art jn an resent invention

(040
2 Foatiod SBmamisale apd AiFiER SRR S bR SEMErSk ponder e

flavour conpositi on ~which can be obtained, for

eiﬁrﬁag@dut E')L(Pcﬂj%g@ ’%Qfer lifnlﬁfrfl 88 [5313 goeﬁécgg}eptésl f?]r the purpose of

meescfibiot vaiioug asbéats:ofethmment@nd I-rmmdercno admissinefsi made that any

f L.C nd/ i L
BB 5P oA e R0 BL YLD e
cum@wstbmd dratnthy fdeferensedtol ana doatyhent beraini deps not constitute an

C QimRRSibA 'th%'ﬂ aﬁbettg%Eeedocﬁlﬂéntg Rtk f{_bgrtto"f‘meecto% AVdREraP Rfowledge

or nore benefi ci properties. The present irnvention
pindls ad i AVCABMBE coating conposition including a
cellulose 35 polyner, a plasticiser, a sweetener,
aggmgggpmdered flavour conposition, the powdered

f conposition including a flavourant associ ated
with a solid carrier. W 2009/ 055846

PH%A%ZS%% ny e?njtgg 8 |I;-‘.es frzmethe ff]r\\é?'uﬁ tﬁgt }heI uesesffsé) %ro?&grgfi flavour
coannmasitios, wiseh cah tha etpjanwecu HQI‘ edagpich b spray drylrtga flavourant with a

ad3 AL O EERORL RaRABR iR providesh@thinGh&rfturh @ffcRhEi€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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the flavour conposition. This can be achi eved by
spray drying the flavourant with the 5 powdered
carrier. As such, in sone enbodi nents, the powder

ed
WO 24055546 onposi ti on  can be said to consist PCT/AUZ008/001596

essentially of the flavourant,and the carrier. The
carrier may include a dextrin? In some enbodi ments,

the dextrin is maltodextrin. 10 The powdered fl avour
conposition may al so contain other conponents. For
eWQﬁE@ouraﬁt e 2GS & wilPAhe& O8ii@aRieR irSRECIPAN ILAS padidfcoats, is

gl ucose. Alternatively, or in addition, the
céP'rGI'f@ﬂ withy aesortest IRtoaosIEsaTRER ANt QR 0The aawg‘@a phihegarrier in

aktd ffdv@hradonﬁa‘éﬁiﬁélﬁ Mis can%é SéHet Ve |sMray QFyirgtha el duir &1 with the
the carrier m Ftaln ggoglsuc as SO

c RPHBIGAERHGI 8&omg MRS d1e W@Wa@%mwosmon
Tlaen bekaid hw@s@oésssmanylaﬁde favdubent bedihetcagcieat i ng
conposition may be selected from the group

consi sting of: nethylcellul ose,

hirtle oaryipr mpyinclede aldeden.(iHRGne embodiments, the dextrin is maltodextrin.
hydr oxypr opyl net hyl cel | ul ose (HPMC or hypronel | ose),

hydr oxyet hyl cel | ul ose (HEC),

hybe paw@erhq/ﬂmvhgarmsltign OB ASHERNTRIN et campodsits Atdr gxample,
0 fQr, [ ; it
e&beg%\(nnegm?%ﬁéo SI%F Se 2&10 argreg?ﬁi%%. ﬁﬁ@rﬁatw’e.l},'ﬁpfﬁeaddltlon,
higr 63VBT 813y @ﬁﬂtahmq;éwp@ﬁp@ge such as a natural or artificial sweetener.

mﬁérﬁémryopafl retidtice! hel Qsger &a?V&nlta?lméi‘ duh, SBsUcANEE sodium
VI Scositl es The vi scosi

h%FPBK@W?FW'W%?%?FQF@9%”[’8&’?"@*}?&9“[”5 used may depend

on the speC|f|c appllcatlon

gé gé léyg"eet'g%ﬁ 151 tg@gt %0% %@i‘goq%osgfgﬁorﬁ%{r B’ee\§§ﬁcted from
Smecpgrampy bcmsstmg abdfe. nathysehwols eflrﬂdm}kwxepylsallubhe (HPC),

T T e
hymmmmmmwwa: @ﬂEMﬂ:bssed teagorebindtion @f jany twefr moke of the
CQ rerhéhtiSRSE e”bﬁws S' e%@ﬂments the cellulosef pé)lymer is

roxypropyl met Ice I'ul ose viscosity o
%gdroxyﬁr% thyiasidesee ntHydroxypeopylmethylcellulose is” available in a range

hMﬁ(ﬂ@é’déﬁl@@DWh@WlMElﬁﬁbﬂ Mle%rdi?ﬁ‘oﬁylﬁ‘lb gI@éiluto)ée Qhat i® used may

A0 G AR e

p@i 4 8tcbtipene ( @is)é@@bs,rﬁat)pshwepsa oneed@nlops megibghtuitatfie. In some
4000 abo

oanpRa TN egoroaty RodaryspleGPR-TRaICR s gshl ® cps o

6akdut 63ps.Tmescsneestiedenents etk Mydrdxperopyliviethyiceloddsegs a viscosity
CQI”P?%PE t han g&ﬁo&mﬁﬁ@%@ Ero'kgﬁf)%)hﬁé}%ﬂcellﬁW@@h%&ﬁ%lscosny

greate sweet ness

adkys epf. t iatﬂomemwﬁmemtfm@wQ@@@mmﬁmM&mgg@@@1\5@98”5! of
-4.pL artificial sweetener having the requisite

sweet ness. In sone enbodi nents, the

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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sweetener is sucral ose. The tabl et coating

conposition may include, by dry weight of the tablet

coating 5 conposition, 40-80% cellul ose pol yner,
wWo-B0spd4ast i ci ser, 0. 1-5% sweetener, and 5- B3PAU2008/001596

powder ed flavour conposition. In sone enbodi nents,

the tablet coating conposit fHn al so i ncl udes, by dry

wei ght of the tablet coating conposition, 5-25% of

piog REMtial swébtermmhaeigabe nejlisite sWketnbeh| @i serpatenitgdiments, the

con‘gos i ti.on |agcl udes, by dry weight of the tablet

cS¥ ?tﬁ@erd%ﬁ"b% ?Y% on, 40-60% cel | ul ose pol ynmer, 10-30%

10 plasticiser, 0.1-2% sweetener, and 10-30% powder ed

; oSt b a . . e '

5 Sl AR BB S e SO REBATEPRIS Wy coming

| cpmnpesitiono40-8athenebuless, palyier 83AYshlastinigers Oflre sweetener, and 5-

aB5y; bORIiE0 RISH! SomBRliBHI Al Some CahbRinel! WElablet coating

fragrances, and actlVe age I'n sone
eﬁﬁ'ﬁﬂ‘i’%ﬁ@ﬁ't%so ineledesaby €y W@'Qf’tl ﬂdh%tﬂ%§9min3ﬁ°mos'“°” 5-25% of

db@%@niéedlrpéorﬁél%ﬁ%&%ntsn tie tdb!éﬂlébﬁitln‘gocdrﬁﬁ:tsltlbﬁ ifchieBeby dry
agr)ce)l ied to a table Thus, the present inven

{9RE rof Gy falpel C%t'f‘%b?‘lé'ﬂpoé&a?-u A§-8PFuicg!yloRs QGEWS’ , 10-30%

t BRswdiser 0rBnY) sveettnbaahe t 0-G0RtJonde @AMARRIr topostiod. a
[iquid. 20 In sone enbodi nents, the liquid of the
tabl et coating fluid is a solvent. The solvent nay
b&harabtet gaating eoipesitidn may agquentas aivdrcempomantsnatlieding, but not
| : ent,. . ; o) .

Pmﬁg ggpe?gﬁtgqﬁgriant%ano?@@%r\é, %{Jé?@ﬂﬁ naagrtl){%e&b%urants, coating
enblmmemin@gancesr@dwhmqent% about 20%to about 80%
et hanol /water. In sone enmbodi ments, the 25 solvent
is 60% et hanol /water. In sonme enbodl nments, the
cbh%qm@embm"aentﬁ,cth%&béet Cpytingegogpesition '?f%}%;@l"?% Ppgyspended in a

p%m%d% tgat il ca?bPapphbd B aSlt%blet Orrisotgagﬁe%@ﬁﬁﬁmriﬁn fuﬂtga%rowdes
(0] ere avo osi il on 0 and.,.
D a0 et o LGN Bh At ReR s fanst cBaronsriiogiten and a

aligad.i ncl udes 1 30 2% of pignents. In sone

enbodi ments, the coating fluid includes 6-7%

hypronell ose 5 or 6 cps, 1-2% pol yethyl ene gl ycol
600ébnfepbabidimerster the liqui@ ¥ thel teblptucdafinge tilid ist anoluent. The solvent

dln%ﬁ 'bg%{ J;eﬁlrg soI\;enFO/ felq%&}érgomhf &g:gﬁé%é i,lﬁ‘ 89@&%%5%1{%%3 the

avour e nNnore 1 s .
sevedlt is@n dqlnoen awlwt@nnth@wgﬁml ashwaiger b Jomecemipadiments,

a@'@-%oi\éﬁ%s ﬁoﬁ?@éﬂ/ 18 6o EPa02 tth ABAMAter3 S I YA &£ Embodiments, the
(purified). WD 2009/ 055846 PCT/ AU2008/ 001596 -5
solvent | |s 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 fiuid 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).
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The present invention also provides a pharnmaceuti cal

tablet including: - a core containing an active

agent; and - a coating, the coating formed froma
WRPHSS#6at i ng conposition including a cel | uPGEAU2008/001596

polynmer, a 5 plasticiser, a sweetener, and a

powdered fl avour conposition; “the powdered flavour

conmposition including a flavourant associated with a

s dlhegresant ineantio Aleo peividas a pbanpEcyuriesl, talpbistludnger |

sweet ener ered . r_.gonposition may be as

descri bg 0%}#%31% Jlrbgc'?%éeg%égﬁ’iavng agent may be a

phar mecagpatiwl | y active agent, a nutraceutically

a : - oA

2ot Kaing 4o o’y MBI LG Sonbodi WEURRERbpde povmer, a

aPlagtigisaii @ sweetepgragnd aaopagred fagourfempesitiom denegwdssed flavour

a*é@MPoé%ﬁi@cl@&?ﬂjJé &uknt ¥beikled WithaRIid &4raér. Wei ght  of

the tablet. The present invention also provides a

process for preparing a coated tablet, the process

| mak ¢diiulgse pobfittr plagiciBerC elvbatkies eina PoydEred fldvour composition may
plasticis sweet ener, a powdered 20 flavour
c

er, a.
Qﬁﬁﬁgﬁf‘?”‘gﬁd §44°2 liquid to forma tablet coating

fluid, the powdered flavour conposition including a

flLavourant associated with a.sgolid.carrjer, - , :
app? chhvge AFENT MY, §? ac%hgtrmﬁ%euﬁ?a{(ﬁly C?%%I‘ée g&%ng,rae nutraceutically active
caperdionangtednaralytdctiee gggabt ; and - renoving a

majority of the liquid to provide a coated tablet. 25
The present invention also provides a process for _
pirepene Agbadimgalsctiecaningtis applied tp thscesse ap adfluistipgpray coating.

PHAY ceAtng nthylRIBlt R Avdat 6RTH Aidnt 8thé RiIWdighSomhe tablet.
cellul ose polymer, a plasticiSer, a sweetener, and a

powdered fl avour conposition, the powdered flavour

C FA® Qpédein® hvietionUslsd @rovidel 2 Prcasy farSsesdring ed codted tgblet, the
solid carrier; 30 - conbining the tablet coating

cBIGBS INFHH"%nd a liquid to forma tablet coating
flui-d; eorsgihyiangelunget pdiyraér, coptastigsek,| i slvdeter@r,carmwdered

ma or 1 ¢ (g RS 57 8 TopgF e BBIP Lhitfgiy e growceres
The pr efimnur dcompesitiproincladisy afiavouiraid sssocatasiowihsa sabid carrier;

e B A 8 o i I st

- removing a majority of the fiquid 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:



- providing a tablet coating fluid, the tablet

coating fluid forned froma tablet coati ng

coqp05|t|on i ncluding a cellul ose polyner,

%q%@?’f)sép‘?er a sweetener, and a powdered fl 5%(61”2"08/001596
conposi tion, the powder ed fl agour conposition

including a flavourant associated with a solid

carrier, and a liquid; 5 - in t he tabl et

Cont 1 ngPIOvng & bt GBRINACIIA IR AbA 2helier urb oxgechirom 2 tablt

and - bem\glcﬁﬁlpaslf@i in¢lldibg 8celufssel dofiee! at;sta:ﬂmw de&waetener,
coated tabl et he present inventi 3% al s

for usedBf & PBHQ{H@P JRVPYT A GSTROSEG Ry ppv&(?e %ﬂl@y@ﬂ composition
pr epar airichwiingfa flaablratt aseﬁatétgwmomwm darrﬂalﬂ,, andiReiquabl et
coating

5 pol yirer PRVR8 tettpiiP o flid 8 atbord fortiiing'a® B apany: and

[y
<
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f | avour remomigss majority ohinerliguid t¢ pevideadeated tafbletv our

conposi tion includes a flavourant associated with a

solid carrier. The present invention also provides

f dhepsesegt ingentigh lise pmutasﬁgr userpd diovideredlavour Fomposition in the
d%?ép’ataneﬂ P @AtRdt Rohtthgt & d%@eﬁrtﬁé 'téHth:Batﬂ‘th&ﬂtﬁ)‘éltlon including a

tablet for the treat nment di sease, condition
diceWHRRer POlyMeY, ARABHCISRT. ArfvegleneAad 7 pawdared At coRPOSsition,
a|vﬁ\@reﬁﬁ M P&eder&d fidvdlie chPFodatont ih@addsng fiavslirsRaBSeciated with a
con tion or disorder in a human or aninmal, the
f"%cl udi ng administering to the human or 20
ani rral a coated tablet as descrl bed herein, wher ei n

t actiyv IS sult. fort e

" BB b PGl B oL ' g b S bl P cfposion

Delssaribpd heigirib tmbmperapmmofe&doatgd tabletl &g dine beatinbet of a disease,

pr - ments thereof, in nore
ctSch??tl'fbtn dr'&?égﬂaltet ﬁHgatrrt an tﬁo no Ie that various terns

that will be used t hroughout the specification have

NERB IRGent fadntivh lalso Q)%\M\Fésl foH§ ‘#ﬁé’tﬁ&oo drinfaHdehie Q:ondttlon or

addr essee. However, for ease of ?er ence, sone

t HBgEter & FEUKAN (or ABmah dhey éTei“‘rPé'd“d%ngTﬁ@m!‘@Hﬁ'ﬂg é‘éthe\/"é-‘ma“ or

agRiftal a caMNed wdlet 8¢ HERALIIRSEAT whatsin UReAiEERInd isRARSe for the
a. subst ance bstances that illicit a

r of s
pﬂ?%Wbﬂlt%%&S?aégp‘iﬂ’?E@%eﬁﬂ P ni stered to a human
or animal. The termincludes a substance or group of

sub t"anBeSscnt Iat is intended for use in the
d , mtlgatlon treatnent or prevention

of an undeS| rable state in a human or animal. The

a8hiole pAREMiInd B o ge Wgﬂ@@&rﬁ%te%%{ yana rﬁi‘fc}d'ir}{(ﬁtts thereof, in

agent, "a nut raceu ctive agen
vétoéﬁ‘ Aetaif Alig 'WPQG@'FE\I@ ”Q@éh@t vappys te[m%tfhﬁt é”” ttelweddltrpwout the

agesirichRh RfedmahnSgs fhat wilP b Sad trtb%ts%‘auw %attt.nédt Ridressee.
treat or WO 2009/0 846 PCT/ AU2008/ 00159 pr event

aHayewssiar eqsgobraferentgnatae shthase tawnsswil E‘R‘ﬁﬁﬁ 8
active agents include

The term “active agent”, and variaticns thereof, as used hergin 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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phar maceuti cal actives, therapeutic actives,

vitam ns, mnerals, nutritional supplenents, di et ary

SUfOBI ements, cosnetic actives, veterinary active S5
U580 cal's, growth regul ators, steril ant BCT/AU2008/00159

pher onones, nutrients, proteipaceous 5 materials,

genes, chronosones, DNA and ot her bi ol ogi cal

materials. The terns "active pharmaceutical agent”

" Fﬂﬁ%}ﬁeﬁheaﬁejag%ptap Bchymansgyeimals. fxamples qﬁ,ag@ve ggﬁmts include

ﬂnac@ﬁtldéﬁe@cﬁi@!;e' heFERROLANYCRES, VRtaRIR MasiReHhIsC ahutritional
gr edient (" "), includi n%ﬂl ts. pharmaceutically

Stepieapsnts Sg|e{a§y asé'pW@inlemés S'f‘?ﬂ? aﬁﬂﬂ)”a?ougete”"aw actives,
hydfrad@ldcalé,ograﬂm h‘eghra&ir@dstélgérﬁff,i phetorhérgest Qul’.x’meﬁl{s_ proteinaceous
ru in the individua i C active
D e e PRSI SENA et ofBalsalinatadEt ' (e

APl . The terns "active nutraceutlcal agent" and

o B ik B LA50  BanaS el SR acve
rmldlg(’:lanell 'drog” ad Bsdaelzdrein reamedriyt active plodradcegicalhimgredient ("API"),

Y iRThnaffhade LA ENep@bleWaRS 33 Srel] K% h%rd?ih drous, hydrated,
e e epfapi ) hyre

accep as use erern

s @pd saiNaled dorms mrﬁ@sfptm éaﬁ Praskugs 8ne dnidetingividually optically active

C hamtoflelyoraRdABK astvaaei ééQJo%dF;%s'dftH@ Ad). the ot her
i ngredients including a formul ation, and/or the

manmal being treated. 20 The term "_tabl et" as used
haheitermie attver naurét@h@cadggame ah@rMitrdce@ticalh @cthleNgdedt” as used

entit cont ai ni tive agent that is . .
ot s8R G 5o He nUfiefictened RBRiser et aay ayovidn ggelcinal o
i hedltndenetis tindiditg thh ateventiontandareatmdnt ofadisease.of one or
nore "mnitablets” or "cores". The nmintablets or

cores may be used in capsules or even sachets (if
sifhe | term t"hbarmag@utiadllyu acc@piaple” Tise usast herewh areang sutsilednce or

t abhBhsitichS HaP 88 RTRtble n@r%'?rﬁcﬂ LR é)&ﬁ@l%gr&ggt Witﬁ‘sthe other

one or nore active agents, I nc es ata
pmf‘?ﬂﬁﬂé&ﬂﬂﬁé@ﬂg afﬂﬂmﬂ@&%tﬂn@@r th@ﬂ"awléﬁlnléfﬁ?tegse 30
The term "core" as used herein rreans any structure

that is surrounded égartl ally or .59%2 by a wal |, :
e te{etakipt” 8 4pechereinaesns 3 single Apsagfeiorgy 1-¢ dhg single entity
CadntHRing thd atticé 'a@émltham s mm:-n‘st@mattb @Iﬁh’iéub‘}‘@ﬂt T!ﬁtgterr35tablet" also

AT bE! AiaRdhtar PR coBBRERET P e Hoi BliEb RS8R ores

afbe edattblets avfcofdsnmay ok iudegdr bapsbks or\@@@&ﬁeﬂﬁmﬁauer than
ng&@% 8/ 001596 -8 The ternms "treating", "treat"
reatiment"” refer generally to amelioration or

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 surrocunded (partialiy 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.



10

15

20

25

30

35

elimnation of a disease, condition or disorder once

it has been established. The term ' prophyl axis"

refers generally to treatnent to prevent the onset of

WO HOYE[&E condition 5 or disorder or of a pPgE&Y008/001596
that can Iead to the disease, _,condition or disorder
("primary" prophylaxis), or tﬁe recurrence of

synptons of a di sease, condltlon or disorder. The

terns "effective anmount” and "therapeutically

eHihaCldr¥§ %QH@“ lrrggterorg rﬂ!erhty r{ef%r %& ¥at'60lalf?1tell&gtlon or
a conpound nmposi t'i on i) revent

t lEMingEien efa @iﬁeasﬁi enagidign Ob@ﬁ‘@]’m?ﬁ aye |t(5qas QP%?%@Q“SW(Q i jhe term

at br%Fh&@éx%‘? ’ref@ﬁ'%eh@rraﬁ} Breafhethd Plelért @fe HA &Ta dBERe, condition
oms of F;)artl cul ar di sease, condition,

or
d|°§d4‘%?é‘i‘er Yr 0f( Ri Rrcese eahfan fadyi 3&9’3 isgane. GRadijongpr disorder
Om@r|ﬁfamq5r@piﬁdém§ 0drsthefreturenparot Is9Mbt@Fnsd¢fS£@i$e@ase condition or
condi on or disorder. 15 The terns "subject" and

ﬂn as used herein nean all nenbers of the

ani rral ki ngdom including humans. The present
i nch%Jm%n effdcy V+ g'%ﬁ%@egﬁ%g glfer?é u%%ly%lrfg&ng%ﬂoéhtopefer generally to
smearemmnt of angbripopodvde cemipésltmotbat b)omfds iot jppayentshie particular
2 It I
agés%%%%é@?t Vénl ﬂ?’&%rd gﬁgg“?;ﬁag& bﬁﬁﬁo‘r‘&l@%ﬁe’eﬁrﬁﬁ%{@e oﬂ@‘br more
céh@@@ﬁlslcéﬁh%w%}éafpi*%ﬂﬁaﬁ? e@néworsmr éﬂﬁotﬂequiid"'i nr@vents Or delays
f i/ GHeeBolone W Fidre d}fpicihd ¢ beHe pérﬁ&ﬁeﬁ‘%e%@\ébﬁﬁltﬂﬁz 8r disorder.
flavour conposition in which the flavourant at | east
partially coats, or is associated with, sone of the
gmasub@s @lbjp&r hh@|";§éﬁ|eﬁ>ff deNBed HordimiichRrall MéBbers of the animal
flav urant be any natural, artificial or
s;'ﬂ‘i‘? '%%’?% m xture of conpounds that is
phar rraceutl cally, nut raceutically or veterinarally

TS BT B 4344 348, bt ke Bctuse
i pelyudesa msv@'sen il swastersy, alydwtahpow@eréd daowr eemipegition.  The
f i .

BB 101 Rl R BRL T Rl
fruits, stens, roots, and conbl nati ons thereof.

Nq’ﬂe mmr:l]érbﬂglla%@@}nﬁﬁsdﬂfn ﬁ:a?‘bgl{lfreﬁrzlfzcﬁb)'( Eﬁr‘gﬁrﬂ%‘?ymg the flavourant

CHER 108 Camiph, darsRieprovigg o fBYoRE CBTPOSiSND avti thepjigyourant at

Oidast parti@g ddals, or RUSERbYIRleU Wi komé Iy R @lahules 8EBarticles of the
| eaf. oil, oil of nutnmeg, allspice, oil of sage, nace,

offM8% 35 bitter al nonds, cassia oil, and
conbi nati ons thereof. Suitable flavourants al so

' ﬁ‘ﬁ% lﬂg uré r ?)%(BPTHn\)? na?lfr!il' fal't(f IQJ or E@’&ﬁgtuélcoﬁ'@g% or mixture of

rsosdch ds ci
zotﬁmpwssmtmma&mgmpajwlamceum:a[l)eovgvetemr@mjlm acceptable. An

oﬁl@flga%ve lidt r&?ﬁla\r‘aﬂ‘r‘aﬂﬁrf&%fafﬂééehtlcaf 5 r‘iutr%%éﬁf@&%pﬁc%tl&s’ includes

ear eac grape, strawberr ras err}/ )
CH@@W‘?/ oulsp|s{ymhem myg,grppr@ flamqnag,tarqmatlgg h@lls fqugst ofeoresins and

f baMRW &rived from plants, leaves, flowers, fruits, stems, roots, and combinations
thereof. Non-limiting examples of flavour cils 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, oif 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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O her useful artificial, natural and synthetic
flavourants include chocol ate, coffee, vanilla,
hone%?ﬁowders and conbi nati ons thereof. O her

&6t s i nclude 5 al dehydes and esters, gﬁyﬁUé@’”ﬁ“iS%
benzal dehyde (cherry, alnond) 4 _citral (IenDn linme),
neral (lenon, line), decanal (orange, |enon),
al dehyde C-8 CIthSfoItSf) al dehyde C 9 (citrus
fﬁ%gtséﬁmo"al%@}%@d@“B il grapefryits fprtues{sggcest 819y|apple, pear, peach,
algﬁ@:lby dRavtsdhg! Faépbét ﬁkﬂ}y pRu® plr@aﬁﬁé hadriestt @nher fruit flavours).

een fr

(Bsr ol il S0 it SFatAme g Ppcoat, corte,

f lvanida riontg pbedery,.cdrer consbinatiany theesif. Oiseriuselul@Burants include

2 AsRbb<B i Sers Y RY R g BNRHLe RS st vl o, ey,

deeial dembm,dimej renar s (oraigeniesion), @B:iebyide E8duirnsiruits), aldehyde C-

fru . 0

NSl FRERTseh ) 122 ROMTRST Aob L HBernfol ety amonc). 26-
eﬂtmetbxloctan tgresot frudth 2-dagiraal ( wetgsemarmaen)ennd e@nbinat®ng thereof.
carrier may include a dextrin. In sone enbodi nents,
the dextrin is maltodextrin. Maltodextrinis a o
pSiny degtcEtivg ilige ot Harourantsyifereyvsfeninasy agelicatignsoticieer platie oils,
a@%th@cl&aﬂé%%lﬁlé CidvoBity @kcﬁﬁﬁtuc@ngné a.qmwgiebhéo@éabl & @xtracts

conner0|all e mal t odext
DERYYESs éO"E& » RNt ﬁ?é)/e%ff{"la’ﬁ&nff“'i% 5%%"'%&5%% #\§. compinations
t terédf. dontlifetingCoxamiple de ibvd uRarits) HcRIAS @faat 8ArabQERN extract, and
svveett%]? SS t|anfl solubility. However, materials having

¥ter than about 20 are corn syrup solids
and dextrose whi ch are nore hygroscopic. Dextrose is
a - Toll S
a:TE% c]a@?rz?%f)ﬁegﬁgg grq@étsr@,, ;ﬂgrg%{a gpggﬂm%&g Mg‘aeﬁnw maltodextrin.
cHlabedexyin 5 aTpelypavakizided tak avwlﬂelaom@sasu@rfomawddltwe and

Eﬁ‘érﬁia@ethQlV%ﬁé?ﬁ dn @Wwﬁ&F Ulbidie %@m@%ﬁall LA maitodextrin

he remain

% by wel
c!ijleﬁﬁ'yei‘asaﬁ@exmﬁei %M\rale;nt (BEhefrabogh ip dh abew 20I n‘\ss(b"ﬁ@E of the

emﬂwmmt.ﬁereme m&ers%e{nb@/wsm%w&er materials havmg
t he fl avourant and

CRE';N ns about 10% g
aB °§9‘%at369h%?%1 20 r?é‘? cedeN 1 ?P"%G”M%f@?@d&’g%are more
t hﬁgr@@mﬁler G:Diexirb@/ RUdlIsc REP Gilolite@byndabetioN bad BouhRrs may also
gponen roacg avqﬂ,'[%o rth 0czé\rrl er. For exanpl e,
REFWoHyar &8 PrrdUdt P shERsT %Sy contain  anot her
saccharlde or pol ysaccharide, such as glucose or

d?%é Cﬁre@lgﬂup%ﬁw%‘%n%n i cérﬁalﬁqgw{u'rém in Ell??amo%.mt from about

avour cCo aln a swee
su%HOa?@Oat 2Qat Ry Weigky with tthef iemaendesneé@ eéaiser and, optlonally, other

At':c;r%d?féﬁisvew sorRé dniboftlintd, QRe pbﬂr@elﬁevﬂ%lﬁdcd‘nlufi‘)‘éﬁ%lﬂﬁ contains

ositlon rm contaln a SucC as sodi um
RN T R TR L M DY REigh ARG,

(e.g. Keltrol F) Guns can be added to inprove

ng%tdlhsfcgs?sed t%e %eye\g faggl?r/c%smSp%As'l or|13 %y'%%%’%?ngét ce)r1 gogn(?ponents in

addition to the carrier. For example, the powdered flavour composition may contain
another saccharide or polysaccharide, such as glucose or dexirose. 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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rapidly swell when put in the nouth and quickly

rel ease the flavour fromthe coating by breaking it

up. Benefits of using the powdered fl avour
“6gﬁﬁﬂ$ﬁﬁﬁon and subsequently conbining it 5PGI/AK2008/001596
ot her conponents to formthe bl et coating

conposition is that it becones both a flavour and a
functional ingredient, there are less ingredients to
weBRgily swell wherdput irethe prowtfearstuidkinreleasectbafiadur from thescoating by
nqﬁ&g&kﬂt%ﬁss volatile than if a liquid flavourant is
used h is useful for stability and
manufacturability. Indeed, the volatility of liquid

f |B@ﬁ@M§%ﬂk§|ngﬁK@§o@8§rHH a@%ﬁ%m&es.@én hﬂﬂfséﬂs@&@ém;?%mbmmg it
difficult under normal 10 manufacturing caonditjons.

AIVEG othes ouBPRESHY to (M 1he frblet Gorting |°P'é1p%-°d‘fﬁ5'dﬁ st it B§omgs both a
| ifiguddl antil ai@etcRaL mg:@a@nhwe Ged re!sénﬂfg?étherﬂfef f(fﬁ'érgh @0t, and the

t he tabl t? en the table s ar i)
| bRy TS oritantion & ralely e ShBHer Bt fice Fif Pavourant is
| usedid¥tichoin usetel fohstalslitf @and ehanbiattuvabéity. niaﬂeadgtm volatility of liquid

C?ﬂ%,ﬂ&}tgl H1' ?%eoel%@aw q:?)s%gf of hWQeﬂ \?)ufaln?vﬁ Hf&:ult under normal

conposi VI'SCOSi e coa
gmmactwlhgmomdmtmsl iAdRO, mefsoamomoamher solatﬂe uereplormntlS)) of liquid

t'ﬁ@derérﬁé c? 'ﬁaUQ oté?rl?r?éﬁ'té?%f 8tfs écﬂ‘ﬁl C%BFe't Are JNHJBrg tr'ﬁeS tablets are

rove udi ng ur conpos
pﬁ@%@é@cwsﬁﬂheﬁlwomcgbwdé@ ﬂ%ﬂﬁ@ttmfoéamtoafbﬁé@'@n In‘addition, we

SHaR 1180 tnat W}%nh%\éﬁ*néOé‘rt@aﬁriba‘i‘lurﬁh@onlt’a‘?rﬁanthé‘ powdered flavour
powdered fl avour conpoSition in ornmul at1ng the

t &BW"E?SlwaWP HQSCE%%@&{ p%lnglf\ygislsrgr%ert than 'f(ﬁ)gﬂ% flavourant is

t abéetnd e fllfﬁi}brﬂﬁgl‘gGoeﬁ@wbtﬁ'ﬁ)difofﬁﬁCi:oﬁimgsﬂu@ﬂadln%roved Including a
ed.to a

CBEVPRBS NG BEMHSBR PIPYRRF & vt Bo0ce D AF 2RER

used. Furtherm)re the carrier that is used in the

etcatn Qsi.fi,on e gvide fo
oA e e BRRT e e e, BT 8 hasiplal nolBB(REguvon i
f mmndlatmgathettaiﬂetmogm'g canipesitien giges agpetoaf cqatasdtabletithat may have

I t .
O GOPA ROpO8 ok BB SAIIR o  cnn
t ﬁ@mﬁﬁﬁ't@” i wEish A liqwdtiié&@m@ 1S Fﬁﬁﬂef@ﬁheﬁﬁorq dlee ealder that is used

pwﬁeﬁ&ﬁétfcba}h@%w@@mmw Bﬂawblé fdﬁrﬁ.@lrotfétegm@ooa{dl lﬁ&nl"?@é‘l in the
agpe frosty (whiter coats will hide this).

Rl OFQCl | avour composition is conbined with the
ceIIquse polymer, the plasticiser, and the

syeet en to,fo t he tabl et coat sitian
¢ Yoo S naich e bafhe PefonGSE bl ARt oo sdting iep used
t abihettalbiet qma@nigmmnposttinat the rharb| shippdripdhie tasing deels and the more
. t A
SHRARER batde° ANiSyER ALB8 Hcn PoabrBy ARl bBBUic Muped e
angatiagtcwepl@gehiosw (wiitereehatsawit! hlsde thiglgent s whi ch may be
effectively coated are not |imted and include

phar maceuti cal |y WO 2009/ 055846 PCT/ AU2008/ 001596
- 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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active agents, nutraceutically active agents and

veterinarally active agents, such as those typically

del i vered in a tablet dosage form The flavoured
W84 onmposi tion is particul arly suitabl BCF3P2008/001596

coating tabl ets containing unﬁl easant tasting

pharmaceutical ly active agents, nutraceutically

active agents or veterinarally active agents.

E)?&h\tﬂ agents, ingtiageatcally @etiver 2oentst and viterearallp active agents, such as

a'il%s@@ﬁdm?aﬂ% a&@e%@t!h BRI u8dddeSorRt Cﬁe@%v&ﬁ@d Eéeﬂmg composition is

acet am no henacetin; steroids inclu

arp@rtﬁplpgw[agyeyorsqogp@g @glet%q@%@@ un%qqg@@ti tﬂgtmg pharmaceutically

ankiiy égelntés n@kacalfidany a&tRRYEhE o |v€l@|1hﬁi‘hl§9adﬂ?é‘ h&érlté i Examples
and its rivatives; anestGetl CS, vaspo | ators

ad"GHoEr (?Q‘Ffé"er']oﬁ limie; 02 30p 8§%§”d3%ﬂtPﬁlﬁ@ﬁ'C&e5‘&huﬁ§ "“Sp’”“
sadethtr:mblﬁhert rplfeﬂattdtlh,zBtﬁ@tt&nﬂclbﬁlﬁ@%llﬁﬂa?gmﬁ@ steroids; enzymes,
chi a ot assi,um

P RRPes 2T B o 2R p e PRl aRat A1 JSpperatives,
v ahesthetas ardsydlaletora/mcagﬁmnsogm:anm ranticedteinodens, |anfanphide drugs,

mg &ﬁ@%nﬁ' |zeq§/uag1ﬁ rrll\&ngn gﬂﬂ% gg%h@rﬁ%-dil%{cmgi agents, potassium

aphlan;mwuragémr@f amatthebiiket i cs, anti coagul ant s,
anti depressants, antidiabetic agents, 15
antidi arrheal agents, antienetic agents,

aRhPERceERlcsOr avRieivpElnieplee, acgRlsi IHARernclis; vior example,
agRicamen3tor BHRS 86 .5 NhkalGaRat Snti-ifnmXeRRRehe! hrﬂhelmmtlcs anti-

% F ﬁ ant i neo[.l)l astic agents, inmmunosup ﬁressa
aAtYRicoRgeM sy @Rtikioticsn apticogauiane a[lidprressa 'éntar‘\ﬂ'?bcﬂ“c agents,
ageurdiameanxi Sdeyts, C 2Rkt ES  agakisl | N@/Rpiseptics,  antihistamines,
i %ﬁtﬂ}yﬁ%éﬁ%@ﬁ/ggg%@e@sﬂgqrﬁ g%qargl%glt %gent%fg{l%ﬁlmycobactenal agents,
saptmeeslaam:t ggenth, agmorsdsupprageantss an@0yrdidaggeotst acti-tussive agents,
nt. s, L £S, n [ .
IR0l L3, ARG eoptcs Hoctrggoen,
agedias, lorirnﬁ@eit:eage@mamﬁlcgsterpabagwq’ﬂawmrﬁsmtss cdiagnostic agents,
pafaéﬁ&‘{ £ (Hnggm& aélg%httso ﬂluﬂﬁi@@ dd&Ba'Prhﬁ’e?QP‘Q nt?ate%statlcs immunological

rostag andf ns, radi o- pharmaceut i c sterol d
afgqnis P!dé?@-l’@ma@éﬂ@@ m%%Q'WFaéﬁ'F@ %ﬁ@ﬁymﬁ’@wem”ﬁ%“cs parathyroid

S&ﬂﬁﬂinhﬂé’ﬁd@ﬁﬁd%ﬁhoﬁamér tﬁio@ta@&ﬂﬂlh§ radlﬁ%ﬁmdcéﬁt%ﬁ.; steroids, anti-
i nat i

ma‘fweea@?% PV"%{E‘FFv@"%g%‘fﬂf%t'céar?w”ﬁéﬁ%a'a‘lé"e‘%r thyroid - agents,
exasopigors hadthateg, andoehiirass thefeoer al s, vit am ns,

and the |ike, and conbi nations thereof. Exanpl es of
nutraceutically active agents include, vitamn A
vNttaadentidaly activa mpent&Ecdreinglude,deradxpimalet dieaphaipplements, minerals,

Rt ank MORIC BN cARBIAIRs ikt RAETHREIPRGT Bty active

-al pha-t ocophéryl “acetate tam n
degantcatricluge, Y'ﬁ@‘r"bd‘f Vitgmipali thB‘Bn &n (k- efialriigitoeapherol, d-alpha-

ti%@é[ﬁ'@f'yl a‘ééﬁat%nhpal -RB h@ﬁ:ﬁ i@ td- Hlﬁﬁa thBSrT fack@idd, vitamin B1
rochl ori vitam n erivatives

p doxi ne
¥r@r Qsivatves @efe°f1a@E@M% ngtdeyivaiivsa F*!ﬁﬁ?%%%} B erivatives
e!herebf (¥.igt, qmnaoﬁile? hamdcrd@idey atitan@s ¢ heeérivafivedothiettdt (e.g.,

fluorli n
st %@c'dd SHAHG en et ol AR e ElyRerfiFteot, tuorice
siegar sddiurol ﬂIL@ﬂd@)ccclahnmdemagraas:ﬂlrrcordm madteioss atmimer eods, amino
T%Eﬁarﬁgg (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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35 be circunstances in which a pharmaceutically

active agent may al so function as a WO 2009/ 055846

PCTlI AU2008/ 001596 -12 nutraceutically active ag nt
WOOYES¥i ch a nutraceutical |y active agent RayAN8$00159

function as a pharmaceutical ]y, active agent. The

tablet may contain the active agent(s) on its own or,

nore conmonly, the active 5 agent adm xed with one

omumeéﬂ%'bl%twq AgeEx 8ihinehish & avlracepticallyjapiiver ageqh gnay also

t Wghckibk 8s a pHAnREAHIEIE dcBld &fett. particl es contai ning

the active agent nay be m xed or blended wth the

desired excipient(s), if any, using conventional

prroeeahwteﬁammmmer@ﬁvé h@m(s) ﬁm'n x§ uwe o€, Oﬁ@éesmafbnly, the active

o S BT OB PABPE EPRER GOPPIETe ST dUaarS and th ke

c Jatprogducedatpets] particles onrtaining tbehactpevxx@enenhaf/ Ibavroined or blended

CW% E%s(?r%d e&ggteat?s% | #glug%% nﬁ 0}4 n%?HOnél IEJ?OCBE&%& aﬁb e resulting

sweet ener ,
p Iﬁaxtm@mmnrwbd yﬂcqtrdle@ttta boryeemaptaeiettmg procedumbliang a suitably

cQabi R ition typically includes, by dry
2 %e?t%ﬁé’oﬁ

wel ght e tablet coating conmposi tion, 40-80%
cel l ul ose pol yner, 15 5-30% pl asticiser, 0.1-5%

SWﬁ@ttﬁﬂlef coRg SorsstiBR VAL ftl'lea)bgwaerﬁ@%%drt E@fosh®n, the
enbodi nents, the tablet coatin nposi tion al so

i ﬁ% URses, PA¥Melr yihGei RIRRIICISET. t e SR q%’ﬂercoé‘ﬁq ngpptionally,  other
Cphpaticéutoaly accbbldbe gxeéEs. Imesmteammb ﬁ&hb@sltldnh@plcalfy

t I
I
p 613 plastb@eB A -plastdetanee rand(a- %%%o%aeﬂelaemur camghosition. In

1%%rﬁ<9 zﬁBQw%ﬁ?.hthgQal{)%t%?&%&%%ﬁgg %ﬁ élgcpm uQes Bg‘ary vaeeigrjt of the

nposi I on 'l
babit ycoatina lsompésitiane & 2855 ettigrner&m nfg s esitodiorents, the tablet

E ggg Ss%dn%c,cl’zi%spt‘iv e h?QPtH% §bﬁ§%/6£in§%5§nﬁb§iﬁfm 40-60%
out Yo sweet ener , about 21%f1 avou
C BRYPSE tRObIMer ﬁ%r30%en4astmf@r. B iy speefrpert and 280-30% powdered

Cﬁé\,]oﬁf BRodR oM MEY séfﬁé/ e%o@iﬁﬁénfsl ﬁ@gétgétrﬂoﬁ%ﬁ?drﬁws%ﬁ includes,

SEY Qﬁ‘t \@@gli'c:t?qrg ,ﬁq ]@g}%é pgﬁguﬂg CEMBPLHQNY, @b%tp&l%ycellulose %olsmer about
rrm%y;l;lgﬁicisurl about 0BYAeREMBiePYhE ebbwtl 288 faWRe) composition, the

EE}G ’}Eij/fgf’ﬂﬁ l'E%FB%LES l(llillEoC)Se (HPMC or hypronel | ose),

hydr oxyet hyl net hyl cel | ul ose (HEMC), and a _

C PR LARIos o fineP ey e ARy el G AL RUALE s Yot the
hgaliulosg Rotypier meavhpe seleried dgan (MPRIOLP Busistiigl ef: HRITIceliulose,
' ﬁsﬁir&@ ghe&%sogév' Ngpe) Vi Sﬁﬁﬁéiy}ﬂroﬁoplﬁmr@i&@wos’e to (HPMC  or

about centi poi s art|cul ar from abo

3“1%0@%5%) Md@g%ethsilwil'@f?a\iﬂﬁ@) anyasRyeihylgtedvioplivipsee | (HEMC)

f 4% adrAlihation of any two or more of the aforementioned. In some embodiments,
the cellulose polymer is hydroxypropylmethylcellulose (HPMC). Suitable HPMGC
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 ¢ps, is useful. HPMC having a viscosity of 4.5, 5 or 6 cps is commercially

available.
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4 to about 6 cps, is useful. HPMC having a viscosity
of 4.5, 5 or 6 cps is coomercially available. 35 WD
2009/ 055846 PCT/ AU2008/ 001596 -13 The pl asti ci ser
Whp0HeSSty subst ance that inproves the pl astPEI/AU2008/00159
properties of the coating Whﬁ% formed. For exanpl e,
the plasticiser may be sel ect fromthe group
consisting of: glycerin, triethyl citrate,
1 'I'Zlemlaqjiylsemmaglt;ecahy smmlta}\ee Hiydteimprayey dlod plasticd properties of the
ol

ggtﬁ S{?Izeen?ﬂol}’rgéﬂpo % he gﬁg Is@?@%ggeks%%cted from the group
n&@ﬁ%@}tﬂg of§ glyaetia, Eaﬂwb@@iﬁephammtﬁﬂwmﬁpl p0|yethylene glycol, and
P%L glgg,ea glycol (PEG is a flexible, water
sol ubI e polymer of ethylene oxide. PEG polynmers have
di fferent nolecular weights and different physical

pnm@@ﬁé bﬁ‘@o&ﬁhe@ts e PR EEiIter s gél?etﬁ)ﬂ’e hdd)| !a@a@%ewn as macrogol
eff nol ecuyl ar

ol
BB phaERarIaR. PeReens, SVEl JREEI(S & ble, water
t ab“uﬁié dolyaner 20 REhyRhB @kide OWEG poly@etsl feive Wiffegdiit molecular weights

| i..Ci ..
P B S A e e o Db R Shoi® 8T Yoy Hion
t oncédwolar w2@OOPBEG (polymer?ﬁ@ 130G gtoscdpiarR0ODkely to leach into the

gg%gétgh%u E:E’%é)g‘gegl T rrslgéjéuleﬁ rﬁe@'ﬁ rPeAé[ Eﬂsé ? d 'lth% Pgé%sed in the

p tAbles coating remgbsittanl manakave ardlealdrareighs omogmooﬁfto about 20000
a 0@ cisid :
h%ubs@ogtfbo(tb FEG Bh0acp0eilic BEGB%l@OQEU 8ok fipited to, PEG

conmer Cli aval owax

PépW”%BEG'ﬁW@OU@W gradoshimends tiee p@yetlayé@e, QHYCPH@S a molecular
t alght of dRet B(ﬂ@ OIS 6bo@N. Th@h@i@@@iﬁiiﬂ&ﬁé cﬂﬁﬁﬁ'@rdteﬂly available

the tabl et foating,co ition is tvp

b e Fafuighe SORBRCmAY sbl PEle Satabla Ruwse fethe taviet
suegihgesspeaditicaucr ose. I n other words, the sweetness

of the sweetener nay be greater than 1.0 relative to

the sweetness of sucrose. Exanples of sweeteners

t Ma¢ swesterlze vaseid thatablebcdatibly edmpasition gty picatly asdvicetemer that has
| B8lddRess Bubicrhn Lok fel £6h 48063 AR Wb heldietness of
stheeswerienersmah tzesgee@;mrmam@ @rrdlative ﬂcarﬂme sweetness of sucrose.
dEQé(rHﬁtQ&Bﬁé Sf'%e uéed B tﬁfl’éﬂ idlicGhtihg &ﬁw‘pbéf%r?mclude

of Stevia Re au I ana evi a oro erl vat | ves

shielr g @ot lpitad tassagghary) agldts Wﬂ@%ﬁlﬁscs@\'ﬂ@ét@ﬁ@ﬁbs%hgﬁept'de
agwotbneils h)z!@dho & nﬁpﬁﬁémé ind, &ltgme dihydrochalcone  compounds,

oxat hi azi n- cul ar

pY R, Pg%[fiffts (Oég%g\{ﬁl ;ﬂgg@ qé) @V@oﬁ{"%m Q%{H&twes of sucrose

callothl agnsuiedatoset banienit ; SWWQ@GMMHQ 3,6- hmwrata methapieh -1-1,2,3-
e a.s

%Z"ﬁrgl ?I%g% ,?;gag{;@ eat”é It1 %ol?asglyc %eﬂ%g%esﬁl\f\eﬁ ! Rp%nd sodium

pamct cacilrardalts thereof; nechesperidin, 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, emuisifiers, anti-foaming agents,
colourants, coating polymers, fragrances, active agents, and the like.
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30 suitable for use in the tablet coating
conposi tion. Optionally, the tablet coating
conmposition includes one or nore phar rraceutl cal |
VR YEYPAER6e excipients, such as adherents, | uBFT/AHM0EI0159%6
enul sifiers, anti -foam ng agepnys, col ourant S,
coating polyners, fragrances, active agents, and t he
i ke. 35 WD 2009/ 055846 PCT/ AU2008/ 001596 -14 In
s diresasih crinbpgiments, t the  tabtst ecoagiomt songpositionp ontainen one or more
C QfodikhEs. Ongu@e{blémfoﬁ)uré?&g ‘%‘ﬂ’(fhﬁ’d%t %olo§l‘é' t@Rke I%EESLHn@nb%ments

i ncl ude col ours, dy ake and gment s. anpl e
i feRrges ingiidegb %t‘ml’mﬁe@ éQaI t%'@) t'tat”&!”é dioxiple N yrcdes, FD&C and

d'DB?G Gikes, B8R BSborlRS&CoyadtfbnicDsfeal @Kﬁﬁel HBQUQﬁéoWBIe dyes,
cargonate ge/ﬁ%?em c silica, channel black, inso

ML e Berelipraoho T6e saueant WQP'Q&'“ *?ﬁé‘ natural

c:@gmur aguith @Gtﬂtﬂﬂ@hrﬁmahﬁm@ mtcumheal Critin, &inatlo,adnd mixtures
ri nea urcuni n nnatt{ g, .
PR o o gl b pinatar 8 Bl By Be SErEr A by FRE 6l Skt inthe
C @rtonesed napygn enesel mclhedm’myoft irnesmamfg sparationi nint the abaence of a
b C

o%éir%g%achnfﬁb %b'&fggatlﬂ@ cBJfA OciitlEmgy 8 Pg%er% ﬁ{ﬂstgg I«a:oa\t ngbqn % coated
cm¢tn@wgmﬁbste®wom wnd@lmmalew osticedble omth agwviote / paler
apeQal&ifhglO tablet, though a frosted coating tends to

be T'ess noticeable with a white / paler background.

A coated tablet is formed by formng a tablet coating

f laugshtdd @Bt EQOM? Remihg l%blet Q&%g RGidGRIMP B ﬁdv@éred tablet
in a suitable | and a&[i)ap(y he tabl et coa

f CORNgICeMPasilioe ig a suptapla i 36'F9 R daqletagring fﬁJ'd ' tablets
t AeRajoeyRV @k (igRiddE ehendembbed tbQﬁb\ﬂdb theldogfed tdthét. | Th@Uiqdid may

b | whi ch t f th
B o nCR i Rng Soutibine s of s SRR D osingsign afegtyple s0
a a &bloat adatatticogtirgl fluict . Altirtatvetptire/iEjuid minhise & liguid o whagh some
D6 3: 548 o BodbhlCly R BolcPqdthl Blngblf SAPEEP oot or
of £he ta 2 RO hEY

et coa
i padipldodbts so qsatptft)rmatﬁb@mmh@smeason o) for m a
tabl et coating suspension. 20 The solvent may be an
organi ¢ solvent, an aqueous solvent or water. In some
FFg%cﬁOIY@Wt gay {gears Grapsist Sqlvenh narh §olasus sQbyEleprt Water.  In some

C@l“hbadilﬁ‘ieﬁﬁ ﬁfehéb’l@ht %néh ﬁ@ﬁe%ﬁs sbﬂents&ﬁﬁlrﬁ@@ﬂbﬁ@%a water. I

olvent is ab 0% to out 80% et hanol / wat e
| ﬁorggﬁ@boglmgaﬁ, mgrﬁog/entt |ﬁé1bgy(|)t| gpe/ﬁfo qagougg%’ ethanol/water "In some

ebindodinend] e soffbntds 60% \etHnolwatprarthicsdhant ig paseliaty useful for
re, sensitive tablets at | ow

f . 25 i ng.noi
tg(ir’ﬁg'gp gfogﬁ?%tg{Sgﬁt%gg%%é%ﬁb|8‘8|t%‘?ﬁr§turqshe tabl et coating
fluid includes, by weight, 6-7%cellul ose polyner,

{r?s/Brme %Hb'o&:'rrl%ﬁ{s’ tfl thbRt %J&tﬂﬁeﬁ}if Meluded - b@O/&QSNYd 8R4 cellutose

avour co
polymer, 1-2% plastlcrser O 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 embediments, 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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and about 88% Il iquid. In sone enbodinents, the liquid
|ncI udes, by weight, about 30 53% et hanol, and about
5% water. In some enbodi nents, the coating flu
Wé?@qusﬁ‘él udes 1-2% of pigments. In some Spegq:}‘/iagzoosmmwﬁ
enbodl ments, the coating flujd includes, by weight,
- 7% hypr omel | ose 5 or 6 cps, 1- 2% pol yet hyl ene
gla_"ycol 6000 (plasticiser), 1-2%
he- shlel cpaitot FarapAsilien dianx bel apelado i thep taplggs in a batch, semi-

f |C3NW6(J§T@|' Emﬁﬁ‘lﬁélﬁé Bro@é%&d@rrscﬁﬁé@omk‘ﬂﬁéﬁéﬁ rthér@@f lfII @MHﬁer which
the nore i s need -0. 3% sucr al ose (depend

h&PRGRS Sa@%acé‘?fﬁé‘ﬂmé’w ‘FQW faplpt. g%f%uétf?ﬁd?ﬂﬂs fng%ag@g fablets
amgth3Rl6etond 6r suspudidrisest)coalia 8&&%5&55:86@ known, including rotating

PCT/ /,0015 5 The t t coating conposition
oW bGPt bard Tokireniadon i’ Bt reksmmenodd. *h most
cccnaurlgunethom coalmglsroumum aeopesed @htostabtetstmnrbe teedlét® are being
t L I ct or.

u%ﬁ@%&é ny b [@@B? ‘f@ A:s r .gﬁ’%&‘j@%@g& %I‘rfhﬁlr% gformed that
t abheres dlrtwilv to eﬂﬂhualnfeinsThercoaiumausbe)mm bgcaatnglegappllcatlon or

fI h 33% Aﬂfbﬁn?f{*@ S§H Ye}’gh tﬂe%lelég}nﬂginé%h%%lnﬁg:yélemajorlty of the

coascerva
plsé'S’%”tr'@th?EtrﬁB@‘@d for ex@rgele, yoeuapAGlnGthe GalyenidyaRasaigy air over

S‘Meuédrféeé’ offrR tﬁﬂbmget%l@fét Orﬁea&hn% %e%%n W?a;ﬁ@&nﬁéﬁhaﬁrﬁt all of
bei ng itated in

f (A& %O'Yes“ peechge §%F%‘$¢€d° péO‘t'qﬁ ﬁ qubiemc%te@ AR enghiierefore, it is
adb.ﬁémplafbdrtﬁ&ztd Mnémpee@eﬁfag*eahlt@ solVEhe map &k i igh¥aY inlRe coating.
formed by a sin i cation or .be yllt ug.ln
| Soptery Ho Baigi i ne SVt Heitoe B0 do FRugh ATt cingzon the
majirtadetof theftafléte 10 sol vent is then renoved, for
exanpl e, by evaporating the solvent by passing air

over the surface of the tunbling tablets. The
s lRithugti perwme \ﬂmtiodlamntsedheat@atlmatcmmosnabn wift initialy be an

Sﬂ%(?’rSQEO g@@ RBodi t@ﬁo\ff%dtab@} BSé?K%nt e%ﬁ ﬂPB@dh&cPQF Ebstantially

et an here t'ed t
sAugd pp@r@ewp@gésaxntqﬁere@@valefm gy CORINY taPRiGRian sygiem or at

t BEmé&fRd Inr}geparﬁe%Ml‘éH tatfetSBITRE 'cBé(te@ﬁab‘ié?@nﬁ?'b\é?Hcetj% suitable

renoved to provid filmor coating on the
SB?QQB’QQ&G”t"rﬂ?W%I et Al t hough in sone embodi nents
the coating conposition will initially be an

| coh the tabl e ti
10 2y eoding SRRy 4 BRisuie RF hefiah shFie apount and
u ;scmpucalls teatiamonint whiio pedvidks annmhnmnm eti¢dting cayppdgecattthe pxterior

SARHED s B2 DePSTFAMIE 1) L ERRTERRCEAPLEAL, L BBYRS Sase and

prarkialgiongragé enthe fexigowi aue‘ace e asabersuitafle. c hagomegembodiments,
pfh%\’dnqcﬁﬂt BPtaBIE?co%‘ﬂﬁgi @?rﬁg/@sfltﬁh Réhidral lcﬁg \/\?1 n r\aﬁlfaltsqg tHa¥ 8mount

amount amount rovides a
rrWh'iCPnH’fﬁVé*?ﬁ @dtqaiﬁé* t@@ﬂe"l‘adg'@ feom albut d %4 @rqt@lﬂ’t %gveight percent of

S%ft@i‘éﬁtasfe?ﬁea?ﬁt tiR %oh@@nﬁodﬂénmlﬁl Q'fhudhhﬁé td%fs Bret very small the
necessari | cove

ofolAR "@thé MP4e a%th ?%é‘" %‘&Wf F’%’F% %E‘eéﬂﬁ'ttﬁtﬂﬁfé"’e'gm s o ne

enbodi nment s,
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, dextrins,

acrylics, any colours or other pharmaceutical coating material.
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t he anobunt of tablet coating conposition which is

coated onto tablets is that anount which provides a
coated tabl et having from about 1% to about 6% wei ght
WOR0UE848f  the total tablet weight. |n sonmePCI/AUZ0U8/001596
enbodi ments in which the tablgts are very small the

30 coating may be up to about 0% wei ght percent of

the total tablet weight. The tablet coati ng
c IMp seatinasieuldep formegout tallets mehisht aie blageboster Blanlss: eThe tablet may

UGB QA 8Rapd or si2RHISIMRY ¢ tHE¥A. PERRGREY Endtintdd tﬁrrh% mans or

or nore prior coatings (overcoating). An initia
C@ﬁmarlﬁg ﬁﬁ}@'ﬁ'd’ﬂ%%e ahetablet, %W@Ieprﬂlweg Patiiels, %@'“Cmate peliet,
c ol sdrasponiier, deauld, BRanulald sihell Mia‘s@%ee@"é\ﬁe@@ls@hﬁré c@fstal bead,

ekl e i Sy Bty S T L i
t ataib@t myahauyhamr eheplicat g o be @:ffechdvap kksated e atsaﬁbmt wtﬁl’&y involves

b whi.ch a

oFP B .%ﬁ*@ﬁ ,t,fgeugqélgt f?{L?r‘fﬁ’HB%d? at"!iﬁlsﬁ@g%g Sf'ﬁ'?eas in a fluiised
t dbd dtyenmwdn‘era@dypmamlaed;ala péypeicodter. m croni zed

particle, particulate, pellet, pill, core, powder,
granul e, granul ate, small mass, seed, speck, sphere,
crje dabilet doatng, cwmgigtjp@m be esechimdtheripseparadign wheceated tablet for

Ty t?t?étr'nﬁnt ok Qﬁ %eﬁ?éa%g %em gﬁﬁo‘rdﬂer% E‘HE%$PF Ehﬁl'a?nlfdrbﬁermore.

stabl e si ca ective
csﬁt%aeqnh'n&e@ygp@w% 1@ metes é@at'wsﬁﬁf\?e@@ﬁﬂ'obpr disorder

t h\eatrﬂmaﬁtor @ﬁnélome%éﬁ@tﬁ Ecludird AdnihistefRf tdRe hlﬁ%ﬁhor animal

in a flui r or perforated pan
aE%aé?% ‘ab'?‘yﬁ% d@é%[tbéa heI%i"’TH’QG"teé{bEf@t aglygt f4RgL 1S sultable for the
C bemaehi dfaine diseasbacondifich bidisdigerpr epar ati on of a
coated tablet for the treatnent of a di sease,
condition or disorder in a human or ani nal.
Flin¢ eatedr pletst hmypbesﬁamallmwenﬂurrmd by dwintkes drar aaimals in a

ég&ﬂ mefnrn@lat ﬁ‘rﬁ% %%‘?9& gﬂfjéc}nlll R gteperd \9||I ‘cl’y%r c%ﬁy treat and

n or ani na
am«ﬁum ot @hévigge feocardgionu rfarthecbapeumaﬂnleffe@tyatmwaba@tbe readily

agetdfRifdd QFQn Qﬁérﬁfld% d|¥ﬁ}%5ﬁ’dla{h IBJ]FIF%% oY@o%ﬁtrUnal f&chniques and
sui tabl e

tT eat ment di sease
cB!h&P%quﬂﬂQ (5‘?5U3$ Sbtaied untipe apaiegos qrgtujp@@@ceﬁayln@termmmg the

| heeipBatidaly @mmﬁow AHGRPS angctaﬁldﬂ@hcﬁ bé Rofsidered including

T BledR B Peacs o aTg: i sz 28R dnd BLRIAleath, the specifc
atdrelitioat ievavegip nick tge'fmliyzlgf téllierca:ﬁx&wnl Qgé Iryspehée of I(;Nee patient to
a, | erer.mn a t endi

e bns Ay BEEGAC borterbBa SR EATCRST 1 P 21N tion, e
almidavaigbilgp sethei prgparaizul acml_msmmdnm dnseleeglmaade@gtedsthe use of
C G GRERS and Sl SLET4P: Bhlfddhos | her apeut i cal Iy

ective anmount a nu actors are to be
considered including but not limted to, the species

Of pANbPE& doéabé wil BELa rﬁﬁ;‘% A a8&N Al to e8! hdIpert Ibl%gram of body
s‘gﬁ.l fic condition involved, the severit

of
BiiRepAaY- thelitalls KigRs earpe %‘h@”'ﬁ@f@’fdéﬂf“%t@}/ez%‘b doseS per day.

treatnment, the particular conpound adm ni stered, the
n(?oaﬁeoo ftag}g cra}l ter Srtesgnq mLQn“?ion 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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15

bi oavailability of the preparation adm ni stered, the
dose regine selected, the use of other nedications

and ot her rel evant circunstances. A preferred dosage

WP FA09BRS84¢ 1 ange from about 0.01 to 300 ny pePCT/AU2008/0015%
kil ogram of body 30 wei ght pff_day A sui tabl e dose

can be admnistered in nultiple sub-doses per day.

Coated tablets of the present invention typically

have one or nore enhanced properties such as higher

9! SFhpIda&r h%'ierﬁ%%ﬁfn‘?e%odsg&qgse%ﬁtthé@orﬁw&%hé’ﬁmd Rl@fhods of the

t acki ness (sl'tpperiness when wet), bel n%
wiRresen; ﬂQVP@t'OGrWHd‘%Qérﬁﬁ@f'ﬂﬂdng'fBquvldtml esebgthr@ples 't is to be

t Qﬁlﬁ@ﬁsto@ﬁ Ahithe! édé@iflc ARMir®Tor e EMoRing RRSEAESN "@)ﬁoh‘iﬂ Pmit the
?,' ere t hey have taken the table

G@H%Pg‘?‘ieégf’\%?péeé%‘&'%onpl i ance. WO 2009/ 055846
PCT/ AU2008/ 001596 -17 Exanples of materials and

 Rodita ool et FENE B i egFeq g

provi di ng these exanpl es, is to be understood

I . cripti
bR L Pdigaian
descrlption ~Exanple 1 - Fornation of a coated tabl et

havi [Ehrddi MUuURP 3 N9 Dry” © [‘Flfctiow
flui s formed by corrbl ning|the follo ?
i ngredients. 10 Ingr edl(é'lﬁ/ta’\g‘[ ahy, GIQDF9 Functl on
(ng/ tab) Weight eight jof of coating | ﬁ%l
conppsition fluid Hypronell oseogtﬁ,gs 33 6.2%
Cel | Ul ose pol yner Poﬂyet hyl engwgl y cePmBegjtio
13.0po Pl asticiser Tale 6.60 1 0./4% Pi gnent

QL51. 8%
25 1. 5%

(col blyp:ame)lose‘lﬁcpam um |di3oxi de B.220 O 4% B%5% | Rieguiesd polymer

O 10/

(col PU{y&"Eﬁgt édl yoou”éj Yertrquob- 9661401 % Plléi%ﬁciser

Pi gnen an1 Manilla fl avour/ mal T odext

13. Z%alz 5% 20 7% Fl avomﬁﬁ(bonp()SIa% on poweker | Pigment (colourant)

26, B iR e or L BT 1 led A, 8 FAnap (coouran
Sol vEgrric Oxide Yellow 0.066 0. 01% 0.1% Pigment (colourant)
Vanilla flavour/maltodextrin 13.20 2.5% 20.7% Flavour composition
oowder
Sucralose 0.3300 0.1% 0.5% Sweetener
Ethanol 96% BP 282.86 52.9% - Solvent
Water Purified 188.57 35.2% - Solvent
TOTAL 535.076 | 100.0% 100%

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 compaosition was as follows:

Ingredient Amount

Glucosamine Hydrochloride 1500 mg

Povidone 78.95 mg
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TOTAL 535. 076 100. 0% 100% The tablet coating fluid

was then sprayed via a nozzle onto a bed of noving
tablets. Typically exhaust tenperatures of

VIR YR el y 40 degrees Celsius are used. FTEHAEAIBH0159%6
a 3-4%coat weight is applied,,15 The exanple tabl et
conposition was as foll ows: I?]gredl ent Anount

G ucosam ne Hydrochl oride 1500 ng__ Povi done 78.95 ng

WO 2009/ 05584pMRCTIVAlHDe &/eBdas06  |-208.05mg
M crocrystall &iido . 0 pvi done
5.00 ng Silijcon |0X|de300rm ighesSi um St earat e
13. 00ng W haRlidopglrkidehat a comnbi @0 oa of
mal t odextrin [(HRsATPREEREE T avoyra, dOmg"y ronel | ose
| pol yet hyl ene_glyco sucral ose Igi ves “a good

nmout hf eel , taste, gl oss and coating adhesion. 5

DWEW&@/erounE ohgRbL efm@hatnCoRRAosaR L dlRY cﬂwgie?ed flavour) /
very sweet berry flavoured coating A coate

he{WPWQ‘eHO%?e/r PYYEUARIGLIY SRk S SHERIRERI JET BraFPA gﬂqwf@ﬂetaste gloss
nqnb(@dgt,r@%ﬁég.@,ed in Exanple 1 with a tablet coating
fluid formed with the followi ng ingredients. 10

I ngredi ent Amount % % Dry Function (ng/tab) Wi ght

wel xghipl®? —FHormataihion g cosiedtabiky e 8érl s@Bet belriigvoured coating
Hypronel | ose 5cps 25 6.6% 53. 3% Cel | ul ose pol yner

Pol yet hyl ene gl ycol 6000 6.25 1.6% 13. 3% Pl asti ci ser

Taﬂ @aBdxablet 1g84ng a%ﬁr@iflgvmmtuaé dwned megurding 16dbd medmds described

il iRy R RO R e 0 B A b B e

Ingredient Amount | % E:: Dry Function
(mg/tab) | Weight weight of
of coating
coating composition
fiuid
Hypromellose 5cps 25 6.6% 53.3% Cellulose polymer
Polyethylene glycol 6000 6.25 1.6% 13.3% Plasticiser
Talc 3.21 0.8% 6.8% Pigment {colourant)
Cochineal 1.79 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/maltodextrin | 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



Ti tani um di oxi de 1.67 0.4% 3. 6% Pi gnment (col ourant)
Berry flavour/ mal todextrin 8.06 2.2% 17. 2% Fl avour
ngoa tion powder ucralose 0.83 0.22% 1.8%

QELYE’S  Et hanol 96% BP 200. 00 52. 6% - Sol VEHAU2008/0015%
Water Purified 133.33 35.1%-,g50l vent TOTAL 380. 20
100. 0% 100% Exanple 3 - Forrmtl on of a coated tabl et
haV| a berry flavoured coati ng WO 2009/ 055846

%E?EU@@PUME‘Q@ berrydlayous g deimed igrearding (p the methegp ggscribed

f I.ra\vzqsmpmastt%rmsteta@da@ﬁgﬂmma fé@nefdhﬁnmweh@mwbeﬁgreukéa@ This
tablet coating fluid formed with

t r?@a‘f”@r?aé\}ﬁ%%é'al’% ARG lsé}?t‘ &8s SWefitas “I?cfé’taf"?ﬂbOfr%@mP@s?s
flavour and is not as sweet as the coating of Exanple
2. 5 Ingredient Amount % /a Dry Function (ng/tab)
Wei ght wei ght of of coating coating conposition

f | mgeedigmr omel | ose S5cAamount 6¢ps 35 D@% 57. PPunction
| lul ose polymer Pp gt 00(8.75 1. 7%
L Fiapf) MR Yidon i

14. 3% Pl astici ser Ta |f|edz 90/(7.6%
Pijgnment (col ourant) [ ochi neaPf 2. 33 czmann% 3% Pi gnent
(dolourant) Ilron Ox|de red|6oaidg ( A 2% Pi gment
ol ourant) Titani um di oxi dguid. 33 b(?qﬁ%%éy%§

trin 7 .25 1_3704

-avour/raltode
on pbBfder Buct’atBse| Geipse polymer

O.Hcﬁ%tﬁyrdr%g@&emwoer 8.5 hanoh 796% BP 268,00 Pastiteer
SHvent— VWater Purified 186167 35 4% . _Sol
532%SRIeR 096 1009 EX8fpl e| 49% Fof maf68n _of PAMeBHcRIgurany
t ddaineliavi Nng a citrus38l avoored, coat 8)8% 1PPigment (colourant)
Iron Oxide red 0.125 0.067% 0.2% Pigment (colourant)
Titanium dioxide 2.33 0.4% 3.8% Pigment {colourant)
Berry flavour/maltodextrin | 7.25 1.37% 11.9% Flavour composition
powder
Sucralose 0.70 0.13% 1.1% Sweetener
Ethanol 96% BP 280.00 53.0% - Solvent
Water Purified 186.67 | 35.4% - Solvent
TOTAL 527.825 | 100.0% 100%

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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A coated tablet having a citrus flavour was forned

according to the nethods

I ngredi ent Amount % /G Dry F
ei ght of of coating

ugcetion

coati ng conposition

described in Exanple 1 with
a tablet coating fluid formed with the follo
WYYt s. 15 WD 2009/ 055846 PCT/ AU2008/ 00

\émé'g/gUZQOQIGOIS%

(nmg/ tab) Wei ght

fl

uid

Hypronel| | ose 5c¢cps or 6¢ps 35 6.6% 52. 6% Cel | ul ose

polngredientPo| yet hyl eng Agtound|
Pliasticiser Talc - puphbk
(colourant) Iron oxijde™y
Pijgment (colourant) |lron oX
Pijgnment (col ourant) |Titaniu
Pilgment (col ourant)

ALK

By

%000
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1. 0

reeatingl i
frlual/ our

%IBY1. 7%

9 % H
oty dre !
i de redcaptings 0.
Skiin gostliord

/ mal t ode>

g

Fanetjon

Pi gment

5%

04% 0. 3%
.66% 5. 3%
trin

i

Nnel + 1
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L '8ner

VvV

U”E%'ﬁ thol

:'vcs%l%)ﬁpolymer

n8.75Wat 6

A.7Pdrif

1. 0N04 [

i ed3.186. (

b Pla3bcigkdro -

S
ap

—3+00—0
560

Ly ent—TOTAL—533-26
TﬁIE-Pur{'ﬁé’ :
al e OUS NDA

it at i

gy

ons 430/%,]6 I

e

pr €c t hat vari
co®posi t

of l[romexideydiods and
g apt

i00v9S6 of

t HeB% nv¢

p PtgmeEmt (colourant)

d .ITAIICICiIIVViII
5 t?;deb*af\%‘reyvithout de)g\';1 |6nq

FEe

om tH

7 0.3%
e _scope i

ARETEE (<P

>4

| téurant)

of Titaméum diveide i on. Al { BSAgh t

b6V 4

nt i5c3% has

5 Plpeant (colourant)

d 0110 g rt Y 11
BGaPrERie MeFeSFnl, [ 6 he

e 1]
i eewderon as cl ai med| shoul d

E/k,il

2.20%
nder st ¢o

not be

e f-e
TR
unduly |1

Eg\iour composition
mted to

S %l?l%raggé,l fTcenbodi TERBES- . i

ications of the|descri

RoEsL

ed nod

le1i_3(%,|bc

s for

Sweetener
Frving

_ouEthamé 9Bt i on t haB8GRe% :

1@@@% nt

to thos

L Selent] ed

| "Wl Pafifec@l € | N ENUEEE P

tHe_present inventioh W) 2

SE45E

]

09/ 0558

i th
46

ESelvee of

PQTTRATAB08/ 001596 533.266

100.0%

100%

Finally, it will be appreciated that various modifications and variations of the methods

and compositions of the invention described herein wili be apparent to those skilled in

the art without departing from the scope and spirit of the invention. Although the

invention has been described in connection with specific preferred embodiments, it
should be understood that the invention as claimed should not be unduly limited to
such specific embediments. indeed, various modiifications of the described modes for

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

be within the scope of the present inventi

on.
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Clains 1. Atablet coating conposition including a
cellul ose polyner, a plasticiser, a sweetener, and a
owder ed flavour conposition, the powdered fl avour
“@b’r?ﬁ%’%ﬁsﬁﬁon 5 including a flavourant associ BEEHAUNOB/PO1596
a solid carrier. 2. A tablet-2aeating conposition
according to claiml1, wherein the cellul ose polyner
L@F‘ﬁg ected fromthe group consisting of:
cel lul ose, hydroxypropyl cellul ose (HPC),
hydr oxypr opyl net hyl cel | ul ose (HPMC or hypronel | ose),

10 hydg t ( -
hydr oxyg&ﬁ& dbahi ﬁ@chla?s?lFogslgaﬁgEﬂé cellulo&eapoé%m r, a_plasticiser,
ﬁ”egiﬂf‘ef’vﬁﬁ’do? p%ﬁ€e6fflaV% e@Mpeaifierhtthe mewdergd flaveusigoatposition

GREdifPa AABRRME h4BBiaRAGANE Add ESrigl al m 2, wherein the
cellulose polyner is hydroxypropylnethylcellulose

15 4. A tablet coating conposition according to claim
3. whey Qéltﬂlett b@tun@mﬁmyupﬁrombmm@ytbcahlwI1oaa1dr@5 tBe cellulose

pg&cosm bo t 4t bout cent |¥01 se En A nvicellu
M c atl SRg °‘8 rrpg%'f‘tl aé’é‘?ﬂpdl FGIYNG| aPtn 4Mmethylcellulose,
meem&ym"pm”waﬁb HRD) phryciesxgproopiaictiylcelidsel (BP@1Chashy@romellose),

\cﬁgﬁ gétﬁyﬁceﬁﬁlggé: LI—ﬁ?C)Lgfd%}y%ﬁﬂH eg#)@ceﬁ@:g%eoﬁséé\wegﬁ%\a co%blnatlon

t@bh)etwtmramorﬂgftb@afmwnentlonemccor ding to any one of

claims 1 to 5 the conposition including about 40%

to about 80% (by dry weight of the tablet coating 25
Gonpodi takdi) caading (woawesijivl \aaearding | to Aclaigh Retwheerin i the cellulose

%Wistﬂyefbxﬂﬁs;gﬁrﬂétﬂﬁcélﬂfo%@y one of claims 1 to 6,
whérein the "plasticiser is polyethylene glycol. 30

8. A tablet coating conmposition according to claim?7,

wher eign bRt Pebatelyhydoaippsitieh y@l@éordiﬂﬁé db MelaRE UI3Ar wherein  the
si,t1on

ﬁé%?%r%lrﬁ%ﬁﬂéﬁ}lglgg%hﬁ? a gf?%ésﬁ;é oflabtoBt to atbﬂgt 6 crre[%(t]poise.
conposi tion including about 5%to about 30% (by dry

ht, ' ,
pl Lagt [ c?{setepe\?\éiﬁgé ﬁoﬁ%g%'h@gPé% A‘%Egg B‘Ifg'g% 4. ﬁvilerem
hedropypreyineethylerlitiosgyhasompiesisity eelected tiorditireggroup aengistingof: 4.5
Qbn o%'em.f’cénng&seg’an%etfeﬁf@stehe sweet ener has a

sweet ness greaiér than t sweet ness of sucrose. 11.
A tablet coating conposition according to any one of

@l ai M fhbled claQt,mgWe&h@ég‘hohh@oooﬁj.rfgwﬁtaﬁp%el & 8ghRcied 5, the
fromthe gro consi sting of: saccharin and its
§grrnpgsrt|q§1| grélkﬁI ng@bout 40% to about 80% {by dry welght 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 polyethyiene
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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sweet eners; di hydrochal cone conmpounds; gl ycyrrhizin;
extracts of Stevia Rebaudiana (Stevia); chloro

derl vatives of sucrose; synthetic sweeteners; and
YRAYMRPE. 12. A tablet coating conposition pcTiAU2008/001596
according, to claim1l, wheré®2n the sweetener is 10
sucral ose. 13. A tabl et coati ng conposition according

t Q. anya eifet %atﬁ‘lb%b oértldnoac%gﬁdmghg an;?@ﬁ@@fsdlédngﬂ to 9, wherein the
i ncl udi ng%a bout 0. 1% t o about dry wei ght of

t HECSRAIST Bas 2 BHR9tTRSS Q&Qﬁ‘ﬁfd'%ﬁ“’tm%‘)ve%tﬂﬁ‘@toéﬁ@‘rrOSQS 14. A

tabI et coating corrp05|t| on according to any one of

erein the solid carrier inclu
d 1xt r H‘héb%g“ail”i? SHNRYSOgACFHG e Ws‘i"ﬁ%ﬁa@lscbﬁod% &“efe‘” the
tmaetalembsllslalec«duenr@n the @mud exhdisting ios: sazghamalatna dtei@a_rts ;Nipeptide

ta atin os t| accor t ai .

el o RBice® ERRBITY RGP Berifgs Pskva Mbaudiana
Eétaviaal abivro dérivathastof Slcrose; amblwtlc 20¢ceteBerdAndAytiambbiet
coating conposition according to any one of clains 1
to 16, wherein the flavourant is selected from one
or2. norfe tablet chatingresappositiers peaording, tf claigpéhrwhenein dhd sweetener is
cdugpmgen oil, oil of wintergreen (methyl salicylate),
pepper m nt 0|I clove oil, bay oil, anise oil
eucal yptus oil, thyne oil, cedar leaf oil, oil of

rnu.at meg téﬂiétsﬁaﬁlﬁb c@ﬂnboéhfonsé&%rdmmﬁny Qnk Af ikt o 12, the
nonds, nilla, citrus oi

p@mpﬁsutlg} mb@mm %ﬁ%(t O"Arf‘dtOSeb(ﬁ‘rt ép/%](t?yugw)weugéttﬁfqhe tablet coating

eDaPosifen) @egenerappl e, pear, peach, grape,

strawberry, raspberry, cherry, plum pineapple,

apricot or other fruit flavours), honey powders,

blein z alAdtebigbepatifg tenpogitioa hoamndlng tocinly oaé of ¢laimsn, to 1B e)erein the

. . i decanal (orange, |enon),
gﬁ%[@h%ré%rq@@e&&c{ﬁﬁlg fruits), aldehyde CG9 (citrus
fruits), aldehyde G 12 (citrus fruits), tolyl
alsdehyd ek NBEHNG cGhIRNEh . ackofird fSEEIQIW 98! dR@lein HeC8&ktrin is

fruit), 2-dodenal (citrus 35 mandarin). WO

JeR9fedEBA6 PCT/ AU2008/ 001596 -23 18. A tabl et

coating conposition according to any one of claims 1

tq 17, erein the owder e | avour. coppositio .
i 1 e DL oion SrmpReon aSordnd oy deint S8 witgein the mattodextin
taspECRxtrosEQNENdbEbolin! Tthabbut®, wherein the gumis
selected 5 fromone or nore of the group consisting

of : sodi um car boxynet hyl cel | ul ose, acacia gum and
Xa@nt héragetmoaty cofnpoaitibre acapaditg te@ng ongokilaimen to 16, wherein the

‘?Iﬁ%lfr&ﬂtqg ste%céﬂyfrtﬁﬁ]%ngfor(%elieng‘f fheté)rm:];? co%‘s‘?ih&icﬁ: Eﬁlﬁrmint oil,
cinnamon oil, oil of wintergreen (methy! salicylate), peppermint oil, clove oil, bay oil,
anise oil, eucalyptus oil, thyme oil, cedar leaf oil, oil of nutmeg, allspice, cil 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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powdered flavour conposition includes, by weight,
about 1% to about 20% fl avourant. 10 21. A tabl et
coating conposition according to any one of clains
WORpSS8dRe conposition including about 5% t'ZfTéib'é%?{’sml-”%
33% (by dry weight of the tabget coating
conposi tion) powdered flavour conposition. 15 22. A
bIe al | c 0 f
OPai it OB QRS BRI G Sb 81 GG 17 wherei e
ipoedentd dlavne compasition fgtheeinclidepagemt s sel ected from
the group consisting of: adherents, |ubricants,
emul sifiers, anti-foam ng agents, colourants
dat i Agablel spaingscompasiipa Aeessding iecrlaiwt iy ehergiaribe gum s selected

%%m bnd 8Phite 6OME! JiSuF CIMRRSHG oP ko8 ROEAbAGmEMyRERIIdBe, acacia

22, wherein the coating conposition includes one or
9P AR KYTHARUEY. 24. A tablet coating fluid including
the tabl et coating conp05|t| on of any one of «clains

to 23, A tabl et at | fluid .
20co0r & e ahagabes tiohAuPRing ey Pt af daing Tdo 10, Wierein the
polvderat flavdir cdmpaitioatinchaet  bygvdigh aboalc e talaboyt 2695 flavourant.
clai m 25, wherein the solvent is an organic sol vent,
an aqueous solvent or water. 30 27. A tablet coating
fellui d Aatabtat dioatingt coropagition 2&:;condingr i anit lhee blolams 1 ¢ 20, the

U t :
ROrBEE Bouinh (BB MRS B3Ny w¥lfhy BFU ackd coating
tcnmpesnlwénowqies"e@ﬂﬂmurtzm%qswon 35 about 80%
et hanol / wat er. WD 2009/ 055846 PCT/AU2008/001596 -24

29. A tablet coating fluid according to claim
wRer eifriaklplcogiing ompopikion aozerdinchie fay Lo ekdaimsd. to 3\1 wherein the

RBardRHokiiah incRBbLbnd BICJ'nUﬂz‘ &Ger &mpoﬂerﬂ@fsﬁlected from the group
cont ai ni n q@aact i ve agent oat i ng
or

CBARIFRG P rensy 1Ry ICRAlS) &mL{Jﬁggﬁ n@”ti:f(?ﬂt%@ ?996“3 colourants,

2pagPolyeners) ragincatcand activaiagentd.  to 23. 10 31. A
pharmaceutical tablet according to claim 30, wherein

the active agent is selected fromthe group
@3nsi #t tatpt ofoatimh zomacsiinn asddrgingdo i d@maganwderein the coating

%thgﬁt?olﬁtih&@dels%ne 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 agueous 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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active agents, veterinarally active agents, and

conbi nations of any two or nore of the

af orenentioned. 15 32. A pharnaceutical tabl et

VR EWPHIRY to any one of claims 30 to 31, whePETHURHE/0015%
coating is 1 to 6% by wei ght-2#- the total weight of

the tablet. 33. A process for preparing a coated

9‘%" etA ﬁaglgt FBﬁﬁﬁsﬁJi& r%%l:éjr fnggro clal?rp'fg' W P%rfathe solvent is 60%
ce mer, a plasti

| ul ose i ser, a swee
p@hﬂ@“@@twl avour 20 conposition, and a liquid to
forma tablet coating fluid, the powdered flavour
conposition including a flavourant associated with a
sef-i d & BRI MBeeuticaldpiietingiydingie tabl et coating fluid to

a core £aft abmhifgg an adkliagen@asnt ; and - renoving a
maj O“?}/ of the Irquid to provide a coated tablet. 25

34, A FRE for prepari ng pharmaceutical tablets

2106 @b aingJotnteoctdih BNt@flet doBfgUebni@sition Btavrdity fohhytorll o tlaims 1
co%tsl ng fluid to the core by spray coating.

31. A pharmaceutical tablet according to claim 30, wherein the active agent is
selected from the group consisting of: pharmaceutically active agents, nutraceutically
active agents, veterinarally active agents, and combinations of any two or more of the
aforementioned.

32. A pharmaceutical tablet according to any one of claims 30 to 31, 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 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 fiavour
composition including a flavourant associated with a solid carrier;

- applying the tabiet 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 ceating.



