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MCP 303 CO

CERTIFICATION

I hereby certify that I have compared the attached document with the
onginal, and that such said document 1s a true copy of the original
Assignment document as filed in the U S Patent Office 1n connection
with USSN 10/122,999 filed APRIL 12, 2002

\ \
DA Yt
Chnistina A Clickner
(Notary Public of New Jersey)
My Commuission Expires

March 2, 2010
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DOCKET NO MCP-303 20O
Joint Inventors

ASSIGNMENT

Serial No 10/122,999
Filed 12 April 2002

WHEREAS, Cynthia Gulian, Walter G Gowan, Jr , Kishor
B Parekh, Joseph M Morris, Thomas J Markley, Denms C
Wieand, Gerard P McNally, and Christopher Szymczak, residing at
117 Crestwood Drive, Lansdale, PA 19446, Bl Parkhurst Drive,
Westford, MA 01866, 33 Greenwoods Drive, Horsham, PA 19044, 180
Lafayette Road, Coatesville, PA 19320, 111 Green Tree Tavern
Road, Norxrth Wales, PA 19454, 2650 Possum Hollow Road,
Coopersburg, PA 18036, 177 Coldstream Drive, Berwyn, PA 19312,
and 79 (olts Gait Road, Marlton, NJ 08053, respectively
(hereinafter called "Assignors®”), have made certain new and
useful inventions or discoveries relating to

DIP COATING COMPOSITIONS CONTAINING CELLULOSE ETHERS

for which on the 12" day of April, 2002 was filed an
application for Letters Patent of the United States, and

WHEREAS, McNEIL-PPC, Inc , a corporation of the State
of New Jersey, (hereinafter called "Assignee"), 18 desirous of
acquiring Assignors' entire right, title, and interest therean

NOW, THEREFORE, BE IT KNOWN that for and in
consideration of the sum of One Dollar and other valuable
considerations to them moving, the receipt of which 1s hereby
acknowledged, Assignors have sold, assigned, and transferred,
and do hereby sell, assign and transfer unto said Assignee their
entire raight, title and interest i1in and to all said inventions
and discoveries disclosed in said application whose
1dentification above by serial number and £filing date, when
available is hereby authorized, and in and to sa:d application,
all substitutions, divisions, and continuations thereof, and 1in
and to all Letters Patent, United States and foreign, that may
be granted for said 1inventions and discoveries, and in and to
all extensions, renewals, and reissues thereof, the same to be
held and enjoyed by said Assignee, 1its succeasors and assigns,
as Fully and entirely as the same would have been held and
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enjoyed by Assignors i1f this Assignment and eale had not been
made,

And Assignors hereby authorize and request the
Commissioner of Patents of the United States to 18sue Bsaid
Letters Patent in accordance with this Assignment,

And for the consideration aforesaid, Assignors
covenant and agree with said Assignee that he has a full and
unencumbered title to the inventione and discoveries above
described and hereby assigned, which title they warrant unto
saird Assignee, 1ts successors and assigns,

And for the consideration aforesaird, Assignors
further covenant and agree that they will, whenever requested,
but without cost to them promptly communicate to said Assignee
or 1ts representatives any facts known to them relating to said
wnventions and discoveries, testify in any interference or legal
proceedings involving said inventions and discoveries, and
execute any addicional papers that may be necessary to enable
said Assignee or 1te representatives, successors, nominees, Or
assigns to secure full and complete protection for the said
inventione and discoveries or that may be necessary to vest in
said Assignee the complete title to the said inventions and
discoveries and patents hereby conveyed and to enable it to
record said title
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IN TESTIMONY WHEREOF, Assl rs have hereunto set
their hands and seals this gélday %&"_}005

%ﬁtx’ W!AQ"_. (L S )
thia Gulian

STATE OF I£a6L )

CCUNTY OF

BE IT R ERED, That on this &% day of
, 2005, before me, a Notary Public, personally
4 appeared Cynthia Gulian, who I am satisfied is the person named

in and who executed the foregoing instrument in my presence, and
I having first made known to him/her the contents thereof,
he/she did acknowledge that he/she signed, sealed, and delivered
the same as his/her voluntary act and deed for the uses and
purposes therein expressed

Notary Bublic

Nolwis! Sesl
Barbara M. Qo Noly Public
Widamnaeh Tw- A vagomary Comnly
My Cammissic: - wares Aprd 16, 2008
Murber Parmeynana Astodkiion Of Noimiss

[
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IN TESTIMONY WHEREOF, Assel r8 have hereunto set
their hands and seals this 4j¢day of ﬂgﬁtf 2005

W (L S )

alter GO . JT
STATE OF W
}) 88
COUNTY OF )

BE IT REMEMBERED, That on this (3/ ¥ day of
ﬂjgéﬂdL_, 2005, before wme, a Notary Public, personally
appeared Walter G Gowan, Jr , who I am patisfied is the person
named 1n and who executed the foregoing instrument in my
presence, and I having first made known to him/her the contents
thereof, he/she did acknowledge that he/she signed, sealed, and
delivered the same as his/her voluntary act and deed for the
uses and purposes therein expressed

-

Notary lic

Lpyariasin on 42 77
ﬁ@fm ;ﬁﬂf
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IN TESTIMONY WHEREQOF, Assignors have hereunto set
their hands and seals this.3/%day of Z.nﬂukzoos

Klshor B Pare

STATE OF lﬂA’

St

COUNTY OF

BE IT R ERED, That on thas 3—"‘:6- day of
%, 2005, before me, a Notary Public, personally
appeafted Kishor B Parekh, who I am satisfied is the person

named 1n and who executed the foregoing instrument in my
presence, and I having first made known to him/her the contents
thereof, he/she did acknowledge that he/she signed, sealed, and
delivered the same as his/her voluntary act and deed for the
uses and purposes therein expressed

Notary/ Public
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IN TESTIMONY WHEREOF, Assi T8 have hereunto set
their hands and seals this S/ day of E;,,x 2005

DA 70— .,

J M Morris
stae o /A )
) 8B
COUNTY OF
BE IT REMEMBERED, That on this J"t day of
%L, 2005, before me, a Notary Public, personally
a ared Joseph M Morris, who I am satisfied i1s the person

named 1n and who executed the foregoing 1instrument in my
presence, and I having first made known te him/her the contents
thereof, he/she did acknowledge that he/she signed, sealed, and
delivered the pame as his/her voluntary act and deed for the
uses and purposes therein expressed

Dt ) bty

Notary Publac

Noterlsl Seal
Barbara M. Gimorg, Notary Public
Whilsmansh Twp., Monigomery County
My Cormsmmsion Explves Apel 15, 2008
Member Permuyhnm Asscciuion Of Notesies
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IN TESTIMONY WHEREOF, Assignors have hereunto set
their hande and seals this o4 day of %‘.‘, 2005

7 (L 8)
Thomas arkley

STATE OF p /4 )

) BB
COUNTY OF

BE I R ERED, That on this w‘é day of

, 2005, before me, a Notary Public, personally
a red Thomas J. Markley, who I am satisfied 18 the person
named 1n and who executed the foregoing instrument 1i1n my
presence, and I having first made known to him/her the contents
thereof, he/she did acknowledge that he/she signed, sealed, and
delivered the same as his/her voluntary act and deed for the
uses and purposes therein expressed

— Notary Public
i

Notarial Seal

Barbars M. Gimors, Notary Putlic
Whitamensh Twp. ‘Monigomery Counly
My Commassion Expres Apr 15, 2008
mmm

s
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IN TESTIMONY WHERECOF, Assignors have hereunto set
their hands and seals this .7% day of 2005

%M O lifecan £ (L 8 )

18 _C..Wieand

state or A4 )
COUNTY OF\ﬂanwr

BE IT REMEMBERED,
That on thas ﬁ‘“’day of %@. 2005, before me, a Notary

Public, peraonally appeared isa ¢ Wieand, who I am satisfied
18 the person named in and who executed the foregoing instrument
an my presence, and I having first made known to him/her the
contents thereof, he/she did acknowledge that he/she signed,
gealed, and delivered the same as his/her voluntary act and deed
for the uses and purposes therein expressed

Notary Public

Barara M. Giimore, Nolasy Puliic
Whilamansh Twp.. Monigomary County
My Camsmission Expires Apd 15,2008 |

Member Panayivania Assccislion Of Nolaries

A
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IN TESTIMONY WHEREOF, Ass ors have hereunto set
their hands and seals this & & day ofﬁj;;uoos

P ol @s)

Gera P McNally

STATE OF /ﬂ )

) BB
COUNTY OF

BE IT REMEMBERED, That on this Z % day of
; 2005, before me, a Notary Public, personally
ared Gerard P. McNally, who I am satisfied 18 the person

named in and who executed the foregoing instrument in my
presence, and I having first made known to him/her the contents
thereof, he/she did acknowledge that he/she signed, sealed, and
delivered the mame as his/her voluntary act and deed for the
uses and purposes therein expressed

Lrtrn. boo

Notary Ppablic

Notarial Senl
Bevbara M. Gimare, Notary Pullic
Whiternarsh Twp. Monigomery County
Mucuuu-nnaunnﬁmnsgun
Mamber Pervwviverss Assockation Of Nolaies
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IN TESTIMONY WHEREOF, AsS r8 have hereunto set their
hands and seals this?f®day of ﬂnzbwk 2005

(L 8)
Chraist ak
STATE OF 24 )
) BB

COUNTY OF

BE IT R ERED, That on this #Z day of

, 2005, before me, a Notary Public, personally
a red Christopher Sxymczak, who I am satisefied i1s the person

named 1n and who executed the foregoing instrument in my
presence, and I having first made known to him/her the contents
thereof, he/she did acknowledge that he/she signed, sealed, and
delivered the spame as his/her voluntary act and deed for the
uses and purposes therein expressed

HFrdne W fbyns

Notafy Public

Notariel Sesl
Bavbara M. Gimore, Nolery Public
wWhtsmansh Twg., Monigomery Counly

Commemission Expires Apd 15,2008 |
e Rt st G
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SUPERINTENDENCI/

DIVISION DE NUEVAS CREACIONES

RADICACION EXPEDIENTE No 02-41348

EL EXTRACTO DE LA PRESENTE SOLICITUD DE PATENTE DE INVENCI N

PCT FUE PUBLICADO EN LA GACETA DE PROPIEDAD INDUSTRIAL No 540,

DE FECHA 31 DE MAYO DE 2004, EL TERMINO HABIL SENALADO POR LA

LEY EXPIRA EL 30 DE AGOSTO DE 2004

NOTA Dentro del plazo de los seis (6) meses siguientes a partir de la fecha de
publicacién en la gaceta de Propledad Industrial, deberd solicltar y cancelar el
examen de patentabilidad so pena de que la solicitud caiga en abandono, de
acuerdo con lo establacido en el Articulo 44 de la Decisidn 486/2000

SE PRESENTARON OPOSICIONES POR PARTE DE TERCEROS

sl NO X

Carvara13No. 27-00 Fiso 5y10
Conmutador 334 12 21-2-34

Santa Fe de Bogoti D.C - Coloniia
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Offios européen des brevets (1) EP 0714 656 A1
EUROPEAN PATENT APPLICATION DA

(43) Dete of publication
06.00.1008 Bulletin 199829

(21) Apphcation number 96307868.7

(22) Date of filing' 08.11 1998

(51) ntci® AG1K §/48

(84) Designated Contraciing States.
DEESFRGBIT

(30) Priortty O 121004 JP 322581/84
16.12.1604 JP 33380604

(71) Appiicant JAPAN ELANCO COMPANY LIMITED
Kita-ku, Caaka (JP)

(72) Inventore
¢+ Yamamoto, Talzo
Osaka-shl, Osaks (JP)

« Metsuura, Saincsuke
Souralu-gun, Kyoto-fu {JP)

* Aknl, Kazuidyo
Kashihara-shl, Nare-ken (JP)

(74) Representstive: Stoner, Gerard Patrick ot al
MEWBURN ELLIS
York House

23 Kingsway
London WC2B 8HP (OB)

(54)

(87) Acapsuleshall islormed of a composition com-
prising 18 28 parts by weight of hydraxyorogvimethyl
coliuloss whose 2% axuacus solution has a viscoasity of
2 4-5 4 contistokes at 20°C s a base 0 01-0 1 pert by

Capeule shell compositions and their use

welght of caregeanan as & galing agent, and 0 0508
part by welght of a polasslum and/or calclum on as a
co-geling agent. The capsule ahell exhiblis disintegrat
ing abllity aquivalent to gelatin shells without loeing that
abillty even under speciai conditions In particular a high
concentration of ealcium ione.

Cot ks coied= =
pet c stwsﬁth
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pine la concentrated ta farm hard shelis around the pins Other coniitions mity be the same as usad in the manulacture
of convertional galatin shelle

Hard capsules formed of the presant compositions are well sultad for medical epplication They may be also used
in other appficatione such as food.

Wo find that these capsule shell compositions have good shapabliity and disintegration ability comparable to con-
ventional gelatin shails even in spacial conditions where much calclum lon s present HPMC capaules of the inventive
composition will sfleciively disintegrate in the stomach even when they ars administered after drmking milk containing
much calcium lons, achleving aquivalent parformance to conventional gaistin capsules Then the invention enablas o
taka full advaninge of HPMC-base hard capaules.

EXAMPLE

Exarnplas of the invention are given below by way of llustration and not by way of iimitation All percenta are by
waight

Example 1 and Compavative Examplg 1

Potasslum chioride was diesoivad In pure water at about 75°C With stining, x-carmpgeonan and a coloring agent
(ttanlum axide) were added to the sofution and disscived therein Whth atirring, hydraxypropyimathyl callulose (HPMC)
was addad to the solution and dispersed therein Tha solution was coolad 1o a temperature of 50*C and further agitetad
for dissolving the HPMC therem The solution was then allowed to stand for doasration in this way, two immersion
solutions were obtainad as shown In Table 1

A conventional capeuls shell forming apparaius waa charged with the immersion solution which was maintained
gt 52°C The appamaius was cperaied in accordance with a conventional dipping technique 1o prepars No. 2 capsule
shefle of the shall composktion shown In Tabla 1 having a thicknesa of 0 1 mm. In thia way, two types of capsule shells
were cbiained

Teble 1
Example 1 Caomparative Example 1
Immersion solution
HPMC TC-5R 18%
T TC-BMW 10%

TC-5EW 10%

Viacoslly 3. cat 8.0 cat
x-camageensy . 0 08% 02%
Potassium chiorkie 011% 01%
(potassium kon) (0 06%) (0 05%)
Thanlum axide 07% 0.62%

Capaule shell
HPMC 00 63% 89 83%
K-CAITRGASNAN 0 36% 112%
Potasalum chioride 0 50% 0.56%
(potassium lon) {0 26%) (0 28%)
Tianlum oxiie 351% 3.49%

Nota TC-5R TC-SMW and TC-5EW are trede namea of HPMC mantfactured by Shin-Etsu Charmucal Co. Lid,
TG-5R has a viscasity of 6.0 cantlsiokes, TC-SMW has a viscoslly of 4.5 cantistokes, and TC-S5EW has a viecosity
of 3.0 centiatokea as measured in 2% aquacue solution at 20°C The viscoslty of Exampls 1 s that of a 1/1 mixture
of TC-5MW and TC-5EW

The capaulss were filsd with O 3 g of com starch and Immersed in an agquecus soiution of 0 1M potaasium chioride
at 37°C The cpening time was measured by means ¢f a disintegration tester as prescribed in the Pharmacopoela of
Japan Thres measuremenia wera taken and an average waa cakculated The resulls are shown in Teble 2 As a
reference & conventional gelatn capsule was simiiarly measured for oparing time  with the results shown in Table 2.
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WET POWDER FILM-FORMING
COMPOSITIONS

CROSS-REFERENCE TO RELATED
APPLICATION

‘This is a divinon of appheation Sar No 08/073,795, filed
Jul. 27, 1993 winch i a contiuaton-in-part of application
Sec No 630,815, filed Dec. 20, 1990,

BACKOROUND OF THE INVENTION

This invention reistes to film-forming or film coating
compomtions for use 1n the film coating of pharmacentical
tablets and the like and, more particulmly, to such compo-
sihons in the form of wet powder blonds or wet powder,
cloar, film-forming compositions,

Signorino U.S Pxt. No. 3,981,984 diclosss edibiz con-
centrated mgment nupension in which pigments are n-

who mux them with polymer sclutions to form coating
suspenmons used for costing tahlets and the like. Bach of the
pment suspeosions, polymer solutions and coating suspen-
slons formed therofrom are in a non-aquecus solvent.
Podarctal U S Pat. No. 4,543,370 discloses a dry edible
film coating compomhion far uge 1n phermaceuticals, con-
fecthonary and food which comprises a mixture mclnding
Pgment parheles, polymer parhcies, a polymer plasticizer
such as polysthylene glycal 400 and, advantageously, &
surfactant soch as choctyl sodinm sulfosuccinate. Acconding
to the patentess, such a film coating composibon responds to
a long standhing demire to provide s dry edible film coating
composition which can be constituted with solvent by the
castomer, thet elimingtes the problem of shipping of pig-
ment cispersions containing squeous or non-aquecos sal-
vents, and also makes alnppng less expengive by eliminm-
ing the weaght of the aplvents. In U.S Pat. No. 4,543,370 It
1 stated 10 be known in the prior art to mix a dry polymer
powder with pigment perticies and 1o grind the nuxturs to
obtain a dry polymes-pigment mxnuwre winch is then ground
into a fine powder mixture. However as further stated in this
paient, when thls fine polymer-pigment mixture {3 stred
inio water and cispersed, the polymer makes hrmpe and fish
oyns becanse it agglomerates and the resuliant dispersion 19
oot uniform. ‘When this polymer-mgment dispersion is used
a3 a coating dupermon snd 18 coated anto tablets end the
Hice, nnless ths dispersion 13 left to solvate for a considersble

period of tims like overnight, the costing ia Inmpy and next
undfiorm,

The dry cozting compositions of U S. Pat. No. 4,543,370
are stated 10 be useful within an hour of bemg made up and
Dot to require an overnight waiting pariod as was requured by
pnar art equecus nd non-aquecus systems.

Heirze U.S Put. No. 4,636,261 disclosss dry muxtores of
Mdﬂnﬂmnﬂdumdldlm agent

prevents agglomerstion and facilitates dispession into

compound containing one to four carboxylic acld groupe or
a salt of phosphoric acld,

In the preparation of clear film coating compositions for
coating sspirin tehlets god the Wke, it bas beretofore been the
puactice to dissolve or dispense & polymer sach s hydrox-
ypropylmethyl cellulose in water znd then walt for n parfod
of 18 bours or so before spplying the resulting polymer
solution or dispersion to tablets or the like Such g walting

2

pexiod has been deemed necessary 10 onder to nd the solution
or caspersion of fish cyes and sllow water (o mto
or hydmie the polymer gel particles (fish eyes) winch form
upon dissolvmg or duperning the polymer in water. While
pre-conditioned or surface-treated polymers are svallsbie, it
12 necessary tp add a bass materisl to such polymers m ander
to allow the polymers in become hydrated snd dissclve or
dispens in water

There rexmma a necd for further mmprovements in Alm
coating compositions with regand ta their ghility to disperse
calor in the costing of tablets, capsules and the ke and thelr
usafuiness for {his purposs upon preparation or withn a
short time thereaftor.

SUMMARY OF THE INVENTION

Among the obyecta of the present invention may be noted
the provision of fllm-forming composbhons useful in coating
tahlets, capmiios and the ks which sre produced ia the form
of wet powder blends, the provislan of clear film-forming
compositinng for use in conting tablate and capsules with a
clear coating; the provision of such coanpositions which are
capabie of forming stable sspenmons for coating tablets,
capsules or the liko upon diotion with additional water; the
provision of compomtions of this type which can he used for
coshing iahiets and capsules shortdy sfier bang combined
with additional water and a piasticazer; and the provision of
methods of making such film formang compositions. Other
objects sod featurss will be in part apparent and 1 part
puinted out herenafter

Briafly, the present fovention s directed to a wet powder,
edihle, flm-formmg componhon for use in cosmmyg tablets,
capsules and the like which consista essentially of powdered
pigment particles, a film-forming, water-soluble or water-
Mdﬂluﬂmﬂmwmli

and approvimately 30% by weight of water, the composition
bemg formed by hlending the pigment particies and polymer
axd applying the water anto the pigment-polymer blend m
awnized forrm xad the componbon being capable of form-
ing a stahle suspension upon dilution with additional water.
Preferably, the composition also contsins 5 dispersmg agent
such as an alkah motal or ammoniom et of athylene
diamine tetrascetic acid which lowers the snrface tenson of
water m the compomtion.

The invention 15 also directad to a method of making & wet
powder, cdfble, film-formmg compomtom of the type
descxibad sbove for use in cosating whists, capsules and the
Hke which comprises (a) blending powdered pigmant par-
ticles and s film-forming, water-solahle or watar-dispersihla
edihla polymer; snd (b) applying water or an aquecus
saluhog of ths shove-mentionad dispersing agent onio the
pgment-polymer~ blend in stomized florm, the compontion
contaymung betwem approximately 1% and spproximmely
30% by weight of water

The invention, 1n another embodiment, is forther directed
to a wet powder edible, clear, fiim-fonming compontion for
use in costing wblets, capsules and the Hke with a clesr

anio the polymer in stomized form snd the composition
being capahle of forming a stabic suspension opon dilution
with additional water without the formation of fish syes. The
componbon of tins embodiment of the invention prefershly
also containg s chapersing agent of the afprementioned typas,
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and the mvention fither encompasses a method of making
A clear fllm formng compomton of thus embodiment.

DESCRIPTION OF THE PREFERRED
EMBODIMENTS

In accordance with the present ivention, it bay now been
unexpectedly found that useful wet powder, edible, film-
forming compositions for coahing tablets, capsules and the
ke may be formulgied by bleadmg powdered pigmemt
particles with a fim-forming, watersoluble or water-dis-
persible, edible polymer and applymg waier oo the pig-
mont-polymer blend in stomized form When formulated in
thus mammer tho resulng film-forming compontions have
been found capable of tolershing up to epprommately 30%
by weight water while yet remammg capable of forming a
stahle mypension upon dilution with addhtonal water, Also,

between approamalely
19 and approximately 30% by weight of water do not lump
up or contsin fish eyes and, when combined with additional
waler and a plastichver provide a smooth, imiform costing
for pharmaccutical teblets, capsulos and the Hke. Optionally,
but prefershly the film-forming compositions of the inven-
tion also contan & csperamp agent constitoted by an acid
salt which lowers the mrface tension of the water in the
compontion and winch m turn lowers the viscosity of the
final coatmg suspennon to thereby provide 1mproved and
smoother coahngs for wablets and the hke.

1t 1 beboved that the addithion or application of water onto 4

tho pigment-polymer blend in atomized form in scoordance
with the invention adventageonsly preconditions the poly-
mer imd avolds clumplng or the formation of fish oyes when
the composit:ons of the mnvention are added to water to form
coating suspenmons. Thus, by spplying the water in stom-
fzed form, the water becomes uniformly distributed over or
to all polymer particles, the pigmenl particles adhere to the
polymer particies and the polymer Is preconditioned so that
hydrahon of the polymer 13 axpedited when the plgment
polymor blend 1 dupersed in water to form a costing
suspsnnan Acconhngly the prosent mvention aclneves the
advaniagecus preconditioning of the blead of mgment snd
polymer cauing the blend to readily disperse and dusolve
1n water in formmyg the desired coating suspension without
deleterxous lumping or agglomertion Moreover, through
the present invention, it becomes possihle to prepane smooth
coating suspensions which can bo used immndintely ar
within 30 minutes for the conting of tablets or the Mka
In the practice of the present invention, powdered plig-
ment particles are first blonded or admized with » film-
{orming, water-solubic or water-chspersihle, edible polymer
Water ar an aqueous solution of & disparmng agent which
lowers the murface tension of water is then applied onto the
mgment-polymer blend in atormized form to producs a
film-forming composition containing betwesn appwoxi-
m:mwymwmdwuh
ue 2
tionta of the invention, any
synthetic colorant may be employed Usefol plgmomts
mchide, but are not hmited to, FD&C and D&C dyes, FDAC
and D&C lakes, tisnrmom dioxide, iron oxides, tals, alummns,
gllica pnd nstural colorants Typically, the powderad pig-
ment particies may be constituted by & combination of u iake
and titanium dioxide or iron oxude. The particie dze of the

powdered mgment particles is not critical, but the finer the [¢3

particle sive, the betiar the results achieved through the
present inveation. The particle nze of commercially avail

4

ahle pugments known to thosc in the art renders them

satisfuctory for usc in the compositions of the invention
In order 10 be useful in the Invention, the film-formng,

mmst be water-sofuble or waten

mer m & PK Blender or a Lattleford FM 130 Blender and
adding the water or aqueous solution of dispersing sgent
with intenee monng by fine stomization fmio the blender
chamber where the powdered mgment and polymer are
mxed. Prefershly the water or squeous solution 18
slowly and the resultmg waler-comtmning hlend or
compoaition is mixed mtensely after addition of the water

It has been found thet Alm-forrmng compomtions pre-
pared in this manner may contain op to spproxxmately 30%

approximately 5% to 9% by welght baing (he moat prefermed
amount.

In m optional but highly preferred embodiment, a dis-
paring egeat which lowen the surface tension of water Is
mcorporated wto the film-fornong composinons of the
wmvenrhon. The agent is comstxtnted by an acld saht
which functions to lower the surface tenmon of water m the
compositions end fMusirative acid sslts which perform this
function include the alinli meist and xmmonium ealts of
ethylene dismune strascetic acid, oitnlo trisacetic acid,
citric acid, acid, tartaric acd, glycolic acd,
mahe acld, lactic acd, acetic acid end benzaic acid. It will
be mderstinod thet other acid salts which function to lower
the mrisce tansion of water in the compositioos may also be
cmployed in the practice of the invention. Sodium salts of
otbylene dinmine tetrascetic acid repmsent the preferred
dispersm ageats for uso in tha pmctice of the invention, The
disperzing agent 15 genemally incorporated into the flm-

viding the muount of water to be added to the compositions
as well as acting 23 tho vehicle for the gpphcation of the
dispersing agent (o the pigment-polymer blends Alterna-
nively nit less preferably, the dispersing agent may be added
in powder farm to the mgment-polymer hlend with the water
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coatings for tableis nd the like, Whils the invention mxy be
without the addition of a disparing agent to the
film-formung compositions, it has bean found that thaincor-
parstion of a dispermng agent produces s better color
development and quality of costmg fior tablets snd the Hke,

The film-formng composhiona of the invention are shelf-
stahle for extended pedods of hme without the nse of
presarvatives and &ro not prone o settling or other bresk-
downs. Purther, it is bahsved that such composrtions rommn
free from bacterla foomation such a3 may bs normally
cansed by the solvent in liquid pigment disperssons,

To prepare costmg sospensions for use in conting isblets
snd the Hks, the 8im-forming compositions of the invention
sre addad 10 water and s plagticiver in accordmice with

conventional practica. The 80 prepared
mny be appliad t a waiting
period such aa overnight as 13 required With certam prior mrt
sysicms. Any of the plasticizerns to the ant such as

In mother, In2t Jess prefened, embochment of the Inven-
don, a plashaser may be into the wot Glm-~
forming compositions of the invention so that the reslting
compositions mey be ajmply added tn water m ordex to form
uscfol costing muspensions for costing tablets mid the Hke.

In preparing the wet powder, adible, film-forming com-

In another embodimant and in further accordance with the
invention, it has sl bean unexpectedly foond that uaefal

13

6

being used to make coating compositions 'When combned
with additions] water and o plasticizer, such clesr, flm-
forming compositions yiald a smooth, umform coating com-
pomtion for coating pharmaceutical tablets, capsules md the
like with a cloar coahng. When a plasticzer is incorporated,
water iy frmt gppled onoto the polymer in sioozed form
following which the plasticizer 18 sprayed onto the resnlting
composition. Through this embodomen: of the mvention, it
becomes possible to prepare smooth, clesr coating snspen-
sions winch cen be used immedistwly ar within 30 mumtss
for provihng teblets, capsules or the like with a clesr
costing. In tins embodimen of the invemhon, 2 1 sl
optwonal, but preferable, for the clear, fllm-farming compo-
aitions to contain a dusperning sgent constituted by an acid
salit which Jowars the mrface tanmon of the wetex in the
composifion. Any of the duparsing ageniy  covnerated
sbovo may be used 1 this embodisment of the invention.

In forming clear fSho-formnng compositions as shove
deserfhed, it i3 believed that the sppliextion of water onto the
polymer advantageously preconditions the polymer as In the
cme of tha mgment-polymer hlend described above and
avolds clumping or the formation of fish eyes elther upon
application of the waler or when the resniting clear, film-
forming compontons of the invertion are added to water to
fiorm costing suspensions, Upon the applicatian of water to
a clear polymer a3 previcusly deseribed, granules or an
agglomerstion of polymer particies are farmed winch one-
pectedly go mto salution readily m cantrast to the addhon
of a polymer per ss to water which tends © chup or form
fish eyes. In forrmng clear fllm-formmg compositions of the
inventon in sccordance with this additionsl embodiment,
the same filer-forming, water-saluble or water-dispersible,
edibils polymers, dispermng agents and plasticazers disclosed
above may be employed, but the remulting compositions sre
clear becanse they contmun no pigment component. Also,
such clesr, film-formmng compositions can be propared using
a PX Blender or a Luttlaford FM 130 Blender which insare
that the water is applied to the polymer 1n atnmized form.
The water muy slso be sppliad in stomized form by means
of m squacus solntion of the dspersing ageni where the
lntter in optionally but preferably mncorporated into the
film-forrmng compositions.

The followmg examples illnstrate the practice of the
invention,

BXAMPLE 1

The ingrechonty ware charged to a Littlaford

following
FM 130 blender

ealinlose
Tiiwwiven doxdde
FORC Yallow 6 Low dye Iske

The ingrediients were hiended for two minutes to form a
plgment-polymer hlend. 3.5 1h. of a 10% agquoous sodiom
ctrats solubon wes sprayed onio the pegrhent-palymer blend
with in spprosomately 2.5 minntey snd then mized
for 1 mimte after addition of the sodiom citrats solution was
complete. This effected of the sodnmm cltrmte
solution onoto the pigment-polymer blend in stomized form.
A custless, free-flowing powdered film-formmg composi-
tion was produced.

286 (5



5,591,455

7
EXAMPLE 2

The following ingredients were charged w a Litleford

W-10 maxer

Hydoxypropylunthyl salluiose 136 kg
Thaniom dicdde 05 kg
FDA&CL Yeliow 5 High dys hia 020 kg.
FD&C Yallow 6 High dyn laks [T} "R

The ingrecients were rmxed for three minutes 1o form a
pigment-polymer blend. 60 grams of & 10% aquenus solu-
twon of the letrasodium salt of eihylens diamioe tetrascetic
acyd was then sprayed anto the pigment-polymer blend in
one mmie, with mxng contimued for one minute after the
addinon of the 10% soluton was compiete, A dustless,

fres-fiowing powder was produced.

The following mgredients were charged 10 a PK Blender
Model LBC-2P-

400 3
100 g
100 3.

callulows
Titsomn droxide
FORC Yollow 6 High dys ke

The ingredients were mixed for four mmutes to form a

plmplymblaﬂ.w;rmufmw-lhnw
blend in two mmutes, with mix-
h;mﬂnndhmmduﬂndﬁﬂmufﬂ:m

was cooplete. A dustless, free-flowing powder was pro-

EXAMPLE 4

Bxample 3 was repeaied using 60 grame of a 109% aquoous
sahution of tho totrasodmam salt of ethylone diamne eiraace-
tic acid in place of water A dusiless, fres-flowmg powdor
wis produced.

BEXAMPLE 5

Brmmple 3 was repested vaing 60 grams of a 10% aqueons
solutwin of sodiwm atrate 10 place of water A dostless,
free-flowing powder was prodoced.

EXAMPLE &6

Bxample 3 was repested uzing 30 grams of a 109% aqueous
soluton of sodiom dibasic phosphate (NayHPO,)in place of

witer A dusticss, freo-flowing powder was produced.

EXAMPLE 7

Bxample 3 was repested nsing FD&C Rad 40 in place of
FD&C Yellow 6 High dye lske. A dustless, free-lowmg

powter was produced.

BXAMPLE 8

Example 3 was repestad vsing FD&C Red 40 in place of
FD&C Ycllow 6 High dye lake and 30 grams of a 10%

aqueous aalition of the trisodium salt of ethylens diamine
{tetrancetic acid m placa of waler A duilegs, freo-flowing
powder was produced,

10

15

A coating suspension was prepared ag follows. B7.5 grams
of water and 1.5 grams of polysthylene glycol 400 waro
cherged to 2 beaker While stirring the besker contents
vigoromly, 11 grams of the powder produced in Example 4
was added to the beaker The

The resulting coatmg susponsion was applied immeds-
ately to tablets 1 a 4" Wurster Column, and a smonth glossy
couting an the tablcts was achieved in 15 mimues.

EXAMPLE 10

The following ingredients were charged t0 & PK Blender
Model LBC-2P

0g

Hydraxypropytmothy] collsios
Mabrin M-100 (Makodextrin) 40p

The sbove polymer Ingredients should proferably be
distributed equally 1n each shell of the blender and should be
Ko +o.fra Yee the wey up the Intengfier bar of the blender
The blender was closed and muxing of the dry hiend was
carried out for 4 i 5 mimutes with both the shell and
intensifier bar mixing being vsed. After the polymer ingre-
dients were thna mixmg with both the shell and
mtensifier bar md the ligoid feed pump was
turned on. 38 grams of 5 10% aqueous solution of sodium
citrato waa fied anto the polymer biend fn stomized form
followed by the addition of 48 gramy of polyethylene glycol
400 as a plasticizer Afier the addition of the sodium atmie
solntion end pissticizer, the Hauid feed pomp was allowed to
run for 1 mxiouis to cloar the lmes. After the hiquad feed pump
was st off, the shell and intenpflar bar were allowed to
mux for 30 seconds and the biender was ahut off A dustiess,

free-llowing powder was produced.

HEXAMPLE 11

The compoaition of Example 10 was used to maks a
conting solotion. 863.2 grams of waler were added to &

cantainer equipped with a variahle speed mixer. The mixer
was started and once & vortex waa formed, 136.8 grams of
the compoaition of Exzmple 10 was added m a steady and
conslsient manter. The speed of the imxer was increased as
the solution became mare viscous, with the composition
beang added to Lhe cantar of the voriex for best mixing. After
the complets addition of the Rxampie 10 compomhon, the
speed of the mixer was reduced 1o reduce seration of the
salution. The sdes of the contmner ware acreped to remove
eny clumps which were added to the center of the solution.
Mixing was continued for 30 mmutes to produce a smooth,
clear coahng soluton.

BXAMPLE 12

The clesr costmg sohutzon of Exampls 11 was used to

cont by calumn or pan conting. The coatmg solution

11 was charged to the Houid fead system and the

tahlets to be costed were charged to the coating equipment

The tablets wese warmed and the coating solubon was

spruyed anto the tshiets. The resulting tablows had 2 smooth,
clexr, glossy coating.

2% Y6
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HEXAMPLE 13 -contmued
The procedurs of Example 10 was ganenlly followed to Compoaeat wL B
produce a wet powder edible, clesr, film-forming compo- e
mtion having the following composition. 5 “_m"""""' 3%
Compoment LS A dustless, freo-Sowing powder was prodoced.
Rydraxypropyl caliloss :’l 0 EXAMPLE I8
el 20 The procadure of Example 10 was generally followed 1o
A dugtiess, free-flowing powder was produced. mm-mgm echble, clear, film-formmg compo-
EXAMPLE 14 18
The oocerirs of Buample 10 was gmmaly fillowed o Compomnt " %
producs a wet pownler, edihls, clear, film-fonming compo- Rydroxypropytmetiyl collolnn %03
dﬂmh\.dn;ﬂ:fnﬂnmm Tetmsodiom wityloos dismbe oS
» L ™) st S
Copponmyt e
:m—m-mh- ’:: A dustless, free-flowing powder was produced.
> 18 EXAMPLE 19
A dusticss, free-flowing powder was produced The procedare of Exampls 10 was geaerly followed to
produce a wet powder, edihls, cler, film-formng compo-
EXAMPLE 15 sition having the following composinem,
The procedure of Exsmple 10 was generlly fallowed to 3, -
produce & wet pawtder, edible, clear, film-forming compo- Compa we
sition having the following composition —
Tetnuediom etirylons disming 0s
Crnponet L ]
ne s Palysthylms glyool 43
Hydroxyprogylmethy] csiialoss 9.5 Water 46
Sodium citrata 04
i u A dustlcss, free-fowing powder was prodaced.
EXAMPLE 16 “ EXAMPLE 20
A dustioss, free-flowing powder was produced. The procedure of BExamplo 10 was generlly followed o

The procedum of Example 10 was genenilly followed to 700000 8 Wt powder; edible, clear, fim-formmg compo-

produce a wet powdes, edible, clear, fllm-fonning compo- 51000 Eaving the following
sition having the following compoaition. a8
Composent "
Coxnponost e - W“ ’5
relluloss MDD Whter u
:::ndun ;_: 0
ql“:hun- ﬂ A dustires, free-flowing powder was produced.
A dustless. free-fiowl . sced EXAMPLE 21
e - % The procedure of Example 10 was generslly followed to
EXAMPLE 17 produce & wet powder, ediblo, clear, film-forming compo-
ition having the following compoxition.

The procedurs of Ftample 10 was genenally followed to

produce 2 wet powdes, edible, clear, film-forming compo- _
mhl:h'ﬂ:m'h;mm. Coenpousst "me
celinlose Mo
ws Giyents vigeeme E
Sodiem sln 'Z,E 65 Water 320
Take 190
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EXAMPLE 22
St s et prer ele, cieat B forwag Cotpo. — —
prodace & wel A clear compo-
siion having the following composition. . Uk pppyieiol %
Cosponces w"s A dustlosa, fiee-flowing powder was produced.
Rythouyprapyimathyl callulese 84.50
m"‘“@_ g 10 EXAMPLE 27
Lol ;g The procedure of Exsmple 10 was generally followed to
praduce & wel powder edible, clear, film-fornmng compo-
A dugtless, free-flowing powder was procced. ition baving the followsog composiion
15
Comporent we
EXAMPLE 23
Hydraxypropyloutiy] cellalos T
The procedurs of Example 10 was generally followed to Sodium clteen o4
produce & wet powder, edible, clear, flm-forming compo- Tulyethylems giyeot 9
siton having the following composition.
e A dusless, free-flowing powder was produced.
Niydraxypempylmeiiy! celiuiess e Poy BEXAMPLE 28
geacia tlacoma prd The procedurs of Example 10 was generally followed to
Wator 330 produce & wet powder edible, clesr film-formung compo-
sibon having the following composition
A dogtlem, free-flowing powder was produced. 0
Component VL%
EXAMPLE 24 Hydroxypropylmethyl celloioss 4575
Maiifie] starch (“Pority Ty
The procedure of Example 10 was genemlly followed to Gum 5 Natioas] Strch)
produce a wet powder edible, clear, film-formzing compo- 35 Sodinm dimta as0
nition baving the followmg componitan. Watex i
A dugtless, free-flowing powder was produced.
Corpooost we In view of the above, it will be seen that the scveral
Hydeosypropylmethyl celluiose ) « objects of the invention sro achieved and other advantageous
Sediom clwmn 055 regults ansined
Palyvinpl pyorofidons Ly As various changes could be mads in the ahove methods
Water 3 and products without departing from the ascope of the
{nvemtion, {t is intendod that all metter contained in tha
A dustlen, free-flowing powder was produced, 43 sbove description ghall be interpreted ss iliustrative and not
it
]
EXAMPLE 25 1 A wet powdes, edible, clear, film-formng

composition
The procedure of Example 10 was genenlly followed to  for we in and capiles with & clear costing
produce & wet powder edble, clear, film-formmg compo- % mﬂﬂ%—ﬂm water soluble or water-
sition having the foliowing compoaition dispersible, edible polymer and between approximately 19
and spproxmately 30% by weight of water, said composl-
tion bemg formed by applying water onto sald polymer m

Componest WL & somized form and said compomtion being capsble of form-
‘Hydroxypropytmethy} celllose 55 mg a atabls suspension dilutim with addhtional water
etranceants 2. The wet powder, edible, clear, film-forming compoal-
‘_mh-lbd prd tion a8 set forth in claun 1 wherein smd polymer 13 selected

fram ths group conmisting of methyl celiulose, hydroxypro-

A ot wes © %l celiuloss, hydroxypropy! cellulose, wlyvln:vl

polydaxtrose, modified
and a natural Mﬁumhmmd’m

gom scacia gnd & xsnthan
EXAMFLE 26 3 The wot powder, cdible, tlear Gim-formmng composi-
‘The procedure of Exampls 10 was genarally followed to 65 tum as set forth in clsim 1 wherein said polyraer is hydrax-
produce & wet powder edible, clear, film-forming compo- ypropylmethyl cellulose.
muon having the following composition 4 ‘The wet powder, edible, clear, ilm-formmg compont-
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tion as set forth fn cleim 1 wherein said composition
containg from epproxxmatsly 2% to 10% by weight of water.

5. The wet powder, adible, clear, mm-funﬂn;umpud
ton as set forth in clom 1 wherein sald
mﬁmwnﬂmﬂyﬁﬁmﬂbywdﬂnofm

6. The wet powdar, edible, cloar, film-forming compos:-
tion ms sct forth 1 claim 1 wheran stid composition
additionally inchudes & plgghcizer

7 A wet powder, edible, clear Aim-forrmng composition
for use in coxting tahlets and capsnics with a clesr coating
comprising & clear film forming, water solable or water-
dupersible, edible polymer, between approximately 1% and
apprommaiely 30% by welght of water, and a dlspersing
agent constituted by sn acd salt which lowens the surface
tension of water i the compoaition, aald composition being
formad by applying an agueous solution of sald dispersing
agont onto exid polymer in atomired form and amd compo-
siton bemg capabls of forming a sisble mapenmon wpon
dilchon with additions] water withoat the formahon of fish

oyes.

8. A wet powder, edible, clesr, film-forming composition
as set forth in clmn 7 wherein said acid salt is selected from
the group conmating of the aliall metal snd smmonium salty
of ctirylene duamine tetrascetic acld, nitrilo triacetic acld,
cltric acd, phosphonc acid,
makc acld, Iactic acld, acetic

acid and benzoic acld.

uurlclﬂd.llwllculd.zs

14

9 The wet powder, edible, clear film-forming compon-
tion as set forth in clsum 7 wherein said ecd salt is an allal
metal or ammonfum salt of ethylene dimnme tatrascenc
acid.

10 The wet powder, edible, clesr, film-formung compo-
sition s act forth 1n claim 7 wherean said polymer 1a selected
from the group conmating of metityl celhulose, hydroxypro-
pyimethyl cellulose, hydroxypropyl cellulose, polyvinyl
pyrolidone, maliodextnn, palydextrose, mochfied starches
and a ntural gum sclocted from the group conmsting of gum
tragacunth, gnm acecis and & xanthan gum.

11 The wet powder, edible, clesr, film-fonmog compo-
mtion as set forth in claim 7 wherein said polymer 1
hydroxypropylmethy] cellulose.

12, The wet powder, ediblo, clesr, film-forming compo-
sittion sa et forth in claim 7 whersm safd compombion
coniains from spprecometely 2% to 109% by weight of water.

13. The wrt powder, edible, clear, film-forming compo-
siton ss aet forth in claim 7 wherin eald
cantmns from 3% 10 9% by weight of watar

14. The wet powdes, edible, clear film-forming compo-
sition as set forth m claim 7 wharmn smd compombon
additionally includes a plasticizer

2a8XT



SUPERINTENDENCIA DE INDUSTRIA Y COMERCI
DIVISION DE NUEVAS CREACIONES
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Bogota, D C, Septiembre 7 de 2008

Abogada

JIMENA ESCOBAR URIBE

ASUNTO Radicacién No 02 041 349
Tramite 002
Evento 001
Actuacién 430
Oficio No vo-10448
Folios 0

Como resultado del examen de patentablilidad de la solicitud de patente de
invencidn, realizado segun lo establece el articulo 45 de la Decision 486 de la
Comisién de la Comunidad Andina, se notifica el siguiente concepto técnico

Titulo de la solicitud “"Composiciones de recubnmiento por inmersion que
contienen éteres de celulosa”

1 Documentos estudiados

Para el presenie estudio se tuvieron en cuenta el caplitulo descriptivo
comprendido en los folios 8 - 70 y el capltulo relvindicatono de los follos 71 — 80
de la solicitud

2 Objeto de la Invencién
El objeto de la presents solicitud de patente de invencién consiste en

Las relvindicaciones 1 — 8, 21 — 23, 26, 31, 34, 35, 38 se refleren a una
composiclén para cubnr un sustrato por Inmersién, formada por
- HPMC
- Espesante (goma xantano, carrageno 6 sus mezclas) y
- Opclonalmente plastificante (PEG, glicenna, sorbitol, citrato de tributllo,
sebacato de dibutilo, aceltes vegetales, tensioactivos, propilenglicol,
mono-, di- 6 tri- acetato de glicerol, gomas naturales, acelte de castory
sus mezclas)
- Colorante (azo, quinoftalona, trifeniimetano, xantano, indigoide, éxado de
hlerro, dibado de titanio, naturales 6 mezclas)

Las revindicaciones 10 — 20, 25, 32, 36, 39 se refieren a una forma de
doslficacién que tiene nicleo, una pelicula de sub-recubrimiento sobre este y un
recubrimiento exterior de la relvindicacién 2

Las relvindicaciones 24, 33, 37, 40 se refieren al uso

290
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Las reivindicaciones 27 - 30 se refleren a un medicamento simulado (2,?)

El problema planteado en esta solicitud es la necesidad de un recubnmiento
con resistencia, plasticidad, dureza, espesor adecuados que se adhieran bien al
sustrato, con dispersién uniforme de color y apariencia estética sin rugosidad,
con brillo y espesor uniforme, para sustratos tales como tabletas y cdpsulas

Para resolver este problema técnico la solicitud en estudio proporciona una
composicién para cubrr un sustrato por inmersién, foormada por HPMC y
Espesante (goma xantano, carrageno 6 sus mezclas)

El objeto de la invencién definido anteriormente se clasificé de acuerdo con la
IPC A61 K 9/16 // 9/20 /I 9/48 ]I 9/50

También se reivindica priondad de las Solicitudes de Patente de los Estados
Unidos US 60 291 127 de mayo 15 de 2001, US 60 325 726 de septiembre 28
de 2001 y US 10 122 999 de Abril 12 de 2002 con respecto a las cuales la fecha
de presentacidn de la actual solicitud cumple el plazo méximo permitido

3 Usos

El articulo 21 de la Declsién 488 de la Comisidn de la Comunidad Andina establece
que “Los producios o procedimientos ya patentados, comprendidos en el estado de la
técnica, de conformidad con el articuio 16 de /a presente Dacis:On, no serdn objeto de
nueva patente, por el simple hecho de atribuirse un uso distinto al onginaimente
comprendido por la patente Inicial”

El articulo 14 de la Decisién 486 de la Comisién de la Comunidad Andina establece que
“Los Palses Miembros oforgardn patentes para /as invenciones, sean de producto o de

procedimiento, en todos los campos de /a tecnologla, s:smpre que sean nuevas, fengan
nivel inventivo y sean susceptibles de aphcacién industrial®

El Articulo 18 de la Decision 488 de la Comision de la Comunidad Andina establece que
"Se considerard que una invencién es susceptible de aplicacién industnal, cuando su
obyefo pueda ser producido o utiiizado en cualquier ipo de industna, entendiéndose por
industria ia refenda a cuaiquier actividad productiva, incluldos los servicios *

Las relvindicaclones relvindicaciones 24, 33, 37, 40 se refieren al uso

Se aclara que, de acuerdo con el Art 14, no se puede otorgar patente a usos
porque estos no son un producto nl un procedimiento tecnolégico

De otro lado, de acuerdo con el Art 19, se considera que los usos no tlenen
aplicacion industnal porque no se reflere a un tipo de produccién 6 utilizaclén
en ningun tipo de industna

4 Con respecto alos Art. 28 y 30 de la D 486

El articulo 28 de la Decisidon 488 establece “La descripcién deberé divuigaria invencion
de manera suficientemente clara y completa pera su comprensidn y p&ra que una
persona capacitada en la malerla técnica comespondiente pueda ejecutaria La
dempcldnmcbndoialnvencbn Indicaré el nombre de la Invencion e inciuird la siguiente
n

a) el sactor tecnolégico al que se refiere o al cual se aplica la Invencion,
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b) la tecnologla antenor conocida por el solicitante que fuese Gtll para la comprension y
el examen de Ila invencién, y las referencias a los documenios y publicaciones
antenores relativas a dicha tecnologla,

c) una descripcidn de la mmvencién en términos que permitan la comprensién del
problema técnico y de la solucidn aportada por la invencion, exporiendo las diferencias

y eventuales ventajas con respecto a la tecnologla anterior;
d) una resefia sobre los dibujos, cuando los hublera,

@) una descripcién de la mejor manera conocida por el solicitante para ejecutar o llevar
a la préctica la invencion, utiizando ejempios y referencias a los dibujos, de ser éstos

pertinentes, y,

f) una indicacién de /la manera en que la Invencion satisface la condicidon de ser
susceptible de aplicacién indusirial, s alio no fuese evidente de la descripcién o de Ia
naturaleza de la invencidn

El articulo 30 de la Decisiéon 488 establece “Las relvindicaciones definirdn le materia
que 8e desea proteger medianie ila patente Deben ser claras y concisas y estar
enteramente susteniadas por la descripcion

Las relindicaciones podrén ser independientes o dependientes. Una relvindicacién
serd independiente cuando defina la materia que se desea profeger sin referencia a olra
revindicacién antenor Una reivindicacion seré dependiente cuando defina la materia
que se desea proteger refinéndose a una renvindicacién antenor Una reivindicacion que
so reflera a dos 0 més relvindicaciones anteriores se considerard una rewvindicacion
dependiente maitiple”

La descripclén divuiga la invencién de manera suficlentemente clara y completa
para su comprensién, tal como lo establece el Art 28 de la declisién 486 de la
Comisibn Andina Menciona el sector tecnolégico al que pertenece, los
antecedentes de la técnica, la divuigacidon del problema técnico, la soluclén
propuesta y la ventaja frente a la tecnologla anterior

Pero en cuanto a las relvindicaciones 27 - 30 que se refieren a un medicamento
simulado (., ?7), se observa que no mencionan en forma clara y ordenada los
compuestos que caractenzan al medicamento De otro lado, la expresién
“‘medicamento simulado® no es conocida en la téecnica Debe hacerse claridad

al respecto
5 Orden

Aunque no existe una legislacién al respecto, serfa recomendable presentar el
capltulo relvindicatorio de forma organizada El desorden se presenta porque
empleza en las relvindicaclones 1 — 9, que se refieren a una composicion para
cubnr un sustrato, salta a las 21 — 23 y luego a las 26, 31, 34, 35, 38 Continda
con las reivindicaclones 10 — 20, que se refieren a una forma de dosificacion y
luego salta a las reivindicaciones 25, 32, 38, 39 Como se observa, no hay una
secuencia clara en la forma en que se presenta el capltulo revindicatono

6 Determinacién del Estado de la Técnica

El articulo 16 de la decisién 488 de la comisién de la Comunidad Andina que establece
que “E! estado de /a técnica comprendera todo io que haya sido accesibie al publiico por
una descripcion escrita u oral, utlhzacién, comercializacién o cualquier otro medio antes
de /a fecha de presentacion de la sohcitud de patente o, en su caso, de la priondad

Solo para el efecio de la determinacién de la novedad, también se consideraréd dentro
del estado de la técnica, 6l contenido de una solicitud de patente en trdmite ante la
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oficina nacional competente, cuya fecha de presentacion o de prnondad fuese anterior a
la fecha de presentacidn o de prioridad de la soiicitud de patenie que se esiuviese
examinando, slempre que dicho conterndo esté inclurdo en la solicitud de fecha antenor
cuando eila se publique o hubiese transcurrido el plazo previsto en el arbcuio 40"

Considerando que la fecha de presentacién de la primera solicltud de patente
de la cual se relvindica prioridad es mayo 15 de 2001, se consultaron las bases
de datos y los archivos con que cuenta la entidad con fecha de publicacién
anterlor y se encontraron los sigulentes documentos que anticipan el objeto de
esta solicitud

No Documento Tltulo Fecha de
Publicacién
D1 EP 0 714 658 Capsule shell composliions and | Jun 08, 1698
their use S _
D2 US 5 591 455 Wet powder fim-forming | Ene 07, 1997
compositions

6 Evaluacién de los requisitos de Patentabilldad

El articulo 14 de ia Decisién 488 de la Comision de la Comunidad Andina establece que
"Los Palses Miembros otorgaran patentes para las invenciones, sean de producto o de

procedimienio, en todos los campos de la tecnologla, siempre que sean nuevas, tengan
nivel inventivo y sean susceptibies de aplicacion industnal”

En cumplimiento del articulo 14 de la Declsién 488, se procedié a evaluar el
cumplimiento de los requisitos de novedad, nivel inventivo y aplicaclén
industnai, con el fin de establecer la patentabilidad de la Invencion relvindicada
en ia solicitud en estudio

Evaluacién de la Novedad

El Art. 18 de la Declsion 486 de la Comisidn de [a Comunidad Andina establece “Una
nvencion se consideraréd nueva cuando no estd comprendida en el estado de la tscnica
El estado de Ia técnica comprenderd fodo lo que haya sido accesible al publico por una
descripcion escrita u oral, ulthzacién comercielizacién o cusiquier ofro medio antes de la
thaabndolaaolmﬂddomm. 0, en su caso, de la pnondad

Solo para el efecto de la deterrinacion de la novedad, también se considerard dentro
del eslado de Ia fécnica, el conterido de una solicitud de patente en irdmite ante la
oficina naclonal competente, cuya fecha de presentacion o de prioridad fuese anferior a
fa fecha de presentacién o de priondad de la solicitud de patente que se estuviese
examinando, slempre que dicho contenido esté incluido en la solicitud de fecha antenor
cuando ella se pubiique o hublese transcurrido el plazo previsto en el Art 40"

Las reivindicaciones 1 — 9, 21 — 23, 26, 31, 34, 35, 38 se refleren a una
composicién para cubrir un sustrato por inmersién, formada por
- HPMC
- Espesante (goma xantano, carrageno 6 sus mezclas) y
- Opclonaimente plastificante (PEG, glicerina, sorbltol, citrato de tributilo,
sebacato de dibutilo, acetes vegetales, tensioactivos, propilenglicol,
mono-, di- 6 tri- acetato de glicerol, gomas naturales, acelte de castory
sus mezclas)
- Colorante (azo, quinoftalona, trifeniimetano, xantano, indigoide, éxido de
hierro, diéxido de titanio, naturales 6 mezclas)

Las relvindicaciones 10 — 20, 25, 32, 36, 30 se refleren a una forma de
dosificacién que tiene nicleo, una pelicula de sub-recubrimiento sobre este y un
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recubnmiento extenor de la revindicacién 2

D1 ensefia una composicién para cubrir un sustrato, formada por HPMC y
Espesante (gomas)

D2 ensefia (ver columnas 4, 5, 8, 12, 13) una composicion para cubnr un
sustrato, formada por HPMC, espesante (gomas naturales), plastificante y
colorante

Se observa que los elementos caracteristicos de las composiciones
reivindicadas, es decir HPMC y Espesante (gomas), ya eran conocidosen D1y
D2, por lo cual no pueden considerarse nuevas

Evaluacién del Nivel Inventivo

El articulo 18 de la Decision 486 de la Comisién de la Comunkiad Andina establece que
Se consideraré que una nvencion trene nivel mventivo, 81 para una persona del oficio
normaimente versada en la materia técnica correspondiente, 6sa invencién no hubese
resultado obvia ni se hubiese dernvado de manera evidente del estado de la técnica

Las reivindicaciones 1 — 9, 21 — 23, 26, 31, 34, 35, 38 se refieren a una
composicion para cubnr un sustrato por inmersion, formada por
- HPMC
- Espesante (goma xantano, carrageno 6 sus mezclas) y
- Opcionalmente plastificante (PEG, glicerina, sorbltol, citrato de tributilo,
sebacato de dibutllo, aceltes vegetales, tensioactivos, propllenglicol,
mono-, di- 6 tn- acetato de glicerol, gomas naturales, aceite de castory
8US mezclas)
- Colorante (azo, quinoftalona, trifenlimetano, xantano, indigoide, 6xido de
hierro, dibxido de titanio, naturales 6 mezclas)

Las relvindicaciones 10 — 20, 25, 32, 38, 39 se refieren a2 una forma de
dosificaciéon que tiene niicleo, una pelicula de sub-recubrimiento sobre este y un
recubrimlento extenor de la reivindicaciéon 2

D1 ensefia una composicién para cubrir un sustrato, formada por HPMC y
Espesante (gomas)

D2 ensefia (ver columnas 4, 5, 8, 12, 13) una composicién para cubrir un
sustrato, formada por HPMC, espesante (gomas naturales), plastficante y
colorante

Se observa que

(a) debido a que los compuestos HPMC y espesantes (gomas), eran
conocidos en las anterioridades, una persona de habliidades ordinarias en
el arte los adaptaria faclimente a la preparacién de la composicién de
recubrimiento reivindicada en esta solicitud,

(b) las remindicaciones de eata solicitud no mencionan una caracteristica que
conceda un efecto diferente 0 especlal los compuestos HPMC y
espesantes (gomas), nl a las composiciones de recubrimiento, que pueda
considerarse como un aporte a la técnica, asl que son obvios para una
persona versada en la matena,

(c) el problema planteado en esta solicitud que era la necesidad de un
recubrimiento con resistencia, plasticldad, dureza, espesor adecuados que
se adhieran bien al sustrato, con dispersién uniforme de color y apariencla
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estética sin rugoslidad, con bnllo y espasor uniforme, para sustratos tales
como tabletas y cdpsulas se resuelve proporcionando una composicién
para cubrir un sustrato por inmersién, formada por HPMC y Espesante
(goma xantano, carrageno ¢ sus mezclas), es decir de la misma manera
como se resolvia en las anterioridades,

(d) el resultado obtenido es decir composicidn para cubnr un sustrato por
Inmersién, formada por HPMC y Espesante (goma xantano, carrageno 6
sus mezclas) no s inesperado

(e) no parece haberse superado un prejuicio técnico anterior, con la
composicidn para cubnr un sustrato por inmersién, formada por HPMC y
Espesante (goma xantano, carrageno ¢ sus mezclas) propuesta

de manera gue el objeto reivindicado no tiene nivel inventivo

7 Conclusién

En conclusion, los requisitos de patentabllidad de la presente solicitud estan
afectados asl

Item Documento Remindicaclones Requisito que afecta
| _ afectadas _

D1 EP 0714658 1-9, 21 - 23, 28, 31, | Novedad y Nivel inventivo
34 35 38
10— 20, 25, 32, 38, 38
D2 US 5501 455 1-9, 21 - 23, 28, 31, | Novedad y Nivel inventivo
34, 35, 38
10 - 20, 25, 32, 38, 39

En cumplimiento del articulo 45 de la Declsién 486 de la Comisién de la
Comunidad Andina, se le indica que debe dar respuesta dentro del tdrmino de
sesenta dias contados a partir de la fecha de la notificacién de la presente
comunicacion En caso de no dar respuesta al presente requerimiento o sl a
pesar de la respuesta subsistioran los impedimentos para la concesién, se
denegaré la patente

Notifiquese el presente oficlo conforme a lo dispuesto en el numeral 5 2, literal
e), del capltulo quinto del titulo primero de la Circular Unica No 10 de 2001

SPEDES DE VERGEL
Joefe de la ‘D‘wy 6n de Nuevas Creaciones

El anteror requerimiento fue notfficado por fijacibn en lsta, de fecha
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