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SUSTITUCION DE PODER

CARLOS R. OLARTE, mayor y vecino de Bogota. D.C., identificado como
aparece al pie de mi firma, actuando en mi cardcter de apoderado de la sociedad de
la referencia, respetuosamente me permito manifestar que SUSTITUYO el poder a
mi conferido por la mencionada sociedad en el docior ALVARO CORREA
ORDONEZ, identificado con la Cédula de Ciudadania nimero 79.143.366 de
Usaquén y con la Tarjeta Profesional nimero 20.281, para que sea él quien en

adelante, asuma el tramite de la presente solicitud.
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]

El apoderado sustifuto queda con las mismas facultades del principal.

b

Atentamente,

=

CARLOS R OLARTE
C.C. No. 79.782.747 de Bogota
T. P. No. 74.295 del Consejo Superior de la Judicatura
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SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO
DIVISION DE NUEVAS CREACIONES

2020/
Bogoté, D.C.,
Doctor OficloN® . "~ ()§986
Alvaro Correa Ordéfiez
Apoderado
REFERENCIA Radicaclén 00 96727
Trémite 002
Evento 001
Actuacién 430
Follos 010

Como resultado del examen de patentabilidad de la solicitud de patente de invencién N°
00 96727, realizado seg(n el articulo 45 de la decision 486 de la comisién de la
Comunidad Andina, se notifica:

Documentos estudiados:

. Descripcion: folios 52-83
- EjJemplos: folios 84-82
. Capltulo reivindicatorio estudiado: folios 83-99

. Se relvindica prioridad presentada en Estados Unidos, el 20.12.99, bajo el nimero
680/172838

Objeto de la Invencién
Segun las relvindicaciones 1 a 15 de la presente solicitud, se refiere a una composicion
sOlida de liberacion extendida que comprende (1) un nlicleo que comprende

pseudoefedrina y (2) un revestimiento de pelicula que comprende desloratadina.

Clasificaclén Intemacional de patentes A 81 K 9/22

Claridad de la sollcitud

El art. 30 de la Decision 486 contempla que "Las reivindicaciones definirén la materia que
8e desea proteger mediante la patente. Deben ser claras y concisas y ester enferamente
sustentadas por la descripcion.”



Los términos “cantidad efectiva® de la reivindicacion 1, no es claro, debido a que no define
de manera clara el alcance de la proteccién que se busca.

Las reivindicaciones 1, 2, 4, 5, 12, 14 y 15 caracterizan a una composicién por un
resultado a obtener, lo cual no es claro y no diferencia técnicamente a la composicién;
ademds los pardmetros farmacocinéticos presentes en dichas relvindicaclones no son
claros, debldo a que los test in vivo tamblén dependen del paciente y una persona versada
en la materia no sabria si estd trabajando dentro o fuera del alcance de dichas
reivindicaciones.

Favor hacer las aclaraciones y correcciones del caso.

Determinacién del estado de la técnica:

Consultadas las fuentes de informacién con que cuenta este despacho, se encontraron los
siguientes documentos, anteriores a la fecha de prioridad de la presente solicitud -
20.12.99-, relacilonados con la materia de la presente solicitud:

N° | Documento Titulo Fecha de
publicaclén
1 | US 5314697 | "Composicién oral estable de liberacién 07.11.80
extendida que comprende loratadina y
pseudoefedrina®
2 | US 5100875 | "Tableta de liberacion sostenida que 31.03.92
comprende loratadina, ibuprofeno y
pseudoefedrina”

Evaluaclén de los requisitos de patentablildad:

El articulo 14 de la decisién 486 de la comisidn de la comunidad andina establece que:
"Los palses miembros oforgarén patentes para las Iinvenciones, sean de producto o de
procedimiento, en todos los campos de la tecnologla, siempre que sean nuevas, tengan
nivel inventivo y sean susceptibles de aplicacién industrial”

En cumplimiento del articulo 14 de la decisién 488 de la comisién de la comunidad andina,
se proced|6 a evaluar los requisitos de novedad, nivel inventivo y aplicacién industrial con
ol fin de establecer la patentabilidad de la invencién reivindicada en la solicitud en estudio.

Evaluacién del NIVEL INVENTIVO

El articulo 18 de la decisién 486 dispone "Se consideraré que una invencién tiene nivel
inventivo, si para una persona del oficio normalmente versada en la materia técnica
comrespondiente, esa invencién no hubiese resultado obvia ni se hublese derivado de
manera evidente del estado de la técnica”

La patente US 5314607 revela composiclones orales de liberacién prolongada que
comprenden un hicleo que contiene pseudoefedrina y una capa de loratadina.

La patente US 5100675 ensefia tabletas que consisten en un nicleo de liberacién
sostenida que contiene pseudoefedrina e ibuprofeno y una capa de liberaclén Inmediata
con loratadina o desloratadina, La capa de liberacién sostenida contiene excipientes
como hidroxipropil metlicelulosa, povidona, celulosa microcristalina,



Teniendo el cuenta el objeto de la presente solicitud, el cual es proveer una tableta
recubierta que comprende pseudoefedrina y desloraradina, es obvio que una persona
versada en la materia utllice las esefianzas de los elementos citados y liegue a fabricar las
composiciones que s pretenden proteger.

Ademéas no se demuestra qua las composiciones de la presente solicitud presentan
efectos superiores o inesperados a las reportadas en el estado de la técnica.

Lo anterior puede afectar en nivel Inventivo de la presente solicitud.

En conclusidn los requisitos de patentabilidad de la presente solicitud se encuentran
afectados asl:

N° Documento Reivindicaclones Requisito que
afectadas afecta

1 US 5314697 1-15 Nivel Inventivo

2 US 5100875 1-15 Nivel Inventivo

En cumplimiento del articulo 45 de la Decisién 488 de la Comislén de la Comunidad
Andina, se le Indica que debe dar respuesta dentro del término de sesenta dlas contados
a partir de la fecha de la notificacién de la presente comunicacién. En caso de no dar
respuesta al presente requerimiento, o si a pesar de la respuesta subsistieran los
Impedimentos para la conceslén, se denegara la patente.

Notifiquese el presente oficio conforme a lo dispuesto en el numeral 5.2, literal e), del
la Circular Unica N° 10 de 2001

Jefe de la Divisién de Nuevas Creaciones

El anterior requerimiento fue notificado por fijacién en lista, de fecha_ - 6 JRk. -20M6

CONCEPTO TECNICO | EXAMINADOR TECNICO
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1 & 2

STABLE EXTENDED RELEASE QRAL DOSAGE v

COMPOSITION COMPRISING LORATADINE Ferve ey

AND PESEUDOEFHEDRINE . m'“-mm 160430

BACKGROUND OF THE INVENTION Btylontnicns o

This invention relutes to a flm-conted extended re- Dtaic Culciam. Phasphtts Dildrze 9

he.u:lﬂ.pupd&:eumﬂn.ﬂ-n-ldo- Siticom Dickde [T

congestant pecudocphedrine in & unique polymer matrls 10 o guenn —_—

mﬂawummm Mants Core Welghe Rangs: 400-1300 mg

coarposition is meft! for tresting patients showing the ond

e o e sl wihepr replry % | i cn it e e

Loratading s disclossd in U.S. Pat. No. 4,282,233 s

aon-gedating antihistaming snd it i vecfol as sn anti- mp/mhla

ﬂﬂwlﬂhhnq:.aﬁem:i—ml oos :tg

Pacudcphedrine as well s pharmaccutically sccopt- 20 Jotyetwiems Glyos) 0 - s

uﬂmmu.mudbgc‘::mz P e Couting Welght T

:mm---&w&:wuﬂuveﬁrm Composiden Welght Raoge A7-10mg

nasal congestion and Is commonly administered orally
d_xmmuﬂ,-u:ummmru Mmddzﬂmeuﬂmm

mﬂhlﬂdMnﬂlmud‘m comprising a

phadrine mifate (“PES™) in & matrix core repetsb tablet ' & TSI core comprising:

mtmm&:mhqﬂymn

wted in the tablet coating and barrier core and all the __mg/oers

loratadine is in the coating. The product b recom-  pydosphmirioe Belion 0

ménded for twice-s-day dosing for effectivensms. It  Hydroxyprmpyl Methylcsiiuioss 1208 100,000 ops. lz_-g

mummmamm”m“mmm “-n!:
Thumwnﬁﬂm:dlhnuhhndn Silicca Dioxide 612

foratedine-pscudocphedring  omce-s-day  product d . 26

qﬂuuhhvm;ld-mpdhhw Magassiem

rine component over an extended period in cxcem of  AZSrsiomts Core Weight Rge 20100 oy

twalve bours while maintpining the mfety and effective- 40

ness of lorstadine. Products and

antihistemines in combination with b. a costing om said core comprising:

such us Seldane-D, a press-costed product of terfens-

dine and preadoephedring and Hiamanal-D, s combins- ‘mg/tublat
mumﬂmu-mm«m m
tablet are known. However, the administration of ter-  Jviroaypropyl Mehylesliuloms 2910 6 cpa. 150
fenadine and sstemizole products to humans hes been  Palysthyless Glyeal 400 41350
foond 0 came adverse cffects including cardinc ar-  Polysthyless Giycsl 3150 %-
thythmise and arnuu of l? srhythmise bave % w‘mu‘m““w_!! -1 mg

are co-administered with other druogs such a3 ketocons-
zole snd erythromycin or upon overdose of the non- In & more preferred aspect, the present investion

sedating suti-histamine. provides a fitm-costed extended reicase oral domage
It would be desirable for incressed paticat compli- ,, Semposition compriting:
ance to bave an exteaded release product effective and & & matriz core

safe when msed ou & once-a-day basis.

SUMMARY OF THE INVENTION

si/core
WuhwWM:Mdmﬂmldmwm- 2
on a core tablet contsining peendoephedring sulfate ina ~ Etiyloddiuless NF Typa 7 '=
©
’
—d

n4_

sulfate from the matvix core gver a period in excem of  ad

twelve hours ¢s Magpuion Srste NF
Thus the present invention provides a film-costed  Approwiumte Matris Core weight
extended relesse arsl dosage composition

lemm and
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3 5,314,697 .
b. a coating upon seid core comprising: grunniation is milled, and dried to a loss on drying be-
tween 0.5 10 2.0%.

ot The dried granpistion is milled and blended with
v w—— ® . mmd-‘hﬂm-dnﬂ

MashyhoaDuioss stearate. biend is compressed to produce
Olyenl 400 NF MAVEF o n.g ornl dosage composition fn the preferred form of a tab-
O D Gt~ @ e b ied 10 the tablet cores in
Approsieute Conting Walght 5 =g h"""f"" m'l’l'""’ cores
A e L, Cores are charged into a suitshie costing pen. A
. water dispersion of hydroxypropyl methylcellulose
DETAILED DESCRIPTION OF THE 2910 USP and polyethylens giycol 3350 NF is spplied

INVENTION ) o

'5
i'
I
5
E

discovered a sl . with s dispersion of hydroxypropyl methyl-

Jmh"qd;cauﬂ:ﬂdhm'b“d”;”mm-MﬂNmmﬂ

cluding specific emounts of peendoephedrine sulfste in 8 wﬂ:duh-iu.‘l‘hhhmw-nqplﬂ-

matriz core end of lorstadine in sn immediste relonss 9% mm‘:hmm
flim costing on the core. The oral domgecom- POyl methyioellulose and polycthylene

within sdwinletration iuk) and packaged in plastic bottles and for
S‘:muf.&‘“..ﬂ?.."m“..::ﬁ. storage a1 & tempersture between 2° and 30" C. io an
oooc-a-day afficacy of Lovatadine (2) the extended re- enviromnent
el pedod of I:?uﬂ:muy'n 16 EXAMPLE I
cover over a at to 16 23 .
hours ad more preferably at Jesst 16 hours from oral This example [imtrate preg of the preferred
administration (3) ressonshle dose size for enhancing  Oval dosage compouition of this invention. The ingredi-
patients’ compliance and (4) a shelf life of at least 24  @nts and specific amounts thereof are listed below.
months. 1. Tahlet Core

In the course of development of the oral dosage com- 30 A. Method of Memufacture

of this invention, it was discovered that the 1. Dissclve povidone in 2 mixture of alcohol and

selection of the polymers for the polymer matriz core waler.
was critical to achicve the desired cxtended relesse 4. Combine the psendoephedrine
period of a1 least 12 hours, prefersbly 12 to 16 hours and propyl methylcellulose ethylcelluinee
more preferably for at least 16 hours for psendoephed- 35 dibasic calclum phosphste, dibydrate in a suit-
rine. For example, the we of hydroxypropyl methyl shle mixing bow! and blend
cellulose 4,000 cps and 15,000 cps did not provide this 3. Granulate the blend from Step 2 with the ealur
desired extended relesse period for dose of peendoe- tion from Step 1. pass the wet granuletion
weight of hydroxypropyl methyl cellulose 2208 USP, 40 4, Dry the granulation to a loms on drying between

100,000 cps with one part by weight of ethyl cellulose 0.5 to 2.0% es determined by a molsture balance
or equivalent.
S. Pass the dried grenuies through a screen.

peewdorphedring achieved. The matrix core alio con- 6. Add the requisite amount of silicos doxide and

taina amounts of sllicon dioxide - and 43

n*:!dllc us hmlll::hl :ﬂnmummmm
Strong-Cobb Units (SCU) b not greatly affected

by e lgvel_d ® ) bt it s 1.Cnpu;:h:udnlldhhl_ehﬂsp-.

prafrred to maintain the lobricant level st 1/1O part by tive samples of the cores are taken and in-pro-

weight of hubricant to0 ane part by weight of povidone 30 Coes tests are )

sscondary binder. performed.
-mwwmmamu-. The core matriz mests the fallowing specification:

sodium carboxymethy] cellulose. A. Prepanation of Coating Dispersions and Solutions
madmmgumm l-a;b-quﬁc -
provides a more months, e.g., up to Disperse hydroxypropyl
uﬂﬂm»h;utheMmﬂhw 2910 and polyethylene glycol 3350 in a portion
standard package at between 2° and 30° C. in un amblent of hot water.
caviroament. m:dﬂmmwifdﬁmmﬂ
In the preparation of the tablet the povidooe i solntion to room temperature.
Whadﬁuwdw:lm.mp: L Active Coating

methyicelhulose 6 (1) Disperse vsr
2208 USP, 100,000 cpa, ethyicellulose, and dibusic cal- 2910 and polyethylene glycol 3350 in a postion
clum phosphate are blended and granulated with the of hot parified water. Add additional water and

alcoholic water solntion containing povidone. The cool the disporsion to room temperature.

A
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Lomatadins in the of b
mm'l!ﬂ! mllll'lhl leﬂﬂuunﬂmwﬂu
hﬂml methylcellulose wlwhvlue
glycal dispersion (Step 1). my/vables
(3) Add white color dispersion. Mix potfl uniform. 5 Losadine 519
3. Polishing Comting Solution Hydroxypropyl Mesbylceitulon: 2910 6 ops 1-2
(l%mmwmmw mﬂ#g 0::_4':“
umlml!_ Biyool4001an; of Approxizsia Cogring Waight Rangs: -0 mg

(2) Add the remsinder of the purified water and 10 APPmeinus Composkion Welght Range: __ €7-1200ms
coal the solution to room tempersature.
B. Coating of Tahlet Core 1 A method of treating patients showing the signs
(l)dnrptbmndumﬂtyd‘hhlﬁmhl and symptoms smsociated with upper respirstory dis-

sultahle costing pan. eases which comprises administering to such a patent
mmumm 13 the oral dossge composition of claim 1.
(3) Quantutively apply the active coating dispersion 8. The ol dosage compoaition of clsim 1 wharein
(4)Awlv1hpnhhlncﬂﬂ-anlm 240 mg. of psendoephedrine sulfste is in the care and 10

of loratadine is in the coating.
(l)h:md the costed tablets with black imprinting 2 ﬂtawmm«uhpm

sltion comprising:
&hwwhndhuﬂnmﬁm & & matrix core comprising:

Tubiat Core my/eare_ 25 1%‘
Pecwdoophedring Selfus M0 Possdosphedrin Sulfute
Divesio Calcies: Phosphate USP Dilydrate = Dibsslc Calsizm Fhosphats Dibydme “—nl-:
-h_uﬂmr ".’ 30 Sfoon Diauide 612
Miageepivm Stearne NF 4

Sone = — Aqn-lﬂan!hlnr m.mn'_

L ] snd

Tabist Conting my/tbiet b. a coating on meid core comprising:
Lorsndina, Micronizsd 10 °
Hydrexypropyl Methylcallulose 2910 USP 6 cgu n
Falyethrylens Giycal 400 NF Q7 mg/ubla
&-ﬂm—ﬂwmw g © o
Imprinsing Ink — Hydrexyoropy! Methyloslialee 2910 6 . 17-%0
Appreximate Conting ey Palystirylens Glyool 400 023-10
mm‘gﬁh u’;:'!_ Polyathylem Giyen! 1350 Preien]

Approximate Couting Welght Samge: 3173 mg

Tha ko vitro disalution profile of the tublet of Exam: 42 S T Y 32Uy

ple 1 was measured in & stirred 0.IN HC1 solution st 37° . . .
cmmnmmwmmm §. A method of tresting a patient showing the signs

lllellrn and the total dose of pseudoephedrine  #ud/Or symptoms associated with upper respiratary
sulfiate in the care was slowly relessed via erogion snd _ diseases which comprises administering to such a pa-
mmm-umuwm 50 tient the oral dossge form of claim 4.
‘What Is claimed ia: 6. A film-coated extended relesse oral dosage compo-
1 A film-cdated extended relense omal dosage compo-  sition comprising:
sition comprising: A & matrix core compeising:
& a matrlx core comprising: -
mg/cors =
S Peondosphadrine Salfwes UGP M40
Pasmepherdring Selfere 170360 Hysroaypropy! Mathrylollsices 1208 USE 100,000 m
Hydroxypmoy! Meshyicsliulose 200 160480 Ertrylcelinloss NF Type 7 " e
100,000 cps €0 Dibask Calciar Fhosphats USP Dilydrsss 1m
sy Q-120 Povidoas USP s
Dibasle Callug Phosphute Dilyydrata s6-164 Soos Diszida NF .
Povidons -4 o—ry
sad -1 Mugnesiom Steareie NF 4
hisgnainm Stearats 1-& P Apprazimats Core weight 20 mg
Hﬂhﬁl“;ﬁ_ﬁll-!_ 400-1200 mg
and

snd b. & costing upon sald core compriging:
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SUSTAINED RELEASE TABLET COMPRISING karatadine or its decurbalkoxylation product is present
LORATADINE, IBUPROFEN AND in the tablet coating and ibuprofen and the pseudoe-

PEEUDOEPHEDRINE phadrine salt are present in the tablet core, which core

5 also comprises & swellable hydrophilic polymer a2 a

This Is a division of spplication Ser. No. 07/346,687,  binder. When the dosage form comes into contact with
filed May 3, 1989, now UK Par. No. 4,990,533, gastric or aqueons media, the costing dissolves mpidly
BACKGROUND OF THE INVENTION ?_m:mw?ﬁmd

mmmmwmm 10

piperidylidens)-SH-benrol3,6jcyciobhepta  [1,2-b}-pyri- Wﬁyﬂm
m:mmmmm[:ﬁun—u m&ww“dﬂh

matory pesndoephed-  ethy! 4-(8-chloro-3,6-dihydro-11

rine, and suitsble pharmaceutically scceptable non-  ta[1,2-b]pyridin-11-ylidene)-11-piperidinecarboxylate,

toxic carriers or exciplents, snd to methods of using said is claimed In U.S. Fat. No. 4,282,213, end iis decarbalk-

in the trestment, management of mitign- oxylation product,  8-chloro-6,11-dikydro-11-(4-

tion of cough, cold, cold-like and/or fin symptoms and 20 piperidylidenc)-SH-benzo  [S,6jcyciobeptafl,2-b

the discomfort, pain, fever and geneval malsise amoci-  dine, claimed in US Pat. No. 4,699,716 Pharmaceoti-

ated therewith, uﬂymmdMnﬂhm
Noo-narcotic amalgesics, most of which are also  latiou product sre aleo contemplated for use in the pres-

imown as non-stercidal entl-inflammatory drugs, such  ent invention. The dosage range for both loratedine and

as ibuprofen, are widely administered orally in the treat- 25 its decarbalkaxylation product is sbout 0.5 to about 10

meat of mild to scvere pain, and have been disclosed s n'pcdly.mmsmm 10 mg/day,

ﬁhlhuuﬂngeuu;hlmldmhmnmm depending on the age, weight, condition, etc. of the
wltl:uruh-mmmhs decomgestants. Ses, for  petient.
US. Pat. Nox 4352099, 46193M sad Typical swellahie hydrophilic polymers inclede ced-
4,783,463, all to Sunmshine et al 30 lulogic ethers such ms methylcellulose,
- celinlose, hydrozymethyicellulose, hydroxyethyloelin-
SUMMARY OF THE INVENTION lose, carboxymethyiceilulose and carboxyethylcel-
It is a primary object of the present invention to pro-  lulose, or mixtures thereof, with
vide a novel nutined release composl-  cellulme (HPMC) naafnl
tion of matter comprising a combination of an snalgesi- 33 HPMC polymen are HPMC USP 2910 and USP 2208,
cally effective amount of ibuprofea, an mtihistaminic- for The Dow Chemical Company's METHO-
effective amomt of lorstadine snd & decongestani-  CEL BAM, E15M and K100M, wherein tes
effestive amount of pecadoephadrine in 4 pharmacent- -a-mmusrmouu-upﬁm-rm
cally carrier, bUlPlIl.lndwhdnlhnmhr

vide methoda for the symptomatic relief of cough, cold,  designates a viscosity of 4000 cps) and indicates the

cold-like and flu sympeoms by the admizistration of  =mmber molecular weight of the poly-

of the i i mers (E4M has Mn 85,000, E15M has Mn 120,000, and

of the present inventios Cold-Hke symptoms as weed  X100M has Mn 246,000). The polymer ar

berein refers to coryza, nesal congestion, upper respirs- 43 mixture it present at a concentration of shout 3

o . o= wmﬂdmm%mw

core y

DAL D T o OF THE ents wuch as imsoluble sofuble or inscluble

sntiadhevents, Jubricants and additiona] binders.

A oombination form espechlly snitshle for 50 Typical fillers inciude dibesic caloiun and

administretion of 2 combination the dilxydrate microcrystalline cellulose and
loratadine or its decarinlkoxylation product, and peeu-  lactose, with micraorystalline oefinlose

docphedrine pharmaceutically

thereof i disclossd. The dosage form provides for the  sbout 209 of the mblet core weight. Antiadherents,
sostsined release of Shoprofen and peendocphadrine ora 33 msed to prevent tablets from sticking to the tablet prem,
salt thereof, preferably the mifate, and the immediate  typically include aifioas such as silicop diazide and tale,
relesse of loratadine or its decarbalkoxylation product,  and sre present at » concentnition of 0 to sbout 3% of

and lorstadine or its dacarbalkoxyistion product, 0.5-10  sbout 0.5 10 abont 3% of the tablet core welght.

mp/wmblel. The concantration ranges mmsa The tabist coating compriees, in addition to the ac-
nmuﬁdmwm ﬂwmﬂudﬂumm
rh:-ll.lhutlonlhuuﬂﬁhmu and s pimsticirer such as polyothylens gly-
shont 003 to about 1.5% for loratadine dM}AMﬂH‘Chuﬂnmh



6 epa. The PEG preferably has & molecular weight of my/mblet
300-6000. The ration of polymer 1o plasticizer is about Bopreha S0%* b
2:1 0 sbout 5:1, with 5:1 being preferred. s . oA 13
dfi:lllem th:;:q:hdﬂne( it fitioon Dicuide “l:.’
or or
thereol) is also coatad with HPMC-PEG ss described Magnssinm Starete ——
for the tablet coating in order to avold stability prob- 10m
lems arising from the physical incompatibility of tbo- 10  pormarmy s
Fﬂiﬂ:nﬂn@:ﬂhﬂmﬂ- of the HPMC/PEC 10
mhvuﬂm.umhﬂu.hbbwm vl 1o 400 g ey
table costing, are all well known to those shilled in the
i 13 Method of Memufacture
EXAMPLE 1 A. Core
1. Blond pasndoephadrine sulfate, microcrystalline
™ mmummmrs-anm:um
2
A Cove Tobigl zmmmmmﬂ
Wnun ;: e it 10 the powder blend.
e 10 3. Dry end mill the peendosphedrine snifate granule-
Pavidens 10 thon suitshle slzs screen.
Microcrysaliing Calloloss 134 25 4 Blend the soifate granulation,
HPMC/PRO 3; Suprofen snd h.mlmnra-um
Maguuton Swarvte m 3. Compress into sulinble size tablets.
RAcive Coutng . B. Active Lomtadine Costing
RPMC/FEQ 0 % 1 Dimolve HPMC and FEG in suitahle amount of
- }.Omhﬂeuwlﬂlﬁ:ﬂ:hp-mnﬂpdhhﬁe
Method of Mannfacture coated tablets maing standard procedures.
A Core 3% A suiler dowge form comprisiag the aca-starokal
). Blend pssudocphedrine sulfite, i 4 vention.
celluloae and HPMC KI100M for 3-30 mioutes in & Lo s polousch sccmminsotes sod Lt
-n:hlamh-. na od over 2 to 16 honrs, 5 to 12 hours, and imme-
-eitmb povidons h’*mm““‘ 40 g Mw:—-‘?mu
3. Dry and mill the paendoephedrine snlfate grannla- w"u" m‘ 7 mg/tablet: and
tion vaing suitable size scyeen. lorstadine or s prodoect, 0.5-10
4. Cost jbuprofen with HPMC/PEG solution in a The concentration ranges represent shout 3
muitshie coater (see part B below). 45 to sbout 35% of coated tablet weight for pasndocphed-
5. Blend the scresned prendoephedrine sulfate gravn-
with and " rine mlt, sbout 10 to sbout 63% for acetaminophen snd
hrms-lsﬂhmm iuprofen and remsining ingredients %ﬂﬂ!wﬁul.’%hﬂ?ﬂhﬂl
6. Compress into muitable sixs tablets. o of stout 3 t0 sborut 15%, fllars at sbout 10 t0 shout
B. Isuprofen ooating 30 2095, autindherents at O to about 3%, lubricants st 0.25

. : tn sbout 3%, and binders a2 0 1 about 395, all perosnt-
1. Dimclve HPMC and PEG in soitshle smount of ages being relative to the teblet core

water. loratading
2 Coat ibuprofen with the HPMC/PEG slution fna 4,1t (117 Cooio8 Compeios e e or o3
sultable coater. u-m-mmu-mm
C. Active Loratadine Coating :mwﬂ;wm PEQG,
1. Dimolve HPMC/PEG in suitable amount of water . exzmple s diroctad to & Joratadine
or & water/slcobol mixture. mmﬂmﬂ:pm:iﬁ.hm
2 loratading in the HPMC/PEG soluticn. ¢ 1w domeb e,
3. Cont uablets with the dispersion snd polish the
coated tablets veing standard procedures. EXAMPLE 3
EXAMPLE 2
T A T
S/ Puscdecpheirine Sultets o
Oy e Ascuminephe $0%* sg:



