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FORMULARIO UNICO DE SOLICITUD DE PATENTE

PCT
ENTRADA EN FASE NACIONAL
1 SOLICITUD DE:
Patente de Invencion [ ] Patente ds Modelo de Utilidad
@ Capitulo | D Capitulo Il
2 Nombre: JANSSEN PHARMACEUTICA IDENTIFICACION
N.V.
Direcciéon: Turnhoutseweg 30, B-2340 C.C. D NIT D
SOLICITANTE Beerse, Bélgica.
' (71) Nacionalidad o Domicilio: Beerse, Bélgica. C.E. D Otro [____]
Lugar de Constitucion : Bélgica
Teléfono: Fax: Namero
E-mail
3 Nombre: DILIA MARIA RODRIGUEZ IDENTIFICACION
D°ALEMAN
REPRESENTANTE | 1y, . ion: Cra. 11 No. 86-53 piso 6 c.C. nr L]
O APODERADO CE Otro
(74) Teléfono: 6 162051/61 Fax: 6 161889 E ] [ ]
- Namero 41.654 .2
E-mail: clarkemodet@clarkemodet.com.co T.P 20824 0SJ
4 Nombre: VER HOJA ANEXA
INVENTOR (ES) | Direccion:
(72)
Nacionalidad o domicilio:
5 PCT (86)

Solicitud Internacional No. _PCT/IB2008/003331 Fecha 31 de octubre de 2008
Publicacion Internacional No. _WO 2009/056980 A1 Fecha 07 de mayo de 2009

6 TITULO (54) SUSPENSION PEDIATRICA ESTABILIZADA DE CARISBAMATO.

7 Clasificacion Internacional (51) AB1K 9/00
8 Prioridad (32) Pais de Origzn 22) Fecha (31) Numero de Solicitud
Estados Unidos de América 31 de octubre de 2007 60/984, 144

s [xIno [

9 Comprobante de pago No.__ 10 - 24,881 Fecha _5 de abril de 2010

\
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ANEXOS

Comprobante de pago de Ia tasa de presentacion de la solicitud

Documento que acredita la existencia y representacion legal cuando el solicitante sea persona

Poderes si fuere el caso

Documento de cesion del inventor al solicitante o a su causante

Declaraciones l

Copia de la solicitud internacional. (Resumen, descripcion, reivindicaciones, dibujos)

Traduccién de la solicitud internacional al castellano. (Resumen, descripcién, reivindicaciones, dibujos)

Copia del examen preliminar internacional efectuado por la Autoridad Internacional de Examen
Preliminar (IPEA).
Traduccién del examen preliminar internacional efectuado por la IPEA

De ser el caso copia de contrato de acceso.

De ser el caso, documento que acredite la licencia o autorizaciéon de uso de conocimientos tradicionales
de las comunidades indigenas

De ser el caso, certificado de deposito del material biolégico

Arte final 12 X 12 .

De ser el caso, informacién sobre otras solicitudes de patente o titulos obtenidos en el extranjero por el
mismo titular o su causante, relacionadas parcial o totalmente con la invencidén de esta solicitud.
De ser el caso, modificaciones efectuadas a la solicitud internacional

Otros  *Opinién escrita.

FIGURA CARACTERISTICA

As.P2562

RIC UEZ D’ALEMAN
/ ,

C c. 41 654 88& / T,P:20824 CSJ




1.)

2.)

ANEXOS

INVENTORES

EMBRECHTS, Roger
(J&J PRD, Turnhoutseweg 30, B-2340 Beerse, Bélgica );

DE LEERSNIJDER, Cedric
(J&JPRD, Turnhoutseweg 30, B-2340 Beerse, Bélgica ).
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SUPERINIENDENCIA DE INDUSTRIA Y COMLERCIO

RECIDOD OFICIAL DE CAJA : 10 -— 24,8821
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- 2010-05-10 15:44:42  Dep. 2020 DIR.NUEVASC
}l-'l?:.h’?"l 2?3AT ENTEIYN Lve: 378 FASLMNACIONALI

Act. 411 PRLESENTACION Folios: 51

iy CCOHSTIGNACTON wriiy

DEROSITANTE - TIFD FAGD ARNCa CUENTA Mo, FARD FECHA PGO Yr. PaGH

i3
.

CLARKE MOBEY Y CO, COLONRCONSIGNACION  DANCO DE BOGDTA  QA273AZE 103190820 I4/03/2010 34,780,009.00

fygv €0 N CEF T D fiipd

CANT. RENTIGTICD CONCERTO TOTAL CONCEFTD
1 50005-01-01 SDLICITUDES 1 TRARITER DE 50L. DE FATENTE DE IN 334,000,00
TRTAL $ 354,000,00

SON:  QUINIENTDS CINCUENTA Y CUATRO MIL PESOS

RESPONSABLE

RECIBD DE CAJA APLICADD AL EXPELIEMTE No.
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(CONVENTION DE LA HAYE DT 5 OCTOBRE  19¢61)
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5. AT TRENTON, NEW JERSEY

=3

IE 24TH DAY OF JUNE 2009

7. BY: R. David Rousseau, NEW JERSEY TREASURER

SCuIn ilopAn Lnse

Hota .0, 135"

Ceriificaic NHumber: —~ -5 DAL 4L
Verity thic ceritiicate ai
hiipe/fvwer ] siate.njus/TY TR, SiandingCerdJOP/Verily _Cerjsp t




'COLOMBIA
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Catreia 1111°

3 Pizs & Eogetd Colombia Tek (57 1) 6121022 T (571) $2350224-Email: infe@etarkemodcicom.co

PODER

Yo (nocatras), abajo frmante(c)

en mi (puestes) cardcter de reprecantante(e) legales de J ANSSEN
PHARMACEUTICA NV

wna socicdnd organizad y enistente de acnerdo con Ia5 layes de

v enactual cumapliiaiento de eu objste sesisl, con donticilio e Turnhout-
seweg 30, B-2340 Beerse, Bélglca

por ¢l presente instrumento coufiero (conferimoz) poder ewpacial a favor dz|
PIEEA MAaRTA RODEIGURT IMALEMAN, on Cidel de Cindadanic
Yio. 41654967 de Bogetl, y (p. 20524 y TLAUDIA LUCTA CARG
RAMIREZ, con éduly de Cindadania 1o, 40.017.374 e Tunja, y ip.
36448, con domicilioc en Bogotd, Celambia, parn que acivand ense ovden
en nombre det (de Ia) ofasponie Je (Ia1 reprezenicn ante cuslgnicr extidad,
autcridad ylo pareons, ezpaciatmente ante lae del srden Adminictrative,
Contesiciozs  Admisdstrative, Judicial, Tribunale: de Arbitmments v/
enalqeier aire en by raferente o lou signientes 2snntcar

1) Solicitor, tramitor, obisur ylo regictrar cuzlguiens dz la: modalidade: de
Fropiedsd Induzirial, laler come: patantes de invancidn, modelos ds
wtilidad; dizedicr indusiriales, varie Jades vegetaley; marcas, a3 nombres
y enesiiar comacialer y deneminacioncs &2 origar s soma cue reavacio-
1123, profrogas, taneiarenciae, cambics de nemdire o domicilio, contrato? y
licesicias,

2 Solicitar, tramitar, ebiever
de wne piccesfacionzs el o
know-how.

33 Solicitar, tramstar, ebtener ylo registrar ragistros sandfarioe, prmi o2 yfo
licencioe de foncionemiento; af comd cvs FEaOVICIONCT O ProusOgas,
romsferancias, cambio: de aombre yho Jorcilio, contraive y Hicencie.

4) Gjmcar acsiones de oporicion, sboervacion, realamas, reconsideracion,
repozicion, apelacién, cancelacidn adind:traiva o judicial, aulidad,
proteczion al consumidor, concesion de Boawine, protesciin de czoretos
indvetsinle: y demis soviones ¥ reausos srelacionadaz oo Jaredhic
derivados 12 lor amurdos snviba indicadna y en contra de la compatencia
decleal, acionc: derivadas de la oldencion o explotacion Az licencias,
accione: de indsmnizacidn de pejuicios. También podri(s) intesvenir ¢n
juicias civiler, comercivler, pales, contenwiosr-ydminiztrativos, niclas ¥
de polizia; en accions: o jnicios promavides por el (ln) mondante o en
contra el (clla) .

) Regisirar nembres de dominio onte Iy entifdad compiente.

6) En el cjacicic Jo oste mandsts Jos meadatorios arribe menctonados
quedan Dicnltadoe para: conciliar, cancelar, raneigin, compromeicr en
&rbitror, dediatir, rezibir y tomar paresidn de la coca oljelo  de litigic y
remunzize o desistic o Jerechas consedidos 0 on curso d: concssida, admitir
lo: liectin: del prozese.

7) Datificar o uo 1a agencia oficicea.

) Aci micme fonlio (facollameey o 193 mencionados apolerado: ‘para
recibir neiificacions v decignar apudaados jadichls: o estrajudicinles,
eustiinir of presentapyler y rovocar ke susiimuiones que hiciaren.

3
)

ylo segister decechos Jz anior, en analquiera
mo b peslesion dz seareion finrinler v

Lado y fimado ai

aloa

POWER OF ATTORNEY
I (we) theundersigned PEYER L HERRIDGE

lepal sepricemiative(e) of de JANSSEN FHARMACEUTICA NV
an orpaaization exiciing vnder Gz baws of BELGILRM

and in preant exzaution of it businer: activity, deraizil:d Turnhoutsewe3 30,
B-2340 Becree, Belgium.

do tercby groni FOWER: OF ATTOTHEY to DILIA MATIA TwODIIGTIED
LALEMAN, ideutisication oord Ho. 41.654.882 of Bogets, and tp, 20824 ad
CLAUDIA LINIA CADG FAMIPET, (p. 36443, identification card tlo.
10017274 of Tawga, reziding in Bogath, Tolombia, (5 act in the ader of their
appointment in behalf of grter before any entity, anlhority andlor gatngal or
joridical pesen, spzoiolly before tharz  Administrative, Admrinistyative-
Contenticu-, Judicial, abitration covriz, andfor any other, it all matters
cencaming th following:

1) To apply, prozxe, obtain andfor rogisizr any of the medalitie: of Industrial
Froperly, such a:: Patente of Invention, Ulility Madcl;, Dzcigna, plant varietied;
Macks, Slagans, Trade Yfames and emblom: and appallations of Origin; 23 well 3
their removals acsigraacnte, changer of name andlor doniicile, agicements ond
licenses.

2y To apply, proz2:3, obtain andlor rsgizter copyrights of any kind a2 well a3
prodesziton of inducisiz 1 sesrets or Insw-how.

3). To apply, pioixes, obtain andlor regicler canitary regictrations, oparating
authorizations andfor licenses; ac well ac their renewals or azcignmenty, chianges
of nane: cad’or domicile, agreamzts and licsnscs.

£ Te by actions of appociii=a, obrervations, chaime, reconzidesction, appest o
tegol remediz, caesllations, mallity, protection to the cononiner, granting of
lic amees, protection of trads 2ecrat and ollesr actions 1elsted with rights derived
from the chave- mentioined maiters and ageinet the wnfuir comptition, actions
remalting fom the cbisinig of exploiiation of leases, pecovering domsges
action:. Thay can al's intervane: of participate in Civil, Copfmercial, Criminal or
Contontiona-Adminicirative  Trial;; e actions for frit mandanwiz, police
actions in action:, lawsnits or Litigations instittz:d Ly e grantor or againct him.
) To register doniz i suin ey before the compelant
&) To the effect of thi: mandate the above.n.
conciliate, cancel, setlle, enbmit 1o arbiration, Aithdraw and 1o reecive and take
pocresion of the Gidgation related objct aid Waive or renvance the riglits granted
o in prozens of grontmg, ~dwit Gie ﬁxc?&u Jace, '

el oy are empowsicd to:

7 To ratify or not the officious agency.

%) T vwey liercby appoinl e ore mefitioned atlornays wilh pewere (o recsive
notifications and to decigucte ju:licio.{ and extrajndicial aftoreys, substitute this
Povweer of Ausmey and to rvolzz spfh sustitntisne.

Saimy N»;*(n? S (K) g3 e
“Eogo'w'f' .CL 0y E"o)r’ 1 :mf{;
Granted and signed st 1§ EEAHWIEH teass B q,ﬁg,'~
. et hu: le:?(du A s vista 1,,_;;"{_.._\-
on thi:  27TH ‘Mf" 5 -'Z §009 s
2,

R




CERTIFICADO NOTARIAL
{Cuando el solicitante es SOCITDAD)
(Forteres ctoagodar o Bl Cavador, Botodo: Uridor, Wiy Yemezsls)
Al diaz d:d mesde ds
, ol Motario qus suocsibe DA FE de que:

(auibre de Ia peacona que firma el poder)

mayor dz edad y domicitiado
: fumd di cu pufio

y fetr2 el documento gue antecede.

. Concse ol (@ la) otorgonte y que coie () eitf Tegabaantc capacitado
pm‘a el otergomiznto.
3. Bl olorganie  hy firmado
de
ds 18 percona juridics de da _JANSSEN PHARMACEUTICA NV

ol refaids  dotemaite  en s coriclar

4. La citada peroona juridica con cxds en Turnhoutseweg 36, B-2340
Beers, Bodaivm, et lkepalnenic consfiluida, que ticne  acteztmente
exigtencis legal y qua ol acts para ¢l cual sz ha otorgado este poder
erth coraprendido catrs 1os qu = eowstibnyen su obj2to scial.

5. Fl otorgante tiene sfectivamente b raprazentacion que oienta, qu2 a5ta
e legftitaz y oot facultado para otorgar ezis pader.

G. laz misionss caiificecionzs 42 los pondod 3, 4y §, ma ¢
lie tenido a 13 visla 103 documents anténticos,

AMANDA LIN HAYNES
NOTARY PUBLICOF NEW YERSEY
— CommksioR ERNEs WV
1OTA: & ':c-utin'uaci';n de lo amisrior, el Ciicul de Colombia debe
auteiticar ka fisma del Hotario Foblico.

onxfan fiorque

CERTIFICADO  NOTARIAL  (Cuande & seliciiante  es
INDIVIDUO)
Ll diaa del mes da de

, el Nutario que m:ciibe DATFE dz que:
1

(nemibrs 43 L przona ue fima ol poder)

mayor da =dad y domiciliads 2n

firmé en su presencia
el docoments que andzzzde, conost al oforgante y qua este etd 1sgaliaon-
te capacitada para el storgamiento.

1OTA: A continuacién de lo antaics, ol Coincul d: Colombia d:be
antzidicar la firma del o Pablice.

Para todos los demds pafses ¢l Seior Consnl de Coloinbia o ante quicn
se otoraue, debe expedir una ceriificacion dejando consiancia 1) de la
exisiencia legal de la sociedad, 2) de que esta ejérce actualnente su
objeio social, y 3) de que la persona o personas iqus storgan ¢l poder
estin faculiadas para hacerls, dejands

constancia ast misme de que vo a la visia las prucbas que acradiien
tales circunstancias.

LEGALIZACION POR EL CONSUL DE COLOMBLA
O POR APOSTILLA

NOTARIAL CERTITFICATE
( When the applicant is a CORPORATION)
(Powers of aftom 2y vrasicd in: Bl Salvader, Mezice, LS. AL 2nd Venezmela)

This l(( day of hr A1

Jgee
ihe undeseigue:d Matary CERTIVIES that: - )

1 PCTER L HERRIDGE
{tinme of the perzon who signe Mz power of afonicy)

of fegal age and demicikd in_ HEW BREUNSWICE. MJ USA  sct his

hand on th foragoing document.

2. The grantor i3 to him perronally known and Hiat he/shie has Iepal eapacity to
ezeaic the docnment.

2, The grantor  has czemied  the

of POWER OF ATTORNEY

of thz juridical  JANSSEN PHARMACTEUTICA MV

forcpong docuiaant in his capacity

4. Ths mentioned juridical pazon with phes of Turnhoutseweg 30, B-2340
Beerse, Belgium, ic July organized, har acimal lsgal exiztence and that the
prcpazes for which die power of dlomey is granfed a-e mﬂun the ecpe of iis
COrpoTale purpoIel.

5. The graaior hac in faet the cefared quality and thall.L/hcr repralentatisn
ie legal and that he/she i erapowered (o zrant thic powear of attormry.

6. T have baczd the sbovs ceritdcations 3, 4 and 3, on the authentic docmnents
which foi such purposs wois exhibited to we.

AN

Motary Public

1TOTA: Then the Colombizn Zonuml muct legalizs the signatura of the Hatary
Public.

IVOTARIAL CERTIFICATE ( When ihe applicant iz an INDIVIDUALS)

O thic Jday of
ilie underzign=d lotaiy CERTIFIES that:

1.

(name of th: person who cigie ths Power of Attorney)

of Izgal age and domicilzd at

vigaed in hic precencs the  foregoing
arantsr 3 1o hin pedcially Fnown and that he/she haz legal
i3 the dozument.

documacznt, the
zapagity o Tzes

Notary Fublic .
10T A: Then the Colombim Cancul i legalize
Public.

# cignaime ol the Matary

For all ailicr counirics the Colombian Cong
must issue a certification ciating 1) the lepq

that the corporaic purpeccs are acinal
persen or persons who 2rant (his Pe
it. The Consul will ccriify so f
circunisiances were exhibited (o hifa.

or before whe it is granted
cristence of the corporation, 2)
being accomplished , 3y thai the
br of Atiorncy are empowered (o do
hat ihe documents evidencing those

ALF7AL CONSUL  OR  RBY
APOSTIL




Traduccion oficial hecha por Jimena Escobar Uibe, traductora ¢ intérprete oficial segin
resolucidn No. 0369 del Ministerio de Justicia, del documento legalizado mediante la
APOSTILLA Mo, A-367051 de 24 de junio de 2009 expedida en Estados Unidos de
América (Nueva Jersey) correspondiente a un Jdocnmento de poder y una certificaciin
notarial en inglés con su eorespondiente traduecidn al espaiiol (razén por la cual no se hace
su traduccion), otorgado a la sociedad JANSSEN PHARMACEUTICA NV., damiciliada
en Beerse, Bélgica

counente de poder firmade 21 27 de mayo de 2009 por Peter L.

Herridge, con poder ds Abogado.

Sello notarial: Amanda Lin Haynes, Notacio Pablico de Nusva

Jersey, comisién termina &1 10/23/2013.

(C«:»nvencié»n de la Hava de 5 dz octubre de 1961)

1. Pais: Estadces Unidos de América

2. Bste documento publico ha sidoe firmado por AMANDA LIN

HAYNES

2. BRoctuands :n su calidad de Notario Poblico des Nusva Jerzey
4. Lleva el zello/sstampilla ds AMANDA LIN HAYNES, notario

5. En Trentaon, Nueva Jersey

6. El 24 de junio de 2009

7. For F., David Fousseau, Tezorerd
§. Certificads No. A3GT7051

9. 8Sello/Bstampilla: Bl Gran Sello

—

!

LG3AR URIBE

-
fw

J

JIMENA E
Traduetor

ol

rete Oficial

Intérp.
Rasolucién No. 0359 Min. Justicia 1995
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10. Pirma: Firma ilegible
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APOSTILLE

(CONVENTION DE LA HAYE DIT5 OCTOERRE 1961)

2., THIS PUBLIC DOCUMENT HAS BEEN SIGNED RY:
GERALDINE A BAILEY
3 ACTING IN THE CAPACITY OF:
NOTARY PUBLIC OF NEW JERSEY
4 EEARS THE SEAL/STAMP OF
GERFALDINE A EAILEY, NOTARY
CERTIFIED
5 AT TRENTON, NEW JERSEY
6 THE 13TH DAY OF JULY 2009
7 ¥: B. David Rousseau, NEW JERSEY TREASURER

8. NO: A368604

10. SIGNATURE

Ceriificaic Humber: 1148251010

Verify this cediificaie at
Zel

hiipe:/vvnw Lsiatenjus/TYTE_SwandingCeii/JEP/Varidy Cerjop



CERTIFICATION

I certify that Peter L. Herridge, Power of Attorney of Janssen Pharmaceutica NV, a
corporaticn exiating, duly organized and complying with it cc.rl:n:vrate. purposes in
conformity with Llu, laws of Belgium, whose home office is located in Beerse,
Belgium. I further certify that said individual iz duly anthorized to sign any and all
instruments in his capacity as officer of ths corapany and that the purposes for which
are within the scope of the objects or activities of said corporation.

” ~ ) J P .
{ / i //_ - .’
/2, ; . R
MDY A EE /-w»{fw--\——f:’-'

Swormn to and subscribad

before me th!s
Vs dayof 7

-

GERALDINE A, BAILEY

NOTARY FUBLICOF NEWJENSEY

Conimission Bxpdres 1/14/2014

Esta certificacion notarial debe ser llenada en su totalidad y legalizarse p
Apostilla
This notarial certification must be filled in completely and be legalized by’Apostille

w.«. o oy -

el Cirade

/

/O



Traduccién oficial hecha por Jimena Escobar Uribz, traductora ¢ intérpretz oficial segin

resolucidn Mo, 0369 del Ministeric Jde Justicia, del documento legalizadsy mediante la
APOSTILLA No. A-368604 de 13 de julio de 2009 expedida en Estados Unidos de
América (Nueva Jersey) corespondiente a una certificacion notarial relacionada con la
sociedad JANSSEN PHARMACEUTICA., domiciliada en Beerse, Bélgica.

CERTIFICACION

Yo certifico que Peter L. Herridge, con Podsy de Abogado de

Janszen Pharmaceutica NV, una sociedad existents, debidamentsz
constituida y cumpliendo con zus objstos corporativos de
cuerds con las leyss de Bélgica, cuya caza matriz esti

Adewéds certifico qus dicho

rumentas en su capacidad comd

sociedad v que los propdsitos pars
dzl espectre de los  abjstives o  actividades de  dicha

madc: Firma ilegible

Sello: Juramentads y suscrito ante mi este

Piemado: Geraldine A. Bailey, notario pUblico ds

Jevzey, comizidn termina 1/14/2014.

diza 10 de julic de

Nusva

2 URIBE

Inig >-eie Oficial
No. 0369 Min. Justicia 1995

Wik

-
R

vs g PO et
A LSUUDA

JIM

Traducior

Resolucidn

Haya de & de octubrs




S

5. BEn Trenton, Nusva

6. E1 13 de julioc de

7. BFor PR,

documento puablico

calidad d=z

firmade por GERLADINE

ha o 3ido

Notarico Pablico

dz GEPLADINE A. BAILEY,

David Fousseaun, Tesorsro de Nuevs Jerzey

Ao e Nuszsva

linea:

de Nueva Jersey

notaris

Jerse

Y

-

2 .

as
17

JIME

Infé.2e'2 Oficial

Traducior
RQSOIUC;O’D No. 0369 Min husticia vone

/2.



RESUMEN
La presente invencidn proves una

farmacéutica estabilizada de carishbamatao
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PRD 2919WOPCT

SUSPENSION PEDIATRICA ESTABILIZADA DE CARISBAMATO

PEFEFENCTIA CRUZADA A SOLICITUDES EELACIONADAS

provisional U.S. N.° de serie 60/984.144, preszncada =

de octubre Jds 2007. Las descripcionss completaz de  la

golicitud de patante U.S. relacionada antes manciconada ze

incorporan =n la presants por reé

srencia para todos los

fines.

del producta farmacolédgico con cambio a la forma
polimdrfica. Ademiz, la

una

La industria farmacéucica emplea una variedad da

formulacionss poscolégicaz para administrar por via aoral

agentez msdicinalas a pacientes. Las

para admin
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necezita tenerse en cuenia al formular la medicina, salvo

durante &l hrevse fizmpo Jgue ezta madicina estid en la baoca.
Estos medios pueden incluir la provisidn de un
recubrimients apropiado sobre 21 comprimido, =1 uso de una
forma de cépsuvla (la cubilerta zxtervior de gelatina de la
capsula mantiene adesntro ¢l ingrediante active hazta que la
capsula g2 haya tragado), o simplemznte la comnpresidn firme
dz un comprimidce de modo que no comience a desintegrarse
durantes el breve tiempo an que estd 2n la hoca.

L ni . persona dultas y muchas otras

conprimidos enteros
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ademas dsl comprimide o la cédpsula destinada a tragarse

desagradabls, y =s3tc puedes ser un problema significative.
v de cualguisr forma posolédgica e&s  que

sponible; es  decir, una vez gue la

= active de forma rapida v completa
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Para algunas madicinas, solulbilidad limitada del
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farmaco en agua puade ser un problem
formas posolégicas orales liguidas y, en ezte caso, s usa

a menudo una suspensidn. Sin enbargo, una suspensidn puede
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forma o =1 tamafico de los cristales. Esto pued
problamnas para conssrvar la aproplada biodisponibilidad,

porgqus 2l tamaido del cristal pueds afzctar la velocidad de

difzrentes., De esta manera, eviste la necesidad de una

formulacién des suspencionss gquz reduzcan la velocidad de

re & una formulacidn

farmacfutica quz comprande una suspensidn de particulas de
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aprozimadanznts 1,8 a  aprozimadamsnis 2,0 ng/ml  para

estabilizar la suspensidn parva ac
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humectante y para corn
de cristales y para sstabilizar la sztructura cristalina.
En otyro aspecto, <5 un médtodo de formulacién de tal
suspensidn, gque  comprende: (&) preparar una S
- - =

dizeolvizndo el benzoato de sodic en aproximadamants e

del volumen de agua toital a temperatura amnbizsnte 22 °C

(o)

afiadir el &cido citrico, la sucralosa y <l sabor frambuasa

~
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aprozimadamente el 70% del volumen total de agua a 22 °C
con mezcla; (d) afdadir la primera solucién a la zegunda,

En otro aspscto ds la dinvencidn, son métodos de

tratamiznto de una condicidn patclédgica ssleccionada  de:
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Con craztornos neurodsgensrativos, por =jzmplo, 2N
demzncis, noz del comportamiant
autismo, mania  hipolar, dzpresién y  ansziedad, s=egln

necesidad, quz comprandes la adminiztracidn al mamifers de
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una cantidad terapé

compozicionss farmacéuticas de la presents invencidén.

DESCRIPCION DETALLADA DE LA INVENCION

2 varisdad de conpuestos sust

Mas especificaments, <l compussto 3—-(2-(2-clorofenil) -

2-hidro=iztil)onocarboramida (que también e pusde

1,2-2tancdicl, [S]-), de ahora =n adslante mancicnado como

“carisbamato” (mostrado a continuacidn) se esta
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La presente invencidén provase una suspensidn acuosa de

preparar d= acusrde con los  procezoz  desco

matente ULS. N.° 6,103.759, cuya descripcidn se incorpora
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suspensidn acuocsa porque ez ligsramsnte solubls =n agua, es

rD

decir, mwmés de

carisbamato se disuslvan en 21 medio de suspensidn acucso y
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Lo =
polinérfica, por sjemple, Jde la forma A a la
producir un cambio indeseakle en la biodisponibilidad de la

suspensidn, La prasente invencidn sz baza en parte en 2l

sk
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scubrimianto e que la adicidn ce hipromelosa
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ipromelosa (HPMC) se usa en la  industria

as de likeracién controlada y come un agants
humectante y portador en dispersiones sdlidas de compuestos

te, &n =1
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descubriniento ds que la adicidn d= hipromslosa
(hidroxipropilmetilcslulosa o 1PMC) en cantidades de

aprorimadamsn
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humactante en la presents L

cristalizacidén de cristales suspendidos de carizhan
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uencia, la transicidn desde el polimcorfo A hasta

Een CoOnN3asc

B. Sin la adicién de la concentracidn adescuada
zztabilizar la suspensidn, la alteracidén del

A



tamafio del cristal v el canbio de la forma polindo

W deseado de la

pusden causar, con el tisnpo, un canbio

Las composiciones orales opcionalmente pueden incluir

ingradientes adicionales conocidos a2n la +técnica de 1la

ingrediantes similarzss. Por csjenplo, s= puede mejorar la

eztabilidad fisica de una suspensidn mediante la adicidn a

sacarina, sacarina de sodio o de potasico o de calcio,
acesulfamse potédsico o ciclamato sédico, o mediante =1 usc

agente edulcorants pusde variar de 0,04% a 0,5% y, en
pacrticular, ez de aprouimadaments 0,4%. Un sdulcorante

n

w

preferide de  la presentes  dinvencidén es  sucralosa,

palatakilidad de las soluciones chjeto
cpoionalmants  también se  puede optimizar mediante la
adiciéin  de una o mas sustancias saborizantes. Las
susztancias szaborizantss adscuadas son zakboress ds frutas
ra, frambussa, arandano o frutilla,
o saboras mads  intensos, alzz como  sabor chocolate de

caramzlo, sakcr de menta freszca, asakbor Jde fantasia, vy

20



Laz composicionss acucsas de acusrde con la presente

- dm -

=n =1 nvenientenentes un agenice de

invencidén tambidn conprenden O

més de un conservantes ¢ un agente antimicrokianc, un huffer

0
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=
[1l]

gulador de pH y un agente isotdénico. Ingredientes
it irnlares mUuedern Sactuaic come dee o 142 e eztoaz SdeinE
particulares pusden actuar come Jdos o mds de esztos agsentes

por ejemplo, comportarse comd conssrvante
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y coma buffer, o comportarse come buffer y un agente

carbonimetilcelulosa sédica ¢ hidroxipropilmstilceslulosa,
polivinilpirrolidona, alginatos, quitosana, dentranos,

jelatina, poliztilengliccolszss, é&teres de polioxietilenc vy

microcristalina y carmelosa séddica en una concentracidn de
O’E‘ a
con méxima preferencia de 13 mg/ml.

Loz agentes humectantes adecuados para ¢l uvac en las

suspansionss acuosas ds acusrde con la presente invencidn
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méuzima preferencia, da 10 mg/ml. En consecusncia, la HEMC
en la suzpenzidn de la pressnte invencidn dezempena dos

funciones, como sstabilizador de cristales y comd agente

qus s pusden seleccionar Jdel grupoe gque consiste de Acido
banzolco, benzoato de sodio, alcohal bencilico,
hidroxianisaol butilado, hidroxitoluens butiladeo, clorbutol,
un galato, un hidrozikenzoato,  EDTA,  Los  conservaniss

adzcuadoz debzan ser fisicoquinicamente sztables y efectivos
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1 aproximadanents 2 mg/ml.  Sin zmbargoe, en la

na concentracidn de 0,1 a 2,0 mg/ml, con mayor pre
bil

erencia, de 1,18 mg/ml.



El siguisnte =jemplo se provee para segulr definiendo

Tabla 1

Takbla 1: Ingredientes, concentracicones (mg/ml) y funcidn:

23
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sodio* antimicrobiano
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Acido citrico
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Regulador del pH,

monohidratado agente
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nicrocristalina y suspensidr

carmelosa sddica
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Hipromelosa S Agente humectante,

mFPa.s coloide protector

Sucralosa 4 Endulzante
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pH de liberacién: 3,5 - 4,5 (objeto: pH 4,0)

En la formulacidn del ejenplce anterior, s3& prepara una
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tempaeratura ambisnts 22
sucraloza y 2l saborizante de frambussa. Se usa benzoato de
sodic an lugar de é&cido benzoico porqus el benzoato de

sodic se disuelve ficilments en agua a temperatura ambients
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Se prepara una segunda solucidn dispersando sl agente ~
de suspsnzidn, ez decir, la hipromsloza (HPMCZ) y API, es
dzcir, carisbamato en aproxinadamsnte 21 70% del

total de agua a 22 °C. Lusgo se afiade la primera sclucidén a

la suspensién estabilizada. El &cide citrico meonohidratado

La expresidén “cantidad terapéuticamente afeciiva” tal

coma S22 usa  en la presents significa la  cantidad da
compussto  active o agents farmacéutico que  ganera la
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tratamiente de una cantidad de trastornos, la preseante

invencidn también sz refisr

tal como se describid en la presente con anterioridad para
I E

usar como un medicamentc en el tratamisnto de epile
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con trastornos

demencia, trastornos del comportamiznte en retraso mental vy

autismo, mania bipolar, depresidn, ansiedad.

demencia, trastornos del comportamiento 2n retrazo meantal y

particular serss humanos que padscen de epilapsia, dolor

onde =

por sjenpla, & 1 Lra T comportamisnto en

conprands la administracidn de una
znte efs

cscilan  entre 50y 1200 g

administradas en una & cuatro dosis iguales.
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REIVINDICACIONES

1. Una composicidn farmacéutica en forma de una

suspensidén acuosa, que comprende

a) des aprozimadamsntes 10 a aprozimadaments 20 wg de

b) de aprozimadamente 5,0 a aproxinadamsnte 15,0 mg de

c) aproximadamente 1 ml de agua.

a composicidn de acuerdo con la reivindicacidn

1, en donde la composicidn también comprands un agente de

z

3. Un pProceso para formar una composicién

farmacéutica gue comprende: () preparar una solucidn
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disolviendo el henzoate ds sodio en ap:

total & temparatura awbisnte 22 °C; ()
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afiadir &l 4cido citrico, la sucralosa y =1l sakor con

a
hipromeloza (HPMC) y &l cavishamato en aproximadamente 21
70% del volumen total de agua a 22 °C con mezcla;  (d)

afiadir la primera sclucidn a la szsgunda, misntras 3= mezcla

1=
bl

4. La composicién farmacéutica de acusrdo  con
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en Jdonds 21 conservante e

isoténico es manitcel o un buf

6. Un mé&todo de tratar
mamifaro que lo necesita,

al mamifzro de una cantidad

armacéutica de

szleccionado del grupo gue consiste en apilepsia, dolor

‘_,L_il..:,l)l_,l Tu}

armaciuticas de la pressnite invencidn.,
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intzrnational application be proczssed
according (o ihe Patznt Cooporation Treaty. Hame of vecaiving Offies and “PCT Infemeiional Application”

Applicant’s or agznt’s file reference
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Box No. I TITLE OF INVENTION
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Box No. I APPLICANT E] Thiz person is also inventor
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Form PCT/TO/101 (eontineation shzet) (July 2003) Sec Noies o the vequest forit
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Sheet No.

Supplemental Box

{f ilre Supplemenial Box is aoi used, this shzet should not be included in ihe request.

(i)

(i

(iif)

(iv)

]

fl inanyofthe Bevese, excopt Bives Nos, FHIG o () for sebrich
aspesial e miinction by (s provided, the space is insi fficient
to furnishollthe information: inswclioase, weite "Coatinuation
of Pox Mo " (indicate the number of the Bex) and yrnish the
information i the same mannzr s Fzquived acewding 1o the
caplicers of the Dov in which the space was ingagicient, in
particelar:

if mowe than one person is to be indicated as applicans and’
or inventor and no “continuation cheet” is ovailablz: i such
casz, write “Contiruction of B No. [T and indicai s Jor zach
additionod person the same iype of infarmadion as reguived in
B Mo, JIL The covmeryeofthe acdress indicaied in ohis Box is
the applicant's Staiz (thai 15, conntry) af residencs ifua Siaie a3
residence is indicated below;

if; in Poee No. T or in ony of ihe sab-biacey of Pos Na. I the
inclicagion “the Staies ndicated in the Supplemental Lox” is
etecked: i uch case, wrin: “Conilnvation y Box Mo, 117 or
“Coatination of Por No I e *Comtinaedicn of Beses No Il
and No. I ae the zazz may b2), indicatz the name of ihe
applicant(s}invalved and, nexiio gzach) such name, the Staic(s)
(ancior, wheve appficably, ARIY, Furcsian, Ewrapean or
QUPT praien) Lor e pusposes o sohich e named porson iy
applicant;

if. in Box No. Il or in anyr of the sub-toxes e Box No. I, the
mventor or the inventac/agplicant iz not inventor for the
purposes of all dasignated Statzs or for thz puposes of the
United States of America: in such case, write ""Continuation
af Box Ne. If” or “Continuation of Pox No. 11" ar
“Cantinuation of £ No. I amd No, 1" (a5 the cazz may
be), indicate the nanw of the inveriors) and, nex 10 (2ach)
such name, the Siat2(z) {andor, where applicablz, ARIFC,
Evrvasian, Burapsan o OAPI pateni) for ihe purposes of which
he naimed peison is inventor,

ift inaddition 1o the agent(s) indicaied in Pox No. IV, there are
Juriher agents: in guch case, write “"Coniimation o)
Box No [V and indicarz for 2ach further agent the same iype
of informaiion as ragquired in Box No, JV;

i in Bow No VI therz are more ihan fouy easlize applications
whose priority is claimed: i coch casz, wriie “Condinuation
of Bax No. PI” and indicate for cach additional earlicr
application the came typc of information as requires
in Box No. V1.

If the applicant intends t¢ make an indication of ihe wich that
the internotianal applicadion b2 tezated in corinin designatsd
Stevee, ar an application for o prteat of addiian, certificae of
addition, imventer's cirifizars of addition o wility ceruificate
of additicn: b such ¢ case, write She same or twelotter code
ofeachderignated Statz concenzdand the indication “patent
of additian,” "certificate of addition,” “invenior’s certificate
of addition” cr “ulility certifime of addition, ' ihe nunber of
the parant application o parent paiznt or other parent grait
and the datz 1/ srant of the parase paiens or oiher parzit grind
ar the daic of _/I?'I/)g af the pavent application (Redes L11{3)(i)

and 49bis. 1)) or ().

If the applicant intends ta make an indication of the wish that
the international application be treated, in the United Siaces of
Arazrica, a5 a eontinuation or continuation-in-pari of ait
earlicr application: in such a case, wiite "Uniizd Diaies of
America™ or “US” and the indication “continuation” oy
“contimeation-in-part” and the rumber aid the filing dawe of
the parzn application (Rulzs 4.11@)@) and 49bis. 1(d)).

CONTIHUATION BOX NG, 1Y

HOWICE, Hichalas Feith
FISHER, Adrian John

MERTCER, Christophier Paul
HALLYVEDHE, Huw Seorge
HZWARD, Paul Hisholas
JACKSON, Richard Eric

JEMES, Arthony Christapher WP,
U CEERTON, Bruce Reger
MARSHALL, Cameron John
SOODFELLOW, Hugh Rabin
TUMHETALL, Chiislophar Stephsn
FIPSCH, Susan Edith

SMALL, Gaiy James

WAPMEF, Jamszs Alswander
BULLETT, FPachzl Margarat

All of Carpmasls & Ransford
42 - 45 Blosrmshury Square
Londan W14 2RA
United Kingdom

Tel: 0207 242 8692

Faw 0207 405 41368

Form PCT/EO/101 (Cupplemental cheet) (July 2008)

See Notes 1o the 1equest form

3)



SheetNo. 4......

Box No. V

DESIGNATIONS

However,

(The chech-bowes above mayonly bz used i erclude (irrevacably) the decignations cone
Rule 26bis. 1, the international appliccdion comains in Bax No, Vla priovigy clatm o an earlicr national
State conserned, in ordzr 1o avoid the ceasing of ihe

filing date, for the grant of every kind of protestion available and, wherz applicable, fo

[:] DE Germany is not designated {or any kind of national protection
D JP Japain is not decignated for any kind of naional protcetion
D VP Pepublic of Forea is not decignated for any kind of national protection

D P Puscian Fedsration is not designated for any Lied of rational protection

The filing of thiz requast constitutes under Rue 4.9(x) the designation of all Contraciing Stater bound by the PCT on the intermnational

rthe grant of both regional and national paients.

2rned iy, addie tme ofjiling or subsequently undar
application jiled in the particular
gpeci, incder the narional le, of this carlicr naiional application,)

Box No. VI

PRIORITY CLAIM

The pricvity of the following carlier application(s) iz hercby claimezd:

Filing date

of zarlicr application
(day/manihfrzar)

Number
of earlicr application

Where sarlier application is:

national application:
country or Member

regional application:
regional Office

rzceiving Office

intcraational application!

of WTO
itern (1)
218t Dctaber POR0OGTN | gyaad 144 Us
(3110/z008)
item (2)

item (3)

item (4)

D Further priority claims arz indicatzd in the Supplamental Box,

D all items

Transmit certificd copy: tha recoiving Office is raques
earhiev application(s) (oidv if' thz carlize cpplication was
is the receiving Office) identifisd above as;

[ item (1)

D item (2)

itera (4)

ed io prepare and tenstmii o the Interaational Buresu a coriifizd copy o the
Jilsd iy the Qyyice which for the purposes of this internasional applicasion

oiemey [

G othzr, sce Supplemenial Box

Restore the right of prierity: the reeciving Dffice is rquestad Lo restors
above or in the Supplemental Box ac iiem(s) §

information pust bs providzd b support a raquest (3 restors the righi o priority,)

the right of priority for the carlier application(:) identified
). (Sce alse the Nodes tu Bax No. 1T, further

the dazeription, claims v deawinge
completely contained in an carlizr application whose priodiy iz elaimed o6 the date on which one ar more elements referved to in
Article THI)(iT) ware fist received by the voceiving Office, that element or part is, subject (0 confirmation under Rule 20.6,
incorporated by icference i this internsiion

Incorporation by reference: whars an clementi of the intermational application referred 1o in Article F1(1)iii)(d) or (¢} of s pari of

rsfzaed 1 in Tuls 20.3(3) i3 not otheiwice conisined in ihis infernational applicaiion but is

al application for the pumpesss of Tuls 20.6.

Buox No. VII

INTERNATIONAL SEARCHING AUTHORITY

Choice of Interuational Searching Authority (ISA) (if morz than cag Intzraational Sz
intzrnational scarch, indicarz the duthority chosan; ihe two-letizr code 11a ty be used):

wching Authority i compateni to corry ot the

Form PCT/RO/T01 (second sheet) (July 2008)

Gee Notes 1o the request jorm

RYA



Sheet No. 5 .....
Continuation of Box No. VII  USC OF RESULTS OF EARLIER SEARCH, REFERENCE TO THAT SEARCH

D The ISA indicated in Doz Mo. VI is cequested 1o take into accovnt the results of the sarlier search(ce) indicated below (see also
Notes to Box VI wse of resulls of more thair two earlicr searches).

Filing date (day/moniiyear) Application Number Country (or regional Gffice)

D Statement (Rule 4.12(ii)): thiz intarnational applization is the zamez, or subsiantially the zamic, as the application in respeet of
vehich the esrlior seareh was carried oui exeepl, where applicablz, that it iz filed in a dilfzrent language.

D Availability of documents: the follawing docomenis are available w the I5A in a form and manner aceeptable o itand therefore
do not need to be submittzd by the applicani io the 124 Rule 12445, 1(D):

_| acopy of the results of the carlier search,*
a copy of the carlicr applicaiion,

a tranclation of the 2arlier application into a languags which iz accepted by the I5A,

a translation of the recults of the earlier szarch into 2 lanzoage which is accepied by the 15A,

acopy of any documeant cited in the reculis oFthe carlizr szarch. (G knoven, pleasz indicaiz balow the documeni(s) available
to the ISA):

D Transmit copy of resutic of carlier scaveh and sther doenments (whare the zarlier search was not corriced onr by the 154
indicaied ubove but by thz sarz jic: as ihai which is acting as the recziving Cyjice): ihs receiving Office iz requestod to
prepars and traicmit Lo the 124 (Tule 125i5.1(c)):

a copy of the rezulte of the earlicr search,
a copy of the earlier application,
l:] a ropy of any document cited in the results of the 2artier scarch.

* Where the recults ofihe carlier searvch are nzither available o a digital library noviransinitisd by the ceeciving Office, the applicant

iz ragquived 1 subiaii them o (ke recei ving Oific: (Fule 120is.1(2)) (See iter 11 in ihe check-iist and also Noies to Box No, Vif.

Filing date (cm/month/year) Application Nurabr Country (or regional Qffice)

D Statemen( (Rule 4.12(ii)): thiz intemational application is ihe rame, or Substantially ihe came, as the application in respoct of
which the carlier rearch was carried out exeept, where applicable, that it is filed ia a different language.
D Availability of documents: the following documente ave availabls io the 15A in o form and manncr acccptable to it arid thercfore
do not ne=d to be submitied by the applicant o the 124 (Rule 12565, 1()):
a copy of the resulis of the earlier search,*
a copy of the earlier application,
a translation of ihe eartizr applization into a language which is aceepted by the ISA,
[:] a translation of the reenlis ol the caiicr search into a language which is accepied by the 154,
acopy of eny documant zited in the resulis of the earlier search. (Gkneven, please indicaie bzlow ihe documeni(s) available
10 the ISA):

D Transmit copy of results of carlier earch and other docaments (whcre the zarlizr seorch was not carricd sut by the 154
indizatzd above bui by ihe sarc: Nfice as that which i ating a3 the receiving Qyficz): the receiving Oflice is requested to
prepure and trancinit w the 154 (Rule 12645 1(c)):

a copy of the rezults of the carlier search,*
a copy of the carlicr application,
D a copy «f any docuracnt cited in the resuliz of the 2arlicr search,
* Where the rzsults of the carlier szarch ans neither availzsble om adigital library nor transriied by the receiving Office, the upplicant
ic requirsd to submit ther (o the receiving Oifice (Puls 12his. 1(2)) (Sez item 11, in the chack-lisi and alza Notes 1o Sos No. Vi,

D Further earlier searches are indicated on a conlinuation shest.

Box No. VIII DECLARATIONS

The follewing declarations re coniained in Bo.cxe 1oz, VI (i) o (V) (mark the applicable Nurmber of
chech-beszs belve and indicaiz in the right cohonia ihe mumber of each typz of declaration): declarations
[:] Pozx Mo, VIII (i) Déclaration as W the ideutity of the inventor
E] Box No. VI (ii) Declaration az o the applicant’s entitlement, as at the international filing
date, 16 apply for avd be granied a paicut
[:I B Mis. VITT (i) Dzclaration 22 to the applicant’s sntidement, as at the internaticnal filing
date, to claim the priority of the earlier application
D Box Ma. VIII (iv) Declaration of inveniorship (only for the purposes of the designation of the
United States of America)
I:] Pox Mo, VIIT () Dzelacation a2 to non-prejudicial diselosures or exceptions to lacl: of novelty
Form PCT/RO/101 (thivd sheci) (July 2008) See Notes to the request form
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DBox No.1X CHECK LIST; LANGUAGE OF FILING

Thiz intzmational application contains: Thi: interaational spplication it accompanicd by the follewing Humber
item(s) (inark the applicallz check-bozes below and indicate in of itzms

(a) on paper, il Gllowing maber of
sheets:
request (including
declaration and
supplemental sheets)
tleseription {(zxchuding
aequenc listing and/or
tables related thercto)

right colunz the wber of cach itzmn):
1. [3 fec caleulation sheet :1
original scparate power of aitomey

o

original general power of aitorney

sow o9

-
00000 o000

copy of enzeal power of aitom zy; vefercnce number,
if any:

©:

claimg . statement explaining lack of zignaiure
abstract &, pri(zrilg' documzni(c) identified in Box No. VI as
drawings item(s):

" or ot sheets © A8 7 translation of international apglication inio
Sub-total nuniber of sheets @ 18 (language):

sequence listing
tables related thareto :

(for both, actual nuniber 9
of chzzts iffiled on paper, ’
whather or not also

seporate indication? concerning depositad micsaorganicm
or-other biological material

sequense listing in electronic form

(indicate type and aumber 3 carviars)

Siled in clectronic forn; () [ copy cubmiticd for the purpnsas olintariatienl tearch under
see () balow) . Tule 13ter only (and noi az pari of ths international applicatici) ;
o o " o (i) [ onlyswhors cliook-bay {53 o ()i iz markad in ] 3fe wolumn)
Yotal number of sheets 13 additional capies includin ks applicable, the copy for the

(b) O anly in cleetronic form puencses afintzmational szavch under Puls 132ee :
(Section 801(2)(i)) (iii) [ topather with relovant stat >rent as to the ideniity ol the copy or
(i) [ sequence listing copiss with the saquenes liziing wentionad in 12R column :
(i) [ tatles selated thereto 10, [ tables in clestronic foria relaied 6 sequence listing
(©) [ also in checironic form (indicatz typ: and nunber of carriers,
(Section 801(a)(ii)) (i) [J copy submitted for the purposes of inturuational scarch under
(i) O requanse listing Szction $02(b-guaizr) only (and not as pari of the intemational

s lication) :
i tables relatzd therety app

,(._) r] A h\ . “,1‘1 e (i) (3 (onlvwheore chesk-bes (h) or (2)(1) iz markad in left colimml
(l,{"f'f ;!,';\2 "I.','B‘E}[ _"ft‘l{"_ '.‘) ters f?‘.%h‘““‘?; additional eapice including, where applicable, the oy for the

= LUV, sk o et ansvinch ar: purgases of international search under Seciion 502(E-guater)

contained the . . .
olaned e (iii) [ togethzr with ralevant statsment az i0 the ideniity of the copy or

O sequenve listing: . .. ............. copizs wiih the (ables mentioned in lefi column
O tables related thereio: . ... ..... ... 0.0 freculie of catli B2 (Pl 12 i,
. . vy St resulis oF cariver Ssarchies Az s 14
(additional copizs i be indicaied wnder ) sopy strzsulic ofcarlicr Ssarch(ec) (P e 1)
iterns Qi) andlor 10(D, in right colwan) 12000 other (3p2ciid oo
Figure of the drawings which Language of filinz of the .
shonld accompany the abstract: international application: English

Box Ne. X SIGNATURE OF APPLICANT, AGENT OR COMMON REPRESENTATIVE .

Nest te cach sigrative, incicaie the name of the parson sizning aisd the capaciiy it which th pyrson sians yif sech coapaciiy is not cbviows fram readicig the reguesy).

Y CHECKED |
/

A N Da:e:jg]\u;\eg._

By: (5

ERMER, James Alexander

For recaiving Office use only
1. Dats of actual iecsipl of the purported 5 .
international application: 2. Drawinge:

3. Corcted dats of actual reccipt due to latzr but (] reccived:
timely reszived papers or drawings completing
the paniparted interinational application:

4. Date of timezly receipt of the required not received:
eoiTections under PCT Articls 11(2): I:] A .

3. Iuternational Searching Authority G. Tranamittal of scarch copy delayed
(if twes or more ars compaetent). — [SA / until search f52 iz pai

For International Burzau use only

Datc of reczipt of the record copy
by the International Burcau:

Form PCT/20/101 (Iact cheat) (July 2008) See Notes iu the requesi forii




(1Y) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

NP

P

(19) World Intellectual Property Organization /2P
O rnationd Borcan @‘51&1;9(@ 000 0 A
SR

(10) International Publication Number

CT WO 2009/056980 A1l

(43) International Publication Date
7 May 2009 (07.05.2009)

g

(51) Internatlonal Putent Classillcation: (81) Deslgnated States (unless ohenvise indicated, for every
AGIR 9,00 (2006.01) AGIR 3127 (2006.01) Eind of national proteciion available): AR, AG, AL, AM,

AQ, AT, AU, AZ,BA, BB, BG, BH, BE, BW, BY, 7, CA,

(21) Imternational Application Number: CH, CM, 0, CR, CU, CZ, DI, DE, 1M, DO, TZ, BCEE,
FCT/AB2005/003331 EG, ES, T, 5B, GD, OF, GH, GM, 3T, HN, HR, HUJ, ID,

IL, IN, IS, JP, K, EXG, KM, M, K, KR, B2, LA LG, LE,

22 ] rili Mate: 31 Owetober 2008 (3 2008 - . - -
(22) International Filing Date: 31 October 2008 (31.10.2008) LE, LS, LT, LU, LY, MA, MDD, ME, M3, ME, MIT, MV,

(25) Fillng Lunguage: English MY, M7, MZ, 1A, MG, N HO, HZ, OM, PG, PHLFL, PT,

RO, RS, RU, 8C, 8L, SE, 83, 3K, SL, SM, 8T, 3V, 8Y, TJ,

26) Publication Language: Eaglish ™, TN, TR, TT, TZ, JA, UG, US, UZ, VC, VI, ZA, ZM,
ZW.

(30) Priority Data:

60/384,1-H 31 Getber 2007 (31.10.2007) - US (g Designated States (unless siherwise indicatzd, jor avery
kind of regional protection available)s ARTFO (BW, GH,
oM, KE, LS, MW, M7, A, SD, SL, §7, TZ, UG, 7ZM,
ZW), Burasian (AM, AZ, BY, KG, FZ, MD, U, TJ, TM),
Luropean (AT, BE, BG, CH, CY, CZ, DE, DK, BB, ES, Fl,
FR, GE, GR, HR, H'J, IE, IS, IT, LT, LU, LV, MC, MT, HL,

(71) Applicont {for all designated  States  eacepr USh
JANSSEN PHARMACEUTICA, N.V. [BE/EE];
Tumnhoutszweg 30, B-2340 Bearse (BE).

(72) Inventors; and

(75) Yuventors/Applicants (or US only). EMOCRECHTS, 1, FL, PT, RO, SE, 81 8K, TR), OAPL (BT, B1, CT, ©G,
Roger [BE/BER); 1 & 1 PRD, Tumhoniseweg 30, B-2340 CIL, CM, GA, G, G, GW, ML, MR, NE, 8N, T, TG).
Beoarse (BE). DI LEERSNLIDER, Cedric (BE/BE]; T &

J PRD, Tarnhoutseweg 30, B-2340 Beers: (BE). Published:
—  with international search report

(74 Agenis: WARNER, James, Alexander el al.; Carpmaels  —  before the expiration of the time limit for amending the
& Ransford, 43-15 Bloomsbury Sguare, London, WC1A claims and 12 be republished in the event 3f raceipt of
2RA (GB). amzniments

(54) Thle: STABILIZED PEDIATRIC SUSPENSION OF CARISBAMATE

20097056930 A1 |1 KO0 O 0O

(57) Absiraci: The present invention provides a stabilized pharmaceutical suspension of carizbamate for pediatrie and adult ose.
Mare particalarly, {he suspension is stabilized with hypromelloce (HPMC) (o prevent crystal growth of the auspended particles and
> provent re-erystallization of the drug product with shange in polymorphic form.

WO

3¢



PATENT COOPERATION TREATY

PCT

INTERNATIONAL SEARCH REPORT Perome

(PCT Article 18 and Rules 43 and 44)

Applicant's of agent’s file raferencs FOR FURTHER s85 Fomm POT/ISAZ20

POS2NLAWS : JAW ACTION &s well as, where applicable, Item S below.
Intarnational applicatizn Ho, Intzmational filing daia (day/methivean) (Earliest) Priority Date (day monthiaar)
POT/IB2O0S /002331 31/10/2008 21/10,/2007
Applicant

JANSSEN PHARMACEUTICA, N.V.

Thiz intarnational szarch report has been preparad by this intamational Saarching Authority and is tranamitied 1o the applicant
according to Ariicle 18. A copy is being tranzamitted o the Intsrnationzl Burezu,

This Intarational s=arch report consists of a total of 2 sheats.

Itis also accomparniad by a copy of @ach prior art document citad In this repart,

1. Basis of the report
a. With regard to the language, the intarnational search was carred sut on the basls of;

the intematianal appllcaiion In the languags in which It was filad

D a translation of the international application into , which 15 the language
of a translation fumished for the purposes of International search (Rules 1:2.5(a) and 23.1(b))

b. [:] This International search report has besn astablished taking into account tha roctification of an obvious mistake
autherlzed by or notified to this Authorily under Rule 31 (Fule 43.60ia)).

c. [[] withregard to any nuctectide and/or amino acid sequence dizziesed In the International applicaticn, 263 Box No. 1.
2, ]_—_l Certain clalms wero found unsearchable (Sa9 Box No. 1f)
a. D Unity of invention Is lacking (zee Box No 1)

4. With regard o the title,
the text Is approved as submitted by the applicant
[[]  the text has been sstablished by this Authority to read as follows:

&, With ragard to s abstract,
X thc teod is approved as submitied by 1he appicant

the lewt hag boen established, ascording to Ruls 38.2(b), by this Autherity as it appears In Bow Ha, IV, The applicant
may, within one month from the date of malling of this inlernational zearch repor, submit somments 1 this Authorlty

6. With regard to the drawings,
a. the figure of the drawings to ba publishsd with the abstract Is Figure No.
[] assuggestad by the applicant
D a3 salected by this Authority, becauss the applicant falled o suggest a figure
D as selectsd by this Authorlly, bacauze this figura better charactsrizss the Invention
b. D nana of the figures 12 to he putdizhed with the abstract

Form PCTASA/2110 (firss sheat) (Aprll 2007)



INTERNATIONAL SEARCH REPORT

International application No

PCT/1B2008/003331

.. CLASSIFICATION OF SUBJECT MATTER
INV. A61K9/00 A61K31/27

L
Y H

P .
cosrding to International Patant Classification (IPG) o t) Lioth natinnal clazsifcatlcn and P

B. FIELDS SEARCHED

A61K

Minimum documentatlon soarched (o assification syztem followed by clascilication eymbals)

Documsntation soafched sther than minimum dicumeitatian b the evtant that such dosurnents are inchuded in the H:hs Zearched

Elactranic data basa consulted during the: Inlariatkonal saarch (nam of data bass and, whars [actkeal, search tarms used)

EPD-Internal, WPI Data, CHEM ABS Data, EMBASE, BIOSIS

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Catogory® | Gitatban of docurnent, with indication, whers apprpriate, of ths rekevant passages

Rslavanl t claim No.

page 6, 1ine 3 -~ line 7
page 25; table 4

page 15, 1ine 30 - page 16, line 14

X WO 01/13904 A (ORTHO MCNEIL PHARM INC 1,2,4-7
[usS]) 1 march 2001 (2001-03-01)
A page 4, 1ine 12 - 1ine 28 3

D Furthar documants ars listed In the continuation of s G,

Sao patont family annax.

* Spedal categortas of cited documents ¢

‘A dosument dafining the general state of the an which I it
SvEldeesd 10 bs of pankcular relkevance

*E* aarlar dicumsnt bul publichad wn or after tha irdernational
filing date

"L* documant whilch may thraw doubls an priodly  claim(s) or
which = citad 5 actablish the puidicalion dale of another
cdlathon or othar specdal reason (@s speciliad)

'O document refaming t an oral disclosure, use, sshibition or
other maanz

"P* documant publishad prior 1o ths interational fillng dats but
latar than the priciity date slakmed

*T* fater dacumant published aftar the International flilng data
or pricrity date and not in confllct with the applization but
altsd b understand the prindiple of theony undariving tha
nvantion

*»" dosument of padicular ralevancs; the Slalmad Invantlon
cannot be congidored novel o cannat be considored to
Invislve an Inventive stsp when the documant 13 takon atone

7 dsument of particular relevanca; the claimed invention
cannit bo consldarad to invilva an inventive ctep when the
document i enabdned with ona of more other such docu—
manz, such canbiaadion bedng obwleus to & piraon stiled
Iri the art,

'S0 documand mamber of the sames patent family

Date of the actual rompkition of the intarmational saufch

11 March 2009

Ceate of malliey of the Intemational 22arch rapon

17/03/2009

Mams and malling addrags of the 188/
European Patent Qifice, PR 2218 Patentlaan 2
NL - 2260 HV Rijswijk
Tel. (+31-70) 540-2040,
Fax: (+31-70) 340-3016

Aulhonized ofilcar

Palma, Vera

Form FCTASY210 (2x50nd shoct) (Apsil $008)
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INTERNATIONAL SEARCHING ALITHORITY

PCT
WRITTEN OPINION OF THE
see form PCTASA220
INTERNATIONAL SEARCHING AUTHORITY
(PCT Rule 43bis.1)

Date of mailing

(daysmonthjear) sea form PCTASALIO (sacand shaat)
Applicant's or agent's fils reference FOR FURTHER ACTION
see form PCTASAR220 Ses paragraph 2 belaw
International application Ha, Intlemational filing date (Jay.monthfwar) Priority date (dayimonthfear)
PCTAB2008002331 31.10.2008 21.10.2007

International Patent Classification (IPC) or both national classification and IPC

INV. A61K900 A6 1K31/27

Applicant
JANSSEN PHARMACEUTICA, NV.

1. This opinion contains indications relating to the following items:
M Box No. | Basis of ths opinion
[0 BoxNe. Il Priority
J BoxMo. Il Mon-establishment of opinion with regard to novelty, inventive step and industrial applicability
O Pex Mo iV Lack of unity of invention
[ Bex No. V' Rezsonsd statemant undar Rule 13bis.1({aj(i) with ragard ta novelty, inventive stap or industrial
applicability; sitations and explanations supparting sush statement
O Box Ne. VI Certain documants cited
B Bow N VI Certain defests in ths international application
O BoxNo. VI Cortain ubservations on the internaticnal application
2. FURTHER ACTION
If a demand for International praliminary =»amination is made, this oginion will usually by consider:zd to be a
written opinion of the International Praliminary E-amining Autharity ("IFEA”) axcept that this does not apply whore
the applicant chocses an Autharity other than this one (o be the IPEA and the chossn IPEA has notifed the
Intarnational Bureau under Rule &5, 1biz(b) that written opinians of this Internationzl Searshing Authority
will not be s considarad.
If this apinicn is, as provided abova, sonsiderad tc be a written apinion of tha IPEA, the applicant is invited to
submit io the IPEA a wrilten reply tagether, whers appropriate, with zmendments, before the expiration of 3 months
from the dats of mailing of Form PCTASALZZ0 or befurs the expiration of 22 manths from the priority dats,
whichever e«pires later,
For furthar options, see Form PCTASALZZO.
2. For further detaile, see notas to Form PSTASALZ2Z20,
Hams and mailing addrzss of the 12A: Date ol complslion of Authorized Ofiicer o
—_— this opinion "‘w‘" o,
K (3
Eurspean Patont Office - P.B. £81% Patardiq2g.y ¢, ; 3
_‘@) HIL-2250 HV Rijswill - Fays Bas ,g,?f’Tf,,,;’,L’mo Palma, Vera { _@» }
e Tl 421 70 240 - 2040 T 21 651 spe nl - S K
Fax: +21 70 340 - 2016 Telephone Mo, +31 70 340-212 e

Form POTASALIT (Sover Theet) (April Z00T)
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\ 'RITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY - PCTAB2008/003331

Box No.1 Basis of the opinion

1. With regard to the language, this opinion has been established on the basis of:
B3 the inlernational application in the language in which it was filed

O atranslation of the international application into , which is the language of a translation furnished for the
purposes of international search (Rules 12.3(a) and 23.1 (b)).

2. @ This opinion has baen established taking into account the rectification of an obvious mistake authorized
by or notified to this Authority undsr Rula a (Rule 43bis.1(a))

3. With regard to any nucleotide andior amino acid sequence disclosed in the international application and
necessary to the claimed invention, this opinion has been established on the basis of:

a. type of material:
O asequencs listing
[0 table(s) related to the sequence listing

b. format of material:
O on paper
O in electronic form

¢. time of filingfurnishing:
O contained in the international application as filad.
O filed together with the international application in electronic form,
O furnished subsequently to this Authority for the purposes of search.

4. O In addition, in the case that more than one version or copy of a sequence listing andior table relating thereto
has been filed or furnished, the required statements that the information in the subsequent or additional

copies is identical to that in the application as filed or does not go beyond the application as filed, as
appropriate, were furnished.

5. Additional comments:

Form POTASA/ 257 (April 2007)



\ "RITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCI‘!ING AUTHORITY PCTAB2008/003331

Box No.V Reasoned statement under Rule 43bis.1(a){i) with regard to novelty, inventive step or
industrial applicability; citations and explanations supporting such statement

1. Statement

Novelty (N) P : Yes: Claims 1-7
No: Claims

Inventive step (IS) . Yes: Claims 3
No: Claims 1.24-7

Industrial applicability (1A) Yes. Claims 17
No: Claims

2. Citations and explanations

see separate sheet

Box No. VIl Certain defects in the international application

The following defects in the form or contents of the intzrnational application have been noted:

see separate sheet

Form PSTASA/ 237 (April 2007)



WRITTEN OPINION OF THE . ~_ International application No.
INTERNATIONAL SEARCHING o
AUTHORITY (SEPARATE SHEET) A . PCT/IRZ002/003231

Reltem V
Reasoned statement with regard to novelty, inventive step or industrial applicability;
citations and explanations supporting such statement

1. Claims 6 and 7 relate to subject-matter considered by this Authority to be covered by
the provision of Rule 39.1(iv)/67.1(iv) PCT. The patentability can be dependent upon
the formulation of the claims. The EPO, for example, does not recognise as
patentable claims to the use of a compound in medical treatment, but may allow
claims to a product, in particular substances or compositions for in a first or further
medical treatment. See also point 3.2 below.

Reference is made to the following document:

[

D1 : WO 01/13904 A (ORTHO MCNEIL PHARM INC [US]) 1 March 2001
(2001-03-01)

3.  Clarity (Art. 6 PCT)

w
Y

The terms "about" and "approximately” used in claims 1 and 3 are approzimate terms
and leave the reader in doubt as to the exact meaning of the technical features
qualified by such terms, thereby rendering the definition of the subject-matter of said
claims unclear (Article 6 PCT). These terms should be deleted from claims 1 and 3.

3.2 Although claims 6 and 7 have been drafted as separate independent claims, they
appear to relate effectively to the same subject-matter and to differ from each other
only with regard to the definition of the subject-matter for which protection is sought
and in respect of the terminology used for the features of that subject-matter. The
aforementioned claims therefore lack conciseness and as such do not meet the
requirements of Article 6 PCT.

Form PCT/IIZA/237 (Eeparale Sheet) (Shast 1) (EPC-Apnl 200%)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING

AUTHORITY (SEPARATE SHEET) PCT/IB2008/003331

O IS RN T EPET ST I T

4. Inventive Step (Art. 33(3) PCT)
4.1 Independent Claim 1

The present application does not meet the criteria of Article 33(1) PCT, because the
subject-matter of claim 1 is not inventive in the sense of Article 33(3) PCT. Document
D1 is considered to represent the closest prior art. D1 discloses a pharmaceutical
composition comprising (the references in parentheses applying to this document):
- a combination of tramadol and an anticonvulsant drug such as carisbamate
(RWJ-333369) (page 4, lines 18-28; page 6, lines 3-7), wherein the dose of
carisbamate used is up to 9 mg/ml (page 25, table 4),

- prepared in a suspension of 0.5% hydroxypropyl methylcellulose (5 mg/ml) in
distilled water (page 15, line 30 - page 16, line 14),

said composition being used in the treatment of neurologic or psychiatric disorders
in mammails (page 4, lines 12-16).

The subject-matter of claim 1 is therefore novel (Article 33(2) PCT). Claim 1 of the
present application differs from D1 in that the claimed amount of carisbamate is
higher: 10-30 mg per ml of water, whereas in D1 the dose of carisbamate used is up
to 9 mg/ml. Since these are very approximate values, an effect from the difference
is not expected and the objective technical problem should therefore be regarded as
how to provide an alternative pharmaceutical composition in the form of an aqueous
suspension comprising a higher amount of carisbamate. Starting from D1, it would
be obvious to the skilled person to merely increase the amount of carisbamate in the
formulation and' arrive to the subject-matter of independent claim 1. Hence, the
subject-matter of claim 1 is not inventive in the sense of Article 33(3) PCT.

4.2 Independent Claim 3

Document D1 is considered to represent the most relevant state of the art. The
subject-matter of independent claim 3 differs from D1 in that a first solution is
prepared comprising sodium benzoate, citric acid, sucralose and a flavour in a
percentage of the total water volume, and adding this first solution to a second
solution comprising the carisbamate and hydroxypropyl methylcellulose in the
remaining water. The subject-matter of claim 3 is therefore novel (Article 33(2) PCT).

Form PCTASA/227 (Separate Sheet) (Shoet 2) (EPS-Apnl 2005)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/IB2008/003331

4.3

The effect of the difference is that, by using sodium benzoate the stability of the
composition is increased, and also it is easier to disperse the hydroxypropyl
methylcellulose in the solution (see page 8 of the description).

The problem to be solved by the present invention may be regarded as how to
provide a process to obtain a more stable carisbamate pharmaceutical composition
in the form of an aqueous suspension comprising hydroxypropyl methylcellulose.
The solution to this problem proposed in claim 3 of the present application is
considered as involving an inventive step (Article 33(3) PCT) for the following
reasons: starting from D1, it would not be obvious to the skilled artisan to arrive to the
subject-matter of independent claim 3, since there is no hintin D1 or in any prior art
document which suggests to use sodium benzoate in order to facilitate the dispersion
of hydroxypropyl methyicellulose in a suspension comprising carisbamate.

Dependent Claims 2, 4 and 5

Dependent claims 2, 4 and 5 do not contain any features which, in combination with
the features of any claim to which they refer, meet the requirements of the PCT in
respect of novelty and/or inventive siep (Article 33(2) and (3) PCT).

Re |IQ_ m Vil
Certain defects in the international application

5.

Claim 4 contains obvious mistakes (the number of the claims corresponding to the
pharmaceutical composition and the process are mixed) (Rule 91 PCT).

Form PCTASA/ZET (Saparais Sheet) (Shest 3) (EPZ-April 2008)
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Fossible steps after receipt of the international search report (ISR) and
written opinion of the International Searching Authority (WO-1SA)

RN

1
General
information

Amending claims
under
Art. 19 PCT

Filing a demand
for international
preliminary
axamination

Filing informal
comments

End of the
international
phase

Relevant PCT
Rules and mors
information

INSDCOID: =78 2RH704010CK 1 >

For all international applications filed on 6r after 01/01/2004 the compstent

" |SA will establish an ISR It is accompanied by the WO-ISA. Unlike the

former written opinion of the IPEA (Rule 66.2 PCT), the WO-ISA is not
meant to be responded to, but to be taken into consideration for further
procedural steps. This document. explains about the possibilities.

Within 2 months after the date of mailing of the ISR and the WO-1EA the
applicant may file amended claims under Art. 19 PCT directly with the
International Bureau of WIPQO. The PCT reform of 2004 did not changs
this procedure. For further information please see Rule 46 PCT as well as
form PCT/1SA/220 and the corresponding Notes to form PCT/1SA/220.

In principle, the WO-1SA will be considered as the written opinion of the
IPEA. This should, in many cases, make it unnecessary to file a demand for
international preliminary examination. If the applicant nevertheless wishes
to file a demand this must be done before expiry of 3 months after the
date of mailing of the ISR/ WO-1SA or 22 months after priority
date, whichever expires later (Rule S4bis PCT). Amendments under Art.
34 PCT can bs filed with the IPEA as before, normally at the same time as
filing the demand (Rule 66.1 (b) PCT).

If a demand for international preliminary examination is filed and no
comments/amendments have been received the WO-1SA will be transformed
by the IPEA into an IPRP (International Preliminary Report on Patentability)
which would merely reflect the content of the WO-ISA. The demand can still
be withdrawn (Art. 37 PCT).

After receipt of the ISRYWO-1SA the applicant may file informal comments
on the WO-1SA directly with the International Bureau of WIPO. These
will be communicated to the designatad Offices togsther with the IPRP
(International Preliminary Report on Patentability) at 30 months from the
priority date. Pleass also refer to the next box.

At the end of the international phase the International Bureau of WIPO will
transform the WO-1SA or, if a demand was filed, the written opinion of the
IPEA into the IPRP, which will then be transmitted together with possible
informal comments to the designated Officas. The |PRP replaces the former
IPER (international preliminary examination report).

Rule 43 PCT, Rule 43bis PCT, Fule 44 PCT, Rule 44bis PCT, PCT Newsletter
12/2003, OJ 11/2003, OJ 12/2003
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~ TRATION TRE AT WO 2009/056590
PATENT COOPERATION TREATY P

From. the INTERMNATIONAL BUREAU

PCT

FIRST MOTICE TNFORMIMG THE APPLICAMT OF

THE COMMUNICATION OF THE INTERMATIONAL WARMNER, .James, Alzander -
APPLICATION (YO DESIGNATED OFFICES WHICH E&RTB1§[‘--I?,;;'-?.]';}E¥L-"‘."— LG
00 NOT ACELY THE 30 MONTH TIME LIMIT o= Blsmatury Sebpre
iouligiie pheiintold tteialio Loiwdan, WS1A 2RA |-
UNDER. ARTICLE 22(1)) e, iR 11 JUN 2009
- g g e 2T T
(PCT Rule 47.1(c)) CARPMAELS & (ANSFORD
Date 6f mailing (dayonth/vear) ASTIONED ANz e

04 June 200% (04.05.2009)

Applicant's or ageui's file reference

POS2014WOD:JAW IMPORTANT NOTICE
International applization T, Inwemational filing date (daynendvyzar) Pricrity dav: (daybncmh year)
PCTAR2008/003:331 A 2Cober 2008 (31.10.2008) 31 Qolobar 2007 (31.10.2007)
Applicant

JAHSSEM PHARMACEUTICA, M.V, et al

>

ATTENTION: For any designated Office(2), for which he tirae lirit upder Ariiclz 22(1), a2 in force fram 1 April 2002 (30 months from
the priority daie), does apply. please sez Forn PCT/R/A02(S2c0nd and Supplemeniary Hoticg) (10 be istoed prompily afier the expivation
of 28 mwonths from the privrity date).

Tlotice i3 hereby given thut the (ollowing desigaated Office(s), for which the tme Timi under Anicls 22(1), as in fores from 1 April 2002,
does not apply, has/have requested that the commucication of he inermational applicadon, ac provided for in Ardels 20, be effected wnder
Rule 93bir 1. The Intemaiional Purcan hae effzoed thai conmuaization on ihe date lodicated belaw:

07 May 2009 (07.05.2009)

None

[

In eecordance with Pule 47.1(c-bi)(0), those Oifices will acezpi ihe presant noiice ns concluzive rvidense that ths communication of the
international applization has duly taken plase aa iz daic of mailing indicasd above and ne copy of the laternational application i3 requiced
o iz furnished by the applicant io the Jesiguaizd Offica(s).

The following desigaaied Dificss, for which ths time limi nnder Ariicle 22(1), as iv forse fion 1 Apnl 2002, does not apply, have uoi
requected, os at the time of mailing of (2 presam aciice, that 1he commmmication af die interational applization be eifexed under Tule
93bis.1 :

LU, TZ, UG
In aceordance with Rule 47.1(c-bin)(ii), woce Oivices aceepe he precent noiice a2 coachisive evidence et ihe Coniracting Seale for which
that Office acts as a degigoatzd Oifice doss not requise the furnishing, woder Ardels 22, by ihe applizaie of a copy of the international
application.

TIME LIMITS for entry into the national phase

Far th: decigaaizd Office(e) licted above, and onlses a demand for internations] preliminary cramdnation har been filed before the
crpiraiion of 19 months fror e priodity dae (cee Ariicle 39(1), the applicable iime limit for cutering the nalional phace will, subject to
what is said in the followinz paragraph, be 20 MONTHS from the priority date.

In practice, time limits other than ihe 20-month time limit will condnue w apply, ior varions periods of tmd, i respect of coriin of the
designatzd Oiilces licizd abovs. For regular apdates on the applicable time Tindts (20 or 21 monthe, or oler Giie livaiv), Officz by
Office, reler to the PCT Guzez, the PIT Nawsletier and the POT Applicond's Guidz, Volume T 1istional Chapiere, all available from
WIPO' & Internet site, ai http:/fwww.wipo.ini/pet/en/index. himl.

It is the applicant's sole responsibility (© mwonitor all these tirae limis,

. ) \ " ~r T~ orized officer
The Latzroaiional Purzau of WIPO Authori ff

34, chemin des Colombeties cile Ch |
1211 Geneva 20, Switzerland Ceci € ate

Faccimile Mo, 141 223322270 e-mail: «oab@wipo.int

Form PCT/IB/305(First Notice) (January 2004)
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PATENT COOPERATION TREATY WO 2009/056980

PCT/IB2005/003:331

From the INTERNATIONAL BUREATS s ¥ \/‘JO

PCT

SECOHD AND SUPFLEMENTARY NOTICE

INFORMING THE APPLICANT OF THE WARNER, James, Alaxander
COMMIUNICATION COF THE INTERMATIONAL Campmasls & Ranshard
APPLICATION (TO DESTGNATED OFFICES 42-38 Eloemabuty Square
WIHICH AFFLY THE 20 MONTH TIME Lanadan, WCTA 2RA
LIMIT UNDER ARTICLE 22(1)) ROYALIME-UNI

(PCT Rule 47.1(c))

Date of mailing (daydnonily’year)

04 March 2010 (04.03.2010) AL AL

Applizant's or agent's file refercnce
PO52014WO:JAW IMPORTANT NOTICE

Intemational application 21, Inierpaijoaal filing daie (daymonth year) Priority Jdaie (dapdnoniliyear)
PCT/IB2008/00:3:331 a1 October 2008 (31.10.2008) 31 Qclober 2007 (31.10.2007)

Applicant

JANSSEN FHARMACEUTICA, V. et al

1. ATTENTION: Tor any Jesigoatad Officn(s), for which ihe tires Bt suder Article 22(1), as in force floim 1 April 2002 (30 mwnihs from
the: priority date), dees not apydy, pleace see Form FCT/IR/Z02(Firs Motics) izsued previonsly.

2. Hoiice ic herzby given diat ihe following designaied Oificz(s), ior which iz dme Bt under Article 22(1), az ia foree om 1 April 2002,
| does apply, hasfhave requested thai the coiomunicaiion of ihe Iniemadional application, u5 provided for in Ariicle 20, be cifect2d noader
| Paule 92bis.1. The Intermaticial Burcau has offectzd that commuonication ou the Jate indicated below:
| 07 May 2009 (07.05.2009)

AL, AZ BY, GH, GO, 02, ER, HU, FOG, KR, KR, MD, M, MY, MZ, A, 115, PG, RU, SY, TM, US
In accordance with Rule 47.1(2-bis)(), thosz Ofiices will accepi ibe present police as conclugive cvidence that the camrumication of the
intermaiional application has duly b place on the daie of mailing ladicaied shove and no copy of the inicroational application is required
1o be furnished by die applicant to the Jesignaied Office(s).

3. The following desiguated Officce, for which (he tdime lbnit wnder Articlz 22(1), 23 i force from 1 April 2002, docs apply, have not
requested, 3¢ o the e of mailing of e precznl natics, that the cormunication of he inteniational application he effected under Pule
93bis.1 :

AE, A, AL, AM, A, AF, AT, BA, BB, BG, BH, BR, BW, BZ, A, CH, SR, CL, CZ, DE, DI, DM, 0O, EA, EZ, EE, EG,
ES, FI, GE, 30, 3E, &M, GM, ST, HH, HR, 1D, IL, 1IN, 12, JF, EE, FM, FM, 12, LA, L2, LI LR, LS, LT, LY, MA, ME,
MS, MM, MW, M I MO, B2, OA) OM, FH, FL, FT, RO, RS, S, 80, SE, 3G, 3K, 3L, SM, ST, SV, TJ, TN, TR, TT,
UA, UZ, VG, UM, ZA, 2N, 2W
L accordanc: with Rule 47.1(e-biz)(ii), those Offices acsepi the pregeni uotice a3 conslusive evidence that the Contractiay Staic for which
that Office ace a2 a designated Office docs oot require the furuiching, under Ariicle 22, by e applicaat of a copy of e intoroztional
application.

4. TIME LIMITS for entry into the national phase
For the desiguated or clecied Oilice(s) listad above, the applicable lime limil for saiering the nadenal pliase will, subject i what is said in
the [sllowing paragraph, be 30 MONTHS fiom e prioriiy date.

In practice, ime limils othier than the 30-month time limit vill contiine (o apply, for various periods of tme, b respect of cortain of the
dazignated or elected Office(s) Noied above. For regular updates on the applicable tine livits (30 or 31 moodis, or other thne lmit),
Office by Oilice, rafer o the PCT Fozeirz, e POT Newsbaicr awd ile PCT Applicany’: Guidz, Volwme T1, Tational Chapiers, all available
fooin WIPQ'; Intemet siie, al hitp/ivvaw eripo.ini/pet/en/inde s himl.
1t ic the applicant's sole responsibility 1o monitor all these time limita,
The International Burean of WIPO Authorized officer
34, chemin des Colombetics Cecile Chatel
1211 Geneva 20, Switzerland
Tacgimile No. 41 22 223 5270 e-mail: ro.ih@wipo.int

S

Form PCTAR/308(Seaond and Supplemeaiary Notice) (Janvary 2004)
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PATENT COOPERATION TREATY PCT/IB2002/003331

From the INTERMNATIONAL BUREAU

PCT

NOTIFICATION CONCERMTIG WARNER, James, Alexander
SUEMISSICONT OF. TRAMNSMITTAL Carpmaels & Ransford
OF FEIORITY DOCUMENT 43-48 BEloonm ,pﬁf&?‘@gy‘a;‘e‘
London, Wolta gRA T
o , . . ROYAUME;]UN' E fian ge
(PCT Administrative Insituctions, Section 411) (;/f.r,'y Ty cdé‘g ; /
Uy -
Datz of mailing (havimonthiys ar) 'qc?"/(";f\‘:}‘zélﬁié.:""? . *»‘."""’.«'/
09 March 2000 (0.03.200%) o W""-’S‘/-’c);;;\
Applicont’s wr agznt's file reference ! TANT NOTIFICATION
PO52014WO.JAW IMPORTANT NOTIFICATI
Imtematicine! applicaticn Mo, Iniernational filing date (daymcnthivear)
PCT/IB2008/003331 31 Oactober 2008 (21.10.2008)
International publicaticn 3ate (@aymonifiyear) Pricnity date (dapmonthiyear)
Not yet published 31 October 2007 (51.10.2007)
Applicant
JANSSEN PHARMACEUTICA, M.V, et al

1. By means of this Form  which replsces sy proviously izsued noiiealion comeerning subiizsion or trananitial of poorily
docmments, the applicani i Lershy aclified of the daiz of receipt by the International Burean of he priority document(z) relating to
all earlicr application(z) wheos prisaty is slaimed. Unless sihervice indicaied by the letters “NTY, in the tight-land colman o by an
asterick: appearing et (o 9 date of receipi, the prioniy docnmsni concernsd was subimitied or racimitied i the Inicrnadonal Bureau
in eompliance with Rule 17.1(s) or (b).

(f applicable) The letters “NR" appscaring in the right-hand colum dencie a priority documeny which, suthe daie of yniling .ol
this Form, bad not yet been received by the Tniernaiional Burean wider ula 17.1¢a) or (). Where, ander Fule 17.1(a), the
priotiiy document must be subimitied by ihe applicani i the recetving Oldes or the Internatiznal Bureaw, bui the applicani £l to
cubmit the priority document within e applicable e linii under thai Tule, the atwention of (he applicany is directed 1o Rule
17.1(c) which providez that ne designaied Office may dizregsrd the pricrity clain concemed belore giving the applicani an
orportonity, upon entry inle the national phace, o fmich ihe pricrity dooanent withia o tme limit which iz reasonable wader the
circumstances.

3o}

3. (If applicable)An asterisk (%) appearing nexi io s daie of receipy, in e righi-hand colomn, dencles o priority document submitted
or transmitéed to the Intcrnational Burean but not in compliance with Rule 17.1¢0) ar (b) (the pricrity decument was recaived
efter ihe time limil preseribad in Pule 17.1() or ihe cequest o prepare ond tranzmit fle prionity docurasnl wai subynitied o the
receiving Oice aber the applicable dme limit under Fule 17.1(6)). Even though the priority documeni was not fumishad in
compliancs with Pule 17.3(a) or (b), the Inbzmational Forean will neverthelec: transmdi 2 copy of the document o the daciguaied
Offices, for their consideration. In case such u copy i nod accepied by ihe desipnaied Office as the priogcy documeni, Fule 17.1(2)
provides that no designated Offics may Jisregard the pricrity claim concemed hefore giving the applicent an apporinaity, wpon eilry

int: the natioas! phace, to furnich the prionty desament within a tme limit which 12 reazenablo under e ciemmetances.
RD' . l:in.: j'}t" "‘;n T 0,
21 Cotober 2007 (31.10.2007) S0/a8d,1-44 (RE3 G4 March 2009 (04.03,2009)
The Iniernaticnal Purcan of WIPG Altihorized oificer
34, chemin des Colombettes .
- e ; Cecile Chatel

1211 Geneva 20, Switrerland
c-mail ROIB@WIFQ.INT
Facsimilz 1o, +41 22 338 22 70 Telephone o, +41 22 338 92 22 (.I(r
Form FCTAR/304 (Ooicber 20035) V7D TG Q0




PATENT COOPERATION TREATY

From the INTERNATIONAL SEARCHING AUTHORITY - PCT
To:

i o NOTIFICATION OF TRANSMITTAL OF-
CAPFMABLE & FANZFOED THE INTERNATIONAL SEARCH REPORT AND
AtEr. Warnse, Jamss Alexiander THE WRITTEN OPINION OF THE INTERNATIQONAL
A2-15 Blosmebury Square SEARCHING AUTHORITY, OR THE DECLARATION

Londoin WC1s 2FA

GRADE ETETAR &/\p' /y
N
(PCT Rule 44.1)

Date of mailing
(day/mentivysar) 17 /. 03 / 2009
Applicant's or agent’s file refersnce
POS20L14WD : JBI FOR FURTHER ACTION See paragraphs 1 and 4 balow
International application Mo. Internatlona! filing date
POT, TEZ008, 003321 (vay/meniniear) 33 /10/2008
Applicant

JANESEN PHARMATEUTICA, H.V.

1. E:] The applicant 15 heraby notifizd that the international search repart and the writtsn oplnlon of the Intarnaticnal Swarching
Autharity have baen estaldichad and are transrmilited herswith,

Filing of amendments and statement under Article 19:
Tha applicant Is. antitled, If he 5o wishas, to amand the claims of the International Applization (32& Rul 4c):
When? The time limi for flling such amendments s narmally tvio months from the date of transmittal of the
Intarational Search Report.

Whore? Direclly fo the Intarnztional Bureau of WIRO, 34 chemin des Cclmbettas
1211 Gengva 20, Switzsrand, Fawimile MNe.: (41-22) 339.82.70

For more detalled instructions, se6 the notes on the accompanying sheet.

| 2. D The applicant Is karaby notified that no intamational search report will be established and that the daclaration under
Articlz 17(2)(a) to that effsct and the writtsn opinfon of the International Searching Autherity ars transmitied herewlth.

3. D With regard to tho protest against payment of (an) additonsl feas) under Rule 4.2, the applicant is notifisd that;

D tha prota:t togethor with the declsion thareon has bzen transmitted to the International Bureaw tagethar with the
applicant’s request 1 forward ths taxts of bioth tha protzst and the desision theraon to the designatsd Ofices.

D no decizlon hag been made vel on tha protest; tha applicant will be natitied as scon as & desisin s mada.

4. Reminders

Shartly aftzr the axpiraton of 18 months fram the pricrity data, tha Intemational application will b publiched by the
Intzrnational Buraau. If the applicant wishes 1o avald or postpone publication, a notice of withdrawead of the Intarnational
applicatian, or of the prcrity claim, must rzach ths Intarnational Bursau as providad In Rulde 90005, and 20b43.3, razpactvaly,
befae the completien of the tschnical praparations far international publication.

Ths applicant may submit comments on an informal bazls on the writtan spinien of the Intsrnational Searching Authorily tc the
Intemational Buresu. The Intsrnaiional Bursan will sand & capy of such coniments to all dastgnatad Offices unlezs an
intzrnational preliminary examination report has basn or I3 b5 be s2tablizhed. These comments would alss ba made avallabls to
the pullc but not bafors thes ecplration of 30 months fram the pricrty dats,

Within 19 months from thé pricrily date, but only In respect of zoms designated Ctilces, a dzmand for intsmational preliminary
gxamination must be fited If the applicant wishes ts pozipons the entry into tha national phase until 30 months fiam the pricrity
date (In some Offises evizn later); otherwiss, the applicznt must, within 20 months from ths pricilty date, periorm the prescribed
&cts for entry Into the national phase bafors those designated Offices.

In rezpEct of other daslgnated Offices, the time limit of 30 months (or latsr) will apply even if no demand I3 fled within 19
months,

Sees the: Annaw 15 Form POTAZ/201 and, for dstalls about the applizabls s imits, Office by Office, sa the POT Applizant’s
Guida, Voslumies I}, Mational Chapters and the WIPO Intsimsi site.

Mame and maling address of the Internatlanal Saarching Authorlty | Autherized officer

TN Europsan Fatent Offics, P.B. 5218 Fatentlaan 2 .

HL-2260 HV Fiijswijh Alunidena Montalvillo
} Q Tol, (+31-710) 340-2040, Tx. 31 651 epo nl,

e Fax: (+31-70) 340-3016

Form POTASA 220 (October 20085) (8ae noles an accompanying sheat)



NOTES TO FORM PCT/ISA/220

Thesa Notes are intended to give the basis instructions cancerning the flling of amendments under article 13, The. «
Matzs arg based an the raquirements of the Patent Cooperation Traaty, the Regulations and the Administrativs Instructions
undar that Troaty. In cass of discrepancy tatwsen thess Notes and thoss requirsmants, the lattar are applicabl. For morg
detalled Infarmation, 266 al2o the PCT Applicant's Guids, a publication of WIPQ,

In thaza Motas, “Article”; *Rule”, and *Saction® rafer 16 the provisiang of tha POT, the POT Regulations and the PCT
Adminlstrative Instructlons, respectivaly.

INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19

The applicant has, attar having racelvad the Intemational 3zarsh raporl and tha writtan opinlean of the International
Searching Autherity, ona opportunity to amsnd the clalms of the Internatisnal application. It should however be emphalzed
that, since all pants of the intarnational application {claims,des2ription and drawings) may be amended during tha
international prefiminary examinatian procedure, thera |35 ususlly no need to file amandmeants of the claims under Arlicls 19
eveept where, 8., tha applicant wants tha latter to b2 publizhed for ne purposes of provisicnal proteation or hag another
raascn for amending the ¢laims before Iremational publication. Furharmars, it should be emphasized that provislonal
protection Is availabla In sone Statss anly (see FCT Appdicant’s Gulde, Voiuma VA, Annexss B and B2),

The atiention of the applicant i3 drawn to the fact that amendmants to the claims under Article 19 are not allowsd where
tha intarnational Searching Authority has declared, under Article 17(2), that nd Intarnaticnal search report would ba
established (s8¢ PCT Applicant’s Guide, Volume /A, paragraph 296).

What parts of the International application may be amended?

Undlar Article 13, only the claims may be amended,

During the Intzrnatlcnal phass, the claims may also be amended (o further amanded) undar Arlicls 31 before the
international Praliminary Examining Authority. The e acription and drawings may only be amendid under

Articie 34 tefors tha Intarnational Exaniining Authority.

Upcn entry into the national phase, all parts oi s International application may be amended under Articls 28 or,
where anplicable, Arliclz 41,

When? Within 2 months from the date of tranamitial of the intemeticonal scarch report or 1€ monthe from the priority date,
whichever time limit expirss later, 1t should Le noted, however, that the amendments will be aonsidersd as having
been recelved on time If ihey ara recelved by the Intamational Bursau aftsr the explradsn of ths applicabla tima
iimit but befors the completian of the schnical preparations ior ntematisnal publization (Rule 46.1).

Where not to file the amendments?

The amendmants may only be filsd with the Internaticnal Buraau and net with the recaiving Offize or the
International Searching Authority (Rule 4€.2).

Whede a demand for International preliminary e-aminaton has basnas filed, 35 below.

How? Elther by sancelling one or more entire claims, by adding ong 6r mara naw claims or by amending the kvt of ona
of mare of the claims as filsd.

A replanament shast must b subsmitted for sach sheet of the claims which, on acgount of an amendment or
amendments, diffzrs from the shaet originally filed.

All the claims appearing on a réplacement shest must ba numberad In Arable numearals, Where a claim is
cancalled, v renumbaring of the ather claima I3 raquired. In all cases where dlalng are renumibersd, they must be
renumbersd consecutively (Szction 205(b)).

The amondments must be made in the language In which the International application Is to be published.

What documents must/may accompany the amendments?
Letter (Section 205(b)):
Tha amandments must bz submitted with a letter,

Tha letter will not be published with the intzrnaticnal appllcaiisn and the amended claims. It shauld not b
confuzsd with the "Statomant under Articls 19(1)" (22e below, undar "Staderment under Article 19(1)").

The letter must be in Englich or French, at the choice of the applicant. However, If the language of the
international application is English, the letter must be in English; if the language of the international application
is French, the lotter must be in French.

Notes to Form PCTASA/2ZG (first sheet) (Deioher 2005)




NOTES TO FORM PCT/ISA/220 (continued)

The lettar must indicate the diffarannes betwesn the claims a3 filed and the clalms as amandad. It must, In
particular, indicats, In cennaction with cach clalm appaaring In the intsmational application (It belng undiaratocd
- that identlczl indicatians concerningsevaral claims may be grouped) whathar

() the daim is unchangead;

(i) the claim Is cancelled;

(i} the claim is new;

(iv) the clalm replacss one or mora claims as fllad;

(v) tha claim Is the result of the division of a claim as flled.

The following examples illustrate the manner In which amendments must be explained In the
accompanying letter:

1. [Where otiginally tharg were 48 clalms and aftar amendmant of some clalms there are £1]:
*laims 1 to 29, 31, 22, 34, 35, 37 10 48 roplacad by amended dlaims braring tha same numbers;
clalma 20, 33 and 36 unchangad; new claims 439 to 51 addad.”

2. [Where originally tharg were 15 clalms and after amendment of all clalma thare are 111
"Claims 1 to 15 replacsd by amendad dlaims 1 to 11.

[Wherg originally there wars 14 claims and the amendmants consist In cancelling soms clalms and in adding
new claims]:

"Claims 1 to 6 and 14 unchangad; claim3 7 1 13 cancelled; new dalms 15, 16 and 17 addzd.” or

“Clalms 7 1o 12 cancelled; new claims 15, 1€ and 17 addad; all other clalms unchanged.”

4, [Whers various kinds of amendments are made):

*Claims 1-10 unchangad; claims 11 16 18, 18 and 19 cancalled; claims 14, 15 and 1€ replaced by amasnded
clain 14; claim 17 subdivided into amended claims 15, 16 and 17; new claims 20 and 21 added.”

[0

“Statement under article 19(1)" (Rule 46.4)

The amendmants may be accompanied by a statement explalning the amandments and Indicating any Impact
that such amendmeants might have on the desariplion and the drawings (which cannol ba amanded under Artichs 19(1)).

The statemant will be published with the intarnaticnal application and tha amendead claims.
It must bo In the language in which the international application is to be published.
It rmst be brief, not xceeding 500 words if in Englich or if tranglatad into English.

It shoukd not be confused with and dogs net isplace the letier Indicating the differences between the claims as filed
and as amended. It must be fllad on & sspacate aheat and must be Idantifled as such by a heading, proferably by
using the words "Statement under Arlicls 19(1)."

it may not contain any disparaging comments on the internationsl ssarch report or tha ralevance of citations
contained in that report. Rafarancs 15 clitationg, relavant to a given claim, contalned in tha intarnational saarch
report may be made only in connacticn with an amendment of that claim.,

Consoquence if a demand for intornational preliminary examination has already been filed

If, &t the time of filing any ankendmeants and any acsompanying siatemani, undar Articles 19, a demand for
Intsrmational preliminary examination has already baan sutmitied, the applicant must preferatly, at the time of
filing the amendments (and any statemant ) wiik the miernativnal Buraan, also file with the intarnational
Preliminary Examining Authatity a sopy of such amendments (and of any statement) and, wher réquired, a
tranglation of such amendmants for the procadurs before that Auiharity (368 Rules 55.3(a) and ¢2.2, first
zantence). For further information, 332 thas Notes to tha damand fori (PCTAPEAMOT).

It & demand fr intsrnational predminary examinatlon is made, tha writtan apinksn of the International Searching
Autharity witl, sxcept In certain cases whare tha Internationg Preliminary Examining Authoiily did not act as
Intarnational Searching Authority and whans it has notiflad the International Bursau undar Rulz 66.1065(k), be
conshiarad o ke a weitten apinion of e Intermational Preliminary Examining Authority. If 2 demand I3 mads, the
applicant may submit to the Intsmational Praliminary Examining Authority a reply to the wrilten opinion togsthsr,
whera approprisde, with amendmients before the explration of 2 monthe from the dats of mailing of Farm
PETASA/ZZO or befle the expiration of 22 nonths fromn the prionly date, whichever expires latar (Ruld 4304s.1(c)).

Consoquence with regard to translation of the international application for entry into the national phase

The applicant’s attention is drawn 1o the fact that, upon entry into the national phase, a translation of the clalms as
amendead undzr Aricls 19 may have to be furnished 0 the dasignated/electad Offices, Indtaad of, of In addition to,
tha tranglation of the claims as filsd.

For further dstails on the requiremisnts of each designated/electsd Ofiice, ses the POT dApplicant's Guida,
Volume If.

Wotes 16 Form PCTASA/ZE) (saccnd chest) (Gotobar 2005)
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Industria y Comercio ’II,II"IL"!“IIII"I I"""II"!(!"

: _ e 0. 10-055401- -00000-
SUPERINTENDENCIA Fecna: 2010-05-10 15: 0-00

N -0 44:42  Dep. 2020
Ira. 11 PATENTEYY) Vo, 378 AL HASEVASCR
Act 411 PRESENT Gy =V8:.378 FASLNACIONALI

PATENTE DE INVENCION [ ] MODELD Lo - .. Folios: 51 )

—t

Indicacidn que se solicita una patente.

z

Datos de identificacidn del zalicitants o de la persona qua presenta la solicitud
Descripcion de la invencién
Dibujos de sor estos perinantes

Comprobants de pago de las tazas establecidas (De zer &l cazo formato ds dezcuanta)

Campleta D Incompleta D

EEREN

PATENTE DE INVENCION PCT l:] MODELOQ DE UTILIDAD PCT D Art.23 Decision 486/00, Circular Unica

Indicacidn que se salicita una PCT .

Copia d la solicitud en ezpafivl, tal corma fus presentada inicialments (capitulo descriptive,
reivindicatorio, resumen)

Dibujos de ser astas pertinentes ¢-

HjEpERE

Comprobante ds pago de las tasas establecidas (de ser el cazo formato de descuento)

Comipleta I Incompleta D o

DISENOD INDUSTRIAL D (Art. 119 Decision 486/00)
I:I Indicacidn qua se salicita Disefio industrial
El Datos de identificacian del zolicitantz o de 3 perzona que presenta la solicilud
Representacian grafica y fotogrifica del Dizefio industrial o muestra dal material qus incorpora 2l
D disefio :
[:) Comprobante de pago de las tazas establecidas
Completa D | Incompleta f___]

ESQUEMA DE TRAZADO [ | (Art. 92 Decisisn 436/00)

Indicacidon que & solicita un esquema de trazado
Datoz de identificaciin del golicitants o de |3 persona que prezenta la solicitud

Representacidin gréfica de un esquema de trazado

Comprobante de pags de las tasaz establecidas

HREREN

Campleta D Incomplata D

PI.FNA (200A.11.18)
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"?/!\ Industna y Comercno
kkkkk CUPERIHNTENDEM C1 A
Bogota D.C,
2020

Daoctor(a)

PODRIGLIEZ D° ALEMAR DILIA MARIA
Apoderadn(a) y/o Pepresentantz de
JANSSE!N PHARPMACEUTICATLY.

FEFERENCIA Padicacian Heo. 10 055401
Salicitud internacional PCT/IBZ002/003331
Fecha inicio fase nacional  31/08/2010
Tréarmite 11
Evento 378
Actuacion 430
Oficio Nao. u“ 0 7 :f_ L- ,é

Como resultado del examen de forma, realizads con fundaments en @l articlo 38 de la Decisidn 486 de la
Comizidn de la < umumdad Andina, articuly 27 del Tratado de Cooparaciion en Materia de Patentzs (PCT), regla
51 bis dal Reglamenta y Circular Unica de la Superintendencia dz Induairia y Comercia, 32 l& comunica que:

1. La solicitud no contiens la sopia del documents &n que consta la cesiin del derecho a la patente del inventor al
sodicitant: @ a zu causants, conforme a 1o estaklecido por @l arizule 28 literal F) de la Decizidén 486 de la
Comizidn de la Comunidad Andina. Cuando se trale Jde documentos otorgados en sl extranjers, sslo: deleran
legalizarse de conformidad con o dispuests por 1oz articulzz 289 y 260 del Cédign de Procedimiento Civil,
Cuando e lrate de las declaraciones a que hace referencia la Regla 3.17 i) del Tratads de Cooperacidn en
Materia de Patentes PCT., @l alcance de laz tales declaraciones ze determinard segin indiquen daraments una
cesidn de r!@recl'n-'* del inventor al sclizitante o su causante, de conformidad con 1o dispuests en sl numeral
£.2015 del Capltuls Quinta, Titula = de la Sircular Unica de SU| arintendeandcia de Induztria y Comerdio.

En cumplimientd de le dispuesta por 2l aticuln 39 de la Decizidn 486, se e requiere para que dentrd del terming
de doz meses siguientzs a la fecha de notificaciin del presente oficio, complete los reguizitees anteriormenta
enunciados. En caso de no dar cumplimiento al presents requerimienta, la zalicitud e considerard abandonada y
perdera su prelacidn.

Hodifiquess el presents oficio conforme a lo dispussty en &l numeral 5.2, literal &), dal capituls quints del titulo
primerd de la Ciecular Unica He Hijde 2001,

AL CARMENCA CEZFEDES DE VERGEL

;
Directora de Myzvas Creacionss (¢ . 0’4 T
() (™~ 2 ,I\l/”' 4070
El anteri::}[/rvs.qu.lerin1ie|1t«:- fue naotificads por fijasién en lista de fecha
adpali
Al contzstar favor indiqus 3l norgro d: Szd2 Cznlro. Carrera 13 Ho, 27-00 Pizos 2, 5, 7 y 10 PEM: 5670000
radicocion quz 8 cncucnirs & continuacion Sede CAN: Av. Cra 50 Ho. 26-55 int. 2 T:1: 5800070

Call Centzr 6513240. Linca 01300-910165
Web: vany sic.aov.co e-mail: info@sic.aov.co



