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Expediente No. 06-096.376

Solicitud de Patente de Invencién titulada: “COMPOSICIONES FARMACEUTICAS
SECADAS POR ATOMIZACION"

Solicitante: SMITHKLINE BEECHAM CORPORATION

RESPUESTA AL OFICIO N°. 13882 NOTIFICADO
POR FIJACION EN LISTA No. 425 DE FECHA 1 DE DICIEMBRE DE 2006,

(EXAMEN DE FORMA)

J. JAN RAISBECK, mayor de edad y vecino de Bogotd, identificado tal como aparece al pie de
mi firma, en mi cardcter de apoderado de la sociedad solicitante, me permito manifestar lo
siguiente ante el auto emanado de ese Despacho, dentro del plazo legal previsto en el articulo 39
de la Decisi6n 486, en los siguientes términos:

1. En respuesta a la primera observacién del Examinador, me permito aclarar al Despacho
que la presente solicitud entra en Fase Nacional Capitulo I y no Capitulo I como inicialmente se
present6. Para tal efecto, adjunto copia del Reporte Preliminar Internacional de Patentabilidad, el

cual, valgsa aclarar, no contiene anexos.

2. En respuesta a la segunda observacién del Examinador, me permito eportar, junto al
presente memorial, el documento de cesién debidamente legalizado, junto con su correspondiente
traduccién, segiin lo previsto en el Art. 26- k de la Decisién 486.

Atentamente,

Ao Gk

J. IAN RAISBECK
C. C.N*° 79.376.996 de Bogotd
T.P. 135.799 CSJ

Anexo: Reporte Preliminar Internacional de Patentabilidad
Documento de Cesién

~ Waorld Trade Cenler - Torre A, Calie 100 No. 8A — 37, Piso 10, Bogotd D.C., Colombin
Tel + 57 1 601-7700, Fax + 57 1 601-7799. officef@iolarternisbeck.com, www.olarcmisbeck,com



PATENT COOPERATION TREATY

PCT

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY

(Chapier 1 of the Paient Cooperation Trealy)
(BCT Rule 445is5)

Applicant's or agent's file reference
PBE0811

FOR FURTHER ACTION Seo itzm 4 below

International spplication No.
PCTAJS2005/010350

International filing dato {dawinanthyear) Priority dete (day/monsiyear)

28 March 2005 (28.03.200%) 30 March 2004 (30.03.2004)

Intemational Patent Clusificution {(8ih edition unless older edition indicxied)
See relevant informatian In Form PCTASA/237

Applicant
SMITHKLINE BEECHAM CORPORATION

1. This iniermational preliminary roport on patentability (Chapter I) s lssoed by the Internatiapal Borean on behalf of the
Imtemations]l Sexrching Authority under Rule 44 bir. 1{s).

2 This REPORT conxiss of a total of 5 sheets, incloding this cover shest.

In the atiached shests, any reference 1o the written opinion of the Intemational Searching Authority should be read ag a refarence
o the international preliminary report on patentability (Chapter I) instead.

dato (Rule 44bir 2).

3. This repart comains indicaiions relating 1o the following item:

Buals of the roport
Pricrity

Nun-cstahlighment of apinian with regand Lo novelly, inveniive step and industrial
applicability

I.ack of wnity of imrvention

Ressoned statement under Articls 15(2) with regand to novelty, inventive step or indogtrial
applicability; citations and explenations supposting such atement

Certnin documents clted
Certain defects in the intormetional sppliestion
Cgrusin observations on the Inarnational application

4. The Intermaticnal Buresn wil] communicats this report to designatad Offices in accordance with Rules 44bir.3(c) and 93bis.1 bot
not, axcept whers the spplicant makes an exprass request onder Article 23(2), bafo the expiration of 30 months from the priocity

Date of isuanca of this report
04 October 2006 (04.10.2006)

Facemils No. +41 21338 8210

The Imamationa] Boreas of WIPO Authorieed officer
34, chemin des Colombettas .
1211 Geneva 20, Switaeriand Philippe Becamel

e-muail: pt12@wipoint

Form PCT/IB/373 (January 2004)




4 From the

PATENT COOPERATION TREATY

To

INTE:FINATIONAL SEARCHING AUTHORITY (/@ P CT

; WRITTEN OPINION OF THE
see form PCTABAZ20 INTERNATIONAL SEARCHING AUTHORITY
(PCT Rule 43bis.1)
Dt of maling
{daywmanihisar) seeform PCTABAR10 {second shwal)
Applicants or sgent’s fis retersnos FOR FURTHER ACTION
so6 form PCTASAL220 Bes paragmph 2 below
intamational appiication No. intemtional fling dals (dayinonthyes) Pricrty date (dmmonihjesr)
PCTA)S2005010350 28.03.2005 30.03.2004

\rinmational Paient Classification (IPC) or beth raliorsl classliication and IPC
ABIKING, ABIKI1H7

Applicant
SMITHKLINE BEECHAM CORPORATION

This opinion containg indications relating to the following kema:

@ BoxNo.|  Basis of the opinion

O BoxNo.ll  Priority

O BoxNo.lll  Non-sstablishmant of opinion with regard 1o novelty, inventive step and Industrial applicablity
O BoxNo.IV  Lack of unity of invention

B Box No.V Hnmnldlhhmnturd.rﬂuhﬁw.immﬂlhmuﬂhm Inventive step or iIndusirial
applicahifty; citations and explanations supporting such sizteme

O BaxNo.V1 Certaln documents clisd

O Box No. Vil Coerimin dafects in the Inlemational application

B Bax No. Vil Ceririn obsarveiions on the International appfication
FUATHER ACTION

¥ a demand for intsmnational preliminary examination ls mada, this opinion will usually be consldered fo be a
wdﬂnnoﬂnhnafﬁnlnhnnﬂnnllﬁn:lhw&lmm ("IPEA’ Hmvorihhdounullwlywhm
the appicant chooses an Authority other than this one to be the IPEA and tha chosen PEA has notfied the
Inhﬂulbnll Bureau under Rule 85.1bis(b) that written opiriors of this Intsmational Ssarching Authority

will not be 8o considered.

if this opinlon s, as provided above, wbhlmmbndh IPEA,ﬂl.IﬁhIﬁII Invited to
submk fo the IPEA a written reply together, where appropriate, of three
mnﬂ-l‘unhduufmallngnfﬁmnFﬂﬂMmehoﬂubndﬂmnﬁuhmﬁopMdm
whichever explras lxigr.

For further options, see Form PCTASALZ2D,

For further detalls, see notes to Farm PCTASAZ220,

Name and maiing address of the 1BA: Authorized Officer /_l
Europssn Palent Office - P.B. 5318 Patentisan :
‘ NL-2280 HV Risw1k - Pays Ban ® 2 Maritin, E @\
Tel. 431 70 840 - 2040 Tx: 31 881 aponl }
Feox: +31 70 340 - 3016 Talaphons No. +31 70 340-2882 -

Form (PCTASAZ37) (Cover Shea) (Jamumry 2004)




WRITTEN OPINION OF THE intemational application No. A
INTERNATIONAL SEARCHING AUTHORITY PCTAJS2005010350 b

Box Mo.! Basals of the opinlon

1. With regard to the language, thia opinion hasboanutabhhedonﬂnbuhofﬂlemmaﬂmalapphatbnh
the language In which It was filed, uniess atherwiga indloated under this Rem.

O Thie opinion husbmembllshadonmebnhofammmmmwmal language into the fallowing
language , which hmwlo.lageofahnaldhnmmhhsdformamlpomurmmaﬂnnulmuh
{undler Fules 12.3 and 23.1(b)).

2 wnnmgmmnymm-nwrmlmuﬁmumedhmmmmmmmm
nmmmmedamdmm.mboplnbnhnmmmmmhd:

a. type of material:

O assquence listing
01 tabla(s) relatad to the saquence listing
b. format of material:
O inwritten format
O Incomputer readable form
c. time of fMingfumishing:
O oontalned in the intemnational application as fied.
a ﬁbdtogalherwlﬂiﬂlshhnﬂlbnllappblﬂnnheompmarrudnhlobrm.
a mmhhld-mmmﬂlhmﬂmﬂyhrmlmmdm.

3.0 Inadcllbn.Inthomﬂutmmmmmbnormwdnummhﬂmarﬂbrmwmm
humnMoerbhed.ﬁemmhadeﬁ&ﬁambrmsﬂmhﬂmMoMm
MM&%&PWHHMNM“QWMWBMD

4. Additional comments:

Ferm PCTISA/237 (January 2004)



WRITTEN OPINION OF THE Intemational appiication No.
INTERNATI NAL SEARCHING AUTHORITY PCTAIS2005010350

Box No.V  Reasoned statement under Rule 435is.1 with rd to , Inventive
0. bk (D10 -rl:g': nov:tlly step or

industriai spplicability; cliations and explansatio Supporting

1. Statement
Noveity {N) Yes: Claims 1-32
No: Chims
Invantive step (IS) Yes: Claims 1-32
No: Claima
Industrial applicabiiity (1A) Yea: Claims 132
No: Claims

2, Clations and explanetions
860 soparaie sheet

Box No. Vil Glrhlnomonunhmmlpplhﬂm

The following obsarvations on th clarily of the claim: description, and drawings the question whether the
claimg ara?uglly supportad boy%e.ducmuon. are ma;'a: oron

800 soparais shost

Forrn PCTABA/ 237 (Jarasary £2004)

%
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WRITTEN OPINION OF THE Intemational epplication No. b
INTERNATIONAL SEARCHING

AUTHORITY (SEPARATE SHEET) PCT/AJS2005/010350

Re team V.

1  Reference s made to the following document {for relevant passages see search
report):

D1 : WO 02/094187 A (SMITHKLINE BEECHAM CORPORATION; HAY,
DOUGLAS, WILLIAM, PIERRE; SANGER,) 28 November 2002 (2002-11-28)

2 Document D1, which Is considered to represent the most relevant state of the art,
discloses talnetant particles having a size of 2 to 10 micrometer.

From this, the subject-matter of iIndependent claim 1 differs In that: the particles are
spray-dried and comprise &t least one lonic surfactant and one or more soluble
camers. )

2.1 The subject-matter of clalm 1 is therefore novel (Article 33(2) PCT)
The problem to be solved by the present invention may be regarded as: the provision
of spray dried tainetant pariicles which have the same size as the freshly-milled
particles, when dispersed in aqueous medium.

2.2 The solution to this problem proposed In claim 1 of the present application is
considered as Involving an inventlve step (Article 33(3) PCT) for the following
reasons: D1 Is not concemed with spray-drying micronised talnetant and does not
discloss the problem of the poor recovery of particle size.

2.3 Claims 2-18 are dependsnt on claim 1 and as such also meet the requirements of the
PCT with respect to novetty and inventive step.

2.4 The same applies mutatis mutandis to independent claims 19 and 30, and dependent
ciaims 20-29 and 31-32.

Form PCTRGAZS7 (Separsie Shewt) (Bhwet 1) (EPO-lanumry 2004)



WRITTEN OPINION OF THE Intarnational application No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US2005/010350

Re ltem VIII.

1  The application does not meet the requirements of Articie 6 PCT, because claims 1
and 19 are not clear.

The term D,90 used In claims 1 and 19 Is vague and unclear and ieaves the reader in

doubt as to the meaning of the technical features to which it refers, thereby rendering
the definition of the subject-matter of said claims unclear, Article 6 PCT.

Form PCTASA/237 (Separis Shoet) (Sheet 2) (EPO-January 2004)



10.

AP STILLA

(Convenclén de la Haya del 5 de Octubre de 1961)

Pais: Estados unidos de América

El presente documento publico

Ha sido firmado por: ARLENE ELIZABETH CANNON
Actuando en su calldad de Notario Publico

Aparece el sello ARLENE ELIZABETH CANNON, NOTARIO
PUBLICO, CONDADO DE MONTGOMERY, COMUNIDAD DE
NACIONES DE PENNSYLVANIA.

Se certifico

En Harrisburg, Pennsylvania

El 04 de agosto de 2006

Por Pedro A. Cortés, Secretario de la Comunidad de Naclones de
Pennsylvania.

Bajo el NUomero 200630911

Lleva el Sello del Secretarlo de la Comunidad de Naclones de
Pennsylvania.

Firmado por Pedro A. Corteés.



CERTIFICACION NOTARIAL

Yo, Arlene Elizabeth Cannon, una Notaria Pablica comisionada para la
comunidad de Naclones de Pennsylvania, condado de Montgomery,
por medlo de la presente certifico que el documento anexo constituye
una flel copla de la ceslén correspondlente a 60/557,571
presentada el 30 de marzo de 2004, y la Sollcitud
Internacional PCT/US2005/010350 presentada el 28 de marzo
de 2005 Titulada: “COMPOSICIONES FARMACEUTICAS
SECADAS POR ATOMIZACION"

Fecha: 3 de agosto de 2006

(FDO) ARLENE ELIZABETH CANNON

UPPER MERION, Twp., Condado Montgomery, cuya comision vence el
21de mayo de 2009.

Comunidad de Naclones de Pennsylvania

(SELLO)



PB60811
NGmero de Expediente

CONSIDERANDO QUE Viaslos ANDRONIS, de c/o 709 Swedeland
Road, de! Relno de Prussia, PA 19406, U.S.A, un ciudadano de
Grecla; Rennan PAN de 709 Swedeland Road, del Reino de Prussla,
PA 19406, U.S.A, un cludadano de China; y Kamlesh
Rameshchandra PATEL de 709 Swedeland Road, del Relno de
Prussia, PA 19406, U.S.A, un ciudadano de Estados Unidos de
America; respectivamente han realizado un Invento, o han
descublerto ciertas mejoras en: “COMPOSICIONES
FARMACEUTICAS DE SECADO CON SPRAY” en adelante llamado
la Invencién y mejora para dicha solicitud de Prioridad 60/557,571
fue presentada el 30 de marzo de 2004 en la Oficina de Marcas y
Patentes de los Estados Unidos de Amérlca y cuya Solicitud
Internacional PCT fue presentada designada en Los Estados Unidos de
América y llamado Inventor el cedente, y solo en los Estados Unidos
inventor de la solicitud.

(PCT/US2005/010350 presentada 28 de marzo 2005)

Yy CONSIDERANDO QUE, SMITHKLINE BEECHAM
CORPORATION una compafiia constitulda en La Comunidad de
Naciones de Pennsylvania de One Franklin Plaza, PO Box 7929,
Filadelfia, PA 19101 USA, desea adquirir la totalidad de los derechos,
titulos e interés del CEDENTE sobre dicho Invento y mejoras, y
cualquler solicitud de dicha Invencléon y mejoras y cualquier Patente
que por consigulente sea obtenida, en todos los paises incluyendo los
Estados Unidos, en sus poseslones territoriales;

3



POR CONSIGUIENTE, a qulen pueda Interesar: Sépase que
Viasios ANDRONIS, Rennan PAN y Kamlesh Rameshchandra
PATEL por contraprestacién onerosa nuestra cuyo recibo reconozco,
por el presente, hemos vendido cedido y transferido y por el medio
del presente, venden, ceden, y transfieren a favor del Ceslonario, la
totalidad y exclusividad de su derecho, titulo e Intereses en el
mencionado Invento, y mejoras a la mencionada SMITHKLINE
BEECHAM CORPORATION en todos los Estados Unldos de América
y en sus posesiones territoriales, en y para la mencionada solicitud, o
de cualquler continuacién, continuacién parcial, divisién, renovacién,
sustituclién, conversién o re-expedicién que se haga al respecto, y en
y para cualquier y todas las patente de los Estados Unidos de
América;

Y, todos nuestro derechos titulos e intereses en y para dicha
Invencién y mejoras a SMITHKLINE BEECHAM CORPORATION en
todos los otros palses a través del mundo, y en y para cualesqulera
solicitudes en los otros paises mencionados, y continuaciones
parciales, adiciones de patentes, validaclones de patentes, patentes
de Importacién, registros y cualquier renovacién, extensiones y
divisiones de la misma, y en y para cualquier y todas las patentes de
todos los paises menclonados en donde pueda ser otorgada dicha
Invencion y mejoras Incluyendo cualquier derecho de prioridad bajo la
Convencién Internacional.

Y, Yo/Nosotros por el presente autorizamos y solicitamos a la
autoridad de expediclon para que explda todas y cualesquiera
patentes relaclonadas con la solicitud menclonada, a favor de
SMITHKLINE BEECHAM CORPORATION, en calidad de ceslonaria
de la totalidad de todos los derechos, titulo e intereses y asfi como la
venta y uso de la misma en nombre de los ceslonarios, sus



sucesores y ceslonarios, asi como sus Intereses tal como aparece en
el presente;

Y, Yo/Nosotros garantizamos que no hemos informado nuestro
conocimiento a otros en ninguno de nuestros derechos, mejoras, en
las solicitudes o patentes 6 ninguna licencla de uso de dicha
invencion, y asi como la venta y uso de la misma, o uso de dicha
Invencidn y mejora y que tenemos todo el derecho de ceder el mismo
a SMITHKLINE BEECHAM CORPORATION; Y nosotros los
firmantes Viasilos ANDRONIS, Rennan PAN y Kamlesh
Rameshchandra PATEL, en conslderacién menclonada, por medio
de la presente acordamos que nuestros ejecutores o representantes
legales, suministrarar toda la Informacién, ejecutar y entregar
cualesquiera y todos los otros instrumentos por escrito, y todos los
hechos adicionales, solicitudes por escrito, declaraciones
juramentadas, documentos de cesiones y otros documentos que sean
necesarios o requeridos para obtener mds efectiva la proteccion de la
mencionada en dicha SMITHKLINE BEECHAM CORPORATION,
sus sucesores y ceslonarios, todos los derechos titulo e intereses en y
para el mencionhado Invento y mejoras, solicitudes, patentes,
derechos, titulos e Intereses vendidos en la presente, cedido y
traspasado, 0 que se trata de hacer. Esta cesion debe hacerse
efectiva a partir del 30 de marzo de 2004.

EN FE DE LO CUAL, firmo y estampo mi sello en la fecha indicada a
continuacion.

(FDO) Viasios ANDRONIS

Inventor: Viaslos ANDRONIS Fecha: 25 de abrll de 2005

EN FE DE LO CUAL, firmo y estampo mi sello en la fecha Indicada a
continuacién.
(FDO) Rennan PAN



Z

Inventor: Rennan PAN Fecha: 28 de abril de 2005 [R\.

EN FE DE LO CUAL, firmo y estampo mi sello en la fecha indicada a
continuacion.

(FDO) Kamlesh Rameshchandra PATEL

Inventor: Kamlesh Rameshchandra PATEL Fecha: 28 de abril de
2005



* WoN

APOSTILLE
{Convention de La Haye du 5 octobre 1961)

Country : United States Of America

This public document has been signed by ARLENE ELAZABETH CANNON

ading in the capacity of NOTARY PUBLIC

bears the seal/stamp ARLENE ELIZABETH CANNON, NQTARY PUBLIC, MONTGOMERY COUNTY, COMMONWEALTH OF PENNSYLVANIA
Certified

at Harrisburg, Pennsylvania 6. The 4th day of August, 2008

by Pedro A. Cortis, Secretary of the Commonwealth of Pennsylvania

No : 200830911

Seal/Stamp 10. Signature

Vedon G Conds

Pedro A. Cortés
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NOTARIAL CERTIFICATION

L, Arlene Elizabeth Cannon, a Notary Public commissioned in the
N Commonwealth of Pennsylvania, County of Montgomery, do hereby certify that
. annexed hereto is a true and correct copy of the executed assignment pursuant to
60/557,571 filed 30 March 2004 and International Application No.
PCT/US2005/010350 filed 28 March 2005, entitled "Spray Dried Pharmaceutical

s 28 (5.0

Menon Twp., Mon
My Commission Expires May 21, 2009

Date: 3 August 2006
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Assignment ) .

WHEREAS, [/we Viasios ANDRONIS, of c/o 709 Swedeland Road, King of Prussia, PA 19406 USA, a citizen
of Greece; Rennan PAN of 709 Swedeland Road, King of Prussia, PA 19406 USA, a citizen of China; and Kamlesh
Rameshchandra PATEL of 709 Swedeland Road, King of Prussia, PA 19406 USA, a citizen of United States of
America; respectively has/have invented or discovered certain improvements in Spray Dried Pharmazceutical
Compasitions hereinafier referred to as said invention and improvements for which a priority application 60/557,571 was
filed on 30 March 2004 in the United States Patent and Trademark Office and for which a PCT international application is
now being filed designating the United States of America and naming assignor as inventor, and in the United States only

applicant/inventor.
{PCT/US2005/010350 filed 28 March 2005)

WHEREAS, SMITHKLINE BEECHAM CORPORATION., a company incorporated in the Commonwealth of
Pennsylvenia, in the United States of America, whose registered office is at One Franklin Plaza, PO Bax 7929,
Philadelphia, Pennsylvania 19101, is desirous of acquiring the whole right, title and interest in and to said invention and
improvements, and in and to any applications for said invention and improvements and any Letters Patent to be obtained
therefor, in all countries, including the United States, its territories and possessions;

NOW, THEREFORE, to all whom it may concem, be it known that I/we, Viasios ANDRONIS, Reanan PAN
and Kamlesh Rameshchandra PATEL for good and valuable consideration unto me/us moving, the receipt whereof is
hereby acknowledged, have sold, assigned and transferred, and by these presents do sell, assign and transfer my/our whole
right, title and interest in and to said invention and improvements to said SMITHKLINE BEECHAM CORPORATION,
throughout the United States of America, its territories and possessions, and in and to said application and any extensions,
reissues, continuations, continuations-in-part, and any divisions thereof, and in and to any and all Letters Patent of the
United States of America;

AND, my/our whole right, title and interest in and to said invention and improvements to SMITHKLINE
BEECHAM CORPORATION, in all other countries throughout the world, and in and to any applications in said other
countries, and continuations-in-part, patents of addition, revalidation patents, patents of importation, registrations, and any
rencwals, extensions and divisions thereof, and in and to any and all Letters Patent of said all other countries which may be

granted on said invention and improvements including any priority rights under the International Convention.



- e Docket Nt

AND, llwedoherebylmhorizeandrequmdwimeofmy Letters Patent in the respective areas referred to, to
said SMITHKLINE BEECHAM CORPORATION, as assignees of my/our whole right, title and interest in and to the
same for the sole use and behalf of the said assignees, their successors and assigns as their interests appear herein;

AND, /we warrant that I/we have not knowingly conveyed to others any right in said invention, improvements,
applications or patents or any license to use the same or to make, use or sell anything embodying or utilizing said invention
and improvements and that I/we have good right to assign the same to SMITHKLINE BEECHAM CORPORATION:

AND, U/we the undersigned Viasios ANDRONIS, Rennan PAN and Kamlesh Rameshchandra PATEL for the
consideration aforesaid, do hereby agree that I/we or my/our executors or legal representatives, will provide information
and make, execute and deliver any and all other instruments in writing, and any and ali further acts, application papers,
affidavits, assignments and other documents which may be necessary or desirable to more effectually secure to and vest in
said SMITHKLINE BEECHAM CORPORATION, their successors and assigns, the whole right, title and interest in
and to the said invention and improvements, applications, Letters Patent, rights, title and interest hereby sold, assigned and
conveyed, or intended 30 to be. This assignment should be deemed effective as of 30 March 2004.

IN WITNESS WHEREOF, l/we have hereunto set nvy/our hand(s) and affixed my/our seal(s) oa the date(s)
indicated below.

V & M’\r_ l»’_/z.s'/@ns‘l‘m

Inventor: Viasios ANDRONIS

IN WITNESS WHEREOF, Vwe have hereunto set my/our hand(s) and affixed my/our seal(s) on the date(s)
indicated below.

'O‘WW'\"\’W\.L X AIT)R 2055

Inventor: Rennan PAN Date

IN WITNESS WHEREOF, /we have hereunto set my/our hand(s) and affixed my/our seal(s) on the date(s)
indicated below.

/ v\ﬂ,.j‘\j < raecs awns

Inventor: Kamiesh Rameshchandrs PATEL Date

F
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