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Jofe de ia Divisidén de Nuevas Creaciones
Supernintendencia de Industria y Comarcio
Ministerio de Comercio, Dasarrollo, Industria y Turismo

E. S. D

Ref Expediente No. 03 112.806
Solicitud de Patente PCT entrada fase nacional para® “NUEV S
COMPUESTOS HETEROCICLICOS QUE COMPRENDEN UN ANILL DE
TETRAHIDROISOQUINOLINA Y USO FARMACEUTICO DE LOS MISM §“.
Solicitante: KYOTO PHARMACEUTICAL INDUSTRIES, LTD.

PRESENTACION DEL EXAMEN PRELIMINAR
INTERNACIONAL

MARGARITA CASTELLANOS ABONDANO, mayor de edad, identificada
y domicliada como aparece al pie de mi firma, atentamente me permito
presentar copia en nglés del examen preliminar internacional junto con su

traduccién simple al espaiiol

En consecuencia, atentamente solicito a Ud se anexe dicho documento al

expediente correspondiente a esta solicitud de Patente de Invencién.

De! Senor Jefe,

C.C. No. 39.779.654 de Usaquén
T.P.A. No.70819 del C. Sup de la Judicatura.
Carrera 9 No 93 - 09 - Bogoté

0 3 M““ 200“ Teléfonos 610 74 80 y 610 74 60

Bogota,
xgt/4008FNPCT
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> PATENT COOPERATION TREATY G466 .
& PCT
> INTERNATIONAL PRELIMINARY EXAMINATION REPORT
(PCT Article 36 and Rule 70)
Applicant's or agent’s file refirence SeeNotficstionofTransmirttalafintersational Prel
09477 FOR FURTHER ACTION  Bpryyin Report (Form PCTIPEAMIS)

Internatianal application No. International filing date (dewinonth/war) | Priontty date (dawimonth/year)

PCT/IP02/05097 27 Msy 2002 (27 05 02) 29 May 2001 (29 05 01)

International Patemt Claansfication (IPC) or national classificatson and IPC
CO07D 217/26, 413/12, 417/12, AG1K 31/472, 31/4725, AG1P 3/04, 3/06, 3/10, 9/10, 29/00, 43/00

KYOTO PHARMACEUTICAL INDUSTRIES, LTD

‘.‘

1  Ths intematona) prehiminary exarmnahon report has been prepared by thy Iternational Prehmunary Exammng Authonity
and ts transmutied to the applicant according to Article 36,

2 ThuREPORTconsmtsofatotnlof ___ 6  sheets, including this cover sheet.
D Thus report 15 also accompanied by ANNEXES, ¢ , sheets of the desenption, clarms snd/or drawings which have been
amexgied and are the basis far thus report and/or sheets contuning rectificaons made before thug Authonity (see Rule
70 16 and Section 607 of the Adounistrative Instructions under the PCT).

These annexesconmst of atolnlof ______ sheets

3 Thus repart contauns mdicetions releting 1o the followmng iterna.
I Bauus of the report
n[] Pronty
m Non-establishment of opimon with regand to novehy, mventive step end mdustrial apphcability

v [ ]| Lackofunty of mvention

v E mﬂm%mmﬁmmmmm inventrve step or midustral appheability;

vi E Certain documents cited
v [ ] Cerwn dofects n the international spphication
vir [ | Certan cbservanons on the miemenonal application

Date of submussion of the demand Dato of completion of this report

02 December 2002 (02 12 02) 03 Apnl 2003 (03 04.2003)
Name and mailing address of the IPEA/IP Authonzed officer
Feczmule No. Telepbane No

Form PCT/IPEA/409 (cover sheet) (July 1998)
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International sppheation No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/IP02/05097
L Basis of the report
1 With regard to the elements of the iiernational application.*
g the internatyonal application as ongmally filed
D the descnphon.
pages » s ongpmally filed
, filed with the demund
pages s filed with the letter of
D the cluma.
pages » 1 anigually filed
» a8 amended (together with any stateynent under Artcle 19
pages v filed with the demand
pages , filed wnth the letter of
D the drawings
d pagss » a8 ongoally filed
pages » filed with the desuand
pages , filed with the leter of
' [[] the vequence hsting part of the descrption.
“ poages » a8 ongnally filed
pages , filed with the demand
pages » filed with the letter of

2. With regard to the language, all the elements marked sbove were available or furmahed to this Authonty m the language m which
the imteroational application was filed, unless otherwase indicated under thas riem,
These elements were available or furmished to this Authonty m the following language whuch 12 .

[} the tanguags of a translation furnished for the purposes of mternatsona] acarch (under Rule 23 1(h)).

[ ] the tanguage of publicatson of the mternatanal sppheatson (ander Rule 48.3(5).
the language of the trunslation furnished for the purposes of mtermational prelminary exammation (under Rule 552 and/
or353).

3 With regard to any nncleotide and/or amine seld sequence disciosed m the mtemational applcstion, the imternational
prehmnery examination was camed out on the bamy of the sequence luting

contuned 1n the international appheation in wnitten form

filed together with the international apphcatinn 1n computer readable form,

furnushed subsequently to this Authonty 1n wnitten form.

firnushed yubsequently to this Authanty 1n computer resdable form.

The saternent that the subsequently furmshed written sequence hsting does not go beyond the disclosure w the
intemational application as filed has been furnmghed.

The statement that the information recorded 1n computer readsble form 1s 1dentical to the wnitten sequence ligting has
been furnished.

The amendments have resulted 1 the cancellnhon of*

[ ]  the descrption, pages
the claima, Nos.

the drawings, sheets/fig

5 D This report has been established as if (sorne aof) the amendments had not been made, nince they have been conndered to go
beyound the disclosure as filed, as indicated i the Supplemental Box (Rule 70.2(c)) **

* Replacement sheets which have been furnshed to the receiving Office in response 10 on invitation under Arncle 14 are referred 10
in this report as “originally filed” and are not annexed to this report zince they do not contain amendments (Rule 70.16

and 70.17)
** Any replacemant shest coniaining such amendments must be referred so under itom | and annexed o this report,

-~

C T
0O O 00000

Form PCT/IPEA/409 (Box I) (July 1998)
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Internxtiona! application No
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/IP02/05097

IIL Noo-establishment of spinion with regard to novelty, inveative step and industrial applicability

1 The questions whether the clumed mvention sppears to be novel, to mvolve an mventive step (to be nan obvious), or to be
industnally applhicable have not been examned in respect of

[ e entire intemancnal apphication.

E clums Nos. 26

because:

E the saxd imternational applhication, or the sud clums Nos
uhbwﬂnﬁMmmgwhuuumrMmmﬂumunmmtmnmmmmﬂpdmmmyﬂnmumnmpdw

See supplemental sheet

D the descnplon, clums or drawings (Indicats particular elementy below) or sayd claums Noa.
are 50 unclesr that no mesnungful opinion could be forned (rpecifsy)

~

the clams, or sud clgums Nos. are 50 madequately supported
D by the description that no meanungful opiuon could be formed. y

E no mternational search report has been established for smd claims Nos. 8

2. A meanmngful witernations! preliminary examngtion cannot be carried out due to the filure of the nucleatde and/or aming scud
sequence Listing to comply wath the siandard provided for 10 Amnex C of the Admumstrative Instruchons:

[[] the wntten form has not been furmished or does not comply with the standard.
D the computer readable form has not been fumished or does not comply with the standard.

Form PCT/IFEA/409 (Box ) (July 1998) -



International applcanen No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/JP 02/05097

2%

Sapplemental Box
(To be usad when the space 1n any of the preceding boxes is not sufficient)

Contmuationof IIXI. 1.

Claim 26 pertains to methods for treatment of the
human body by therapy, and thus relates to subject matter
which does not require international preliminary
examination by this International Preliminary Examining

Authority.

Form PCTAPEA/409 (Supplemental Box) (January 1994)
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Internahonal sapphcation No.

INTERNATIONAL PRELIMINARY EXAMINATI N REPORT PCT/JP 02/05097

VY  Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial sppheability;
citations snd explanations supporting such statement

Document 1.

Document 2:

Document 3:

1 Statement
Novehy (N) Clums 1-25, 27 YES
Clums NO
Inventive step (1S) Claims 1-25, 27 YES
Claims NO
Industrial apphcability (1A) Clams 1-25, 27 YES
Clums NO
Z Citahions and explanations

WO, 98/00403, Al

Margaret M. Faul et al., “Synthesis of 2-
phenyloxazole derivatives containing amino
acids as i1nsulin sensitivity enhancers for
treatment of type II diabetes”,
Heterocycles, 1 April 2004, Vol. 55, No. 4,
pp. 689-704

WO, 93/23378, Al

Claims 1-25 and 27 are not disclosed or suggested in
any of the documents cited in the anternational search
report and are thus novel and involve an inventive step
In particular, the documents do not disclose of suggest
compounds having a basic structure represented by general
formula (I) in which Y 18 a substaituent group described in

the present application.

Form PCT/IPEA/409 (Box V) (January 1994)
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International application No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/IP02/05097
VL Certain documeats cited
1 Certam published documents (Rule 70 10)
Apphcaton No Publication date Filng date Pronty date (valid clam)
Patent No. (day/month/year) (day/month/year) (daymonih/year)
WO 01/40192 Al 07 June 2001 (07.062001) 29 November 2000 (29 11 2000) 03 December 1999 (03 12.1999)
[Ex]
2 Non-wntien disclosures (Rule 70 9)
Date of wntten disclogure
Kand of non-written dusclogure Date of noo-wnitten disclosure refernng to non-wriiten disclomre
(day/month/year) (day/manth/year)

Form PCT/IPEA/409 (Box VI) (July 1998)



TRATADO DE COOPERACION DE PATENTES
PCT

INF RME DEL EXAMEN PRELIMINAR INTERNACIONAL

{Articulo 38 y Regla 70 del PCT)
LArchivo de referancia del solicitante o|PARA ACCION Ver Notificacsdn de Tranamisién del Informe del
|del agente POSTERIOR Examen Preiminar Intemacional
09477 (Formato PCT/1PEA/416)
|Solicitud intemacional No Fecha de presentacién internacional IFechn de prioridad (dla/mesa/afio)
(dla/mes/aiio)
PCT/JPO2/05087 27 de Mayo de 2002 (27 05 2002) 29 de Mayo de 2001 {26 05.2001)

IClasficacion Intemacional de Patents (CIP) o Claslificacién Naclonal y CIP
CO7D 217/26, 41312, 41TH2, ABTK 31/472, 31/4728, AB1P 3/04, 306, 310, 8/10, 26/00, 43/00

Solcitante
KYOTO PHARMACEUTICAL INDUSTRIES, LTD.

1 Eats informe de examen preliminar intemacional ha sxdo preparado por esta Autoridad Examinadora
Preliminar Intemacional y se transmite al solicitante de acuerdo con el Articulo 38

2 Este INFORME consiste en un total de _§  hojas, Inciuyendo esta carédtula
Este Informe también se acompafia de loa ANEXOS, esto es, hojas de descripcién, relvindicaciones yio
dibujos que han sldo modificados y son la base de este Informe y/o hojas que contienen rectificaciones
hechas anie esta Autoridad (ver Regla 70 16 y Seccidn 807 de las Instrucclones Adminlstrativas segdn el
PCT

Estos anexos consisten en un total de __ hojas

3 Este Informe contiene indicaciones relacionadas con los siguentes ems

| [X]Base del informe

I [[]Pnoridad
. Il [X7]No establecmiento de opinidn con respecto a la novedad, nivel nventivo y aplicacén industrial
Iv [_]Carencia de unidad de la nvencsdn

V [X]Decleracién razonada segn articulo 35(2) con relacidn a la novedad, nivel Inventivo o aplicacion
industrial, citas y explicaciones que apoyan tal declaracién

V1 [X]Clertos documentos citados
VIl [ Clertos defectos en la solicitud intemacional

VII[_|Clertas observaciones sobre la solicitud internacional

e prase @ ia & examen ] m L] morme

2 de Diclombre de 2002 (02 12 02) 3 de Abril de 2003 (D3 04.2003)

uncionano autorizado

y
de Examen Preliminar Intemacional

Teléfono No

Forma PCTAPEA/MO9



INFORME DEL EXAMEN PRELIMINAR No. de Solicitud
INTERNACIONAL Internacional PCT/JP02/05097

lll. No se establece ninguna opinién en cuanto a la novedad, nivel
inventivo y aplicacién Industrial.

1 No se efectué examen con respecto a que si la Invencién reivindicada sea
novedosa, tenga nivel inventivo (que no sea obwvia), o que tenga aplicacién
industnal para

La rervindicacion No 26

debido a que dicha reivindicacidn se relaciona con un tema que no requiere un
examen preliminar internacional

La remindicacidn 26 pertenece a métodos para el tratamiento del cuerpo
humano mediante terapia, y por lo tanto se relactona con un tema que no se le
realiza examen prehminar internacional por ésta oficina

No se ha efectuado el informe de busqueda intemacional para dicha
revindicacion 26

V. Declaracién razonada bajo el articulo 35(2) con relacién a la novedad,
altura inventiva o aplicacién Industrial: cltas y explicaclones que apoyan
tal declaracién.

1 Declaracién
Novedad (N) Revindicaciones 1-25, 27 Si
Reivindicaciones NO
Altura inventiva (IS) Reivindicaciones 1-25, 27 Sl

Reiwvindicaciones NO



Aplicacion Industnal (IA) Retvindicaciones 1-25, 27 Sl
Reivindicaciones NO

2 Crtaciones y explicaciones

Documento 1 WO, 98/00403, A1

Documento 2 Margaret M Faul et al, “Sintesis de denvados de 2-
fenlloxazol que contienen aminoicidos como la
nsulina de secuencia sensible para el tratamiento de
la diabetes tipo 117,
Heterociclicos, 1 de Abnl de 2004, Vol 55, No 4, pp
689-704

Documento 3 WO, 83/23378, A1

Las reivindicaciones 1 a 25 y 27 no se revelan ni se sugieren en ninguno
de los documentos citados en el informe de bisqueda intemacional y son por lo
tanto novedosas e involucran nivel inventivo En particular, los documentos no
revelan los compuestos sugendos que tienen una estructura bésica
representada por la formula general (I) en donde Y es un grupo sustrtuyente
descnto en ia presente solicitud

)



Industria y Comercio
SUPERINTENDENCIA

Folio 218

2020
Bogota D C

Doctor(a)
MARGARITA CASTELLANOS ABONDANO
Apoderado(a)

REFERENCIA- Radicacion N° 03-112806
Solicitud intemacional PCT/JP02/05097
Fecha imite fase nacional 29/12/2003

Tramite 011
Evento 379
Actuacion 416
Oficio N° 267
Folios 001

Teniendo en cuenta que la solicitud de pnvilegio de patente que se tramita bajo el
expediente indicado en la referencia, reine los requisitos de forma establecidos en
los articulos 26 y 27 de la Decisibén 486, de la Comision de la Comunidad Andina, y
en las demés disposiciones vigentes sobre la matena, se envia el extracto de la
solicitud a la oficina de comunicaciones para efecto de su publicacién en la Gaceta
de Propiedad Industnal, conforme lo establece el articulo 40 de la Decision 486

Camplase
Dado en Bogota D C, 25 M0 2005

DORIS ELENA POLO CORDOBA
Jgfe Divisidbn de Nuevas Creaciones (E)

202051



