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REF  Expediente No 04~vis gav
Patente de Invencion “CRISTALES DE DERIVADO DE
HIDROXINOREFEDRINA”
Titular KISSEI PHARMACEUTICAL
CO,LTD
DESTINO 09

HUMBERTO RUBIO CAMACHO, mayor de edad, domiciliado en Bogota,
D C, identificado con la cedula de ciudadania numero 17 192 062 de
Bogota, abogado Titulado con larjeta Profesional No 50 007 del Consejo
Superior de la Judicatura, actuando en caracter de APODERADO de la
Sociedad KISSEI PHARMACEUTICAL CO, LTD, domicihada en 19-48,
Yoshino, Matsumoto-shi, Nagano, Japon, debidamente reconocido por su
Despacho, me permito anexar

1- Copia del Examen Preliminar correspondiente a la solicitud
PCT/JP2002/08596 de 27 de agosto de 2 002

2 - Teniendo en cuenta lo anterior solicito se continue con el tramite
correspondiente

Del Sefior Superintendente,

g
HUMBERTO RUBIO CAMACHO
CC 17192 062 de Bogota
TP 50007 Consejo Superior
de la Judicatura
COD 4134

04/844-09/P1/cpfm -

B==608
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PCT/JP2002/008<

; PATENT COOPERATION TREATY”

From the INTERNATIONAL BUREAU d\

PCT ™

NOTIFICATION OF TRANSMITTAL

OF COPIES OF TRANSLATION KISSEI PHARMAGEUTICAL CO LTD
OF THE INTERNATIONAL PRELIMINARY :";e‘l'gcy:s' ;;gpenv
INATION REPORT Matsumoto shi Nagano 399 871
{PCT Rule 72 2) JAPON

Date of maiing (dav/montivhear) /

01 July 2004 (01 07 2004) A Y " S >

Sentive T v

Applggl_;_sgbazaggl *fle eleruae IMPORTANT NOTIFICATION
International apphication No Imernavonal biling due { davimonih/ ear)

PCT/AIP2002/008596 27 August 2002 (27 08 2002)
Apphcant

KISSEI PHAFMACEUTICAL CO LTD etal

1

Transmiltal of the translatien to the applicunt

The Internabonal Burean iransmuts herewnth & copy of the Enghsh iranslation made by the Iniemauonal Bureau of the mniernanonal
prelininary exanunation report estabhished by the Inlemabonal Prelimmary Exanunmg Authonty

Transmitlal of the copy of the transl iwen ta the ciceted OfTices.
The Internanonal Buresu noufies the appheant thal copies of that translsvon have been ransnuiied o the [ollowing elected Offices
requinng such ranslation

AZ CA CH CN CO EP GH KG KR MK MZ RO RU T™M

The followimng elecied Offices having waived the requirement for such a transmitial at this tme wall receive copies of that ranslanon from
the Intenational Bureau only upou their request

AE AG AL AM AP AT AU BA BB BG BR BY BZ CR CU CZ DE DK DM DZ EA EC EE ES F! GB GD GE
GMHRHU IDIL INIS JP KE KZ LC LK LR LS LT W LV MA MD MG MN MW MX NO NZ OA OM PH
PL PT SD SE SG SI SK SL TJ TN TR TT TZ UA UG US UZ VN YU ZA ZM 2ZW

Rominder regarding trunslation into (ond of) the ofticlal lunguugc(s) of the elciied OfMici(s)

The applicam 13 remiinded thay where a translauon of the iniemational applicaion must be farmshed to an elected Office that ranslauon
must contn o ranslabon of any annexes 10 the mternatonal prehnimary exannation repon

1t is the applicant s rusponsibality 1o prepard und furns h such trunslution directly to cach elecled OfMice concerned (Rule 74 1) See
Yolume I1 of the PCT Apphcant s Guide for further ddlalls

The Intematronal Burean of WIPO Auvthonzed officer

34 chenun des Colombeues
12[! Geneva 20 Swarzerlund Masashi Honda

Facsinule No +4] 22 740 14 35 Facsinule No +41 22 338 70 10

Form PCT/IB/338 {July 1996)
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PCT Rppllicalion
PCT/JP2002/008596

. 09- PATENT COOPERATION TREATY
&
c}‘b' PCT N G080 Tl
i
@{‘}Q INTERNATIONAL PRELIMINARY EXAMINATION REPORT b\\
(PCT Arncle 36 and Rule 70)
FApphcant s ar agent s file reference SeeNotficahonofTransmittaloflnternational Prelimmary
PCT-A0232 FOR FURTHER ACTION ' gyamynation Report (Form PCT/IPEA/416)
“Tnternational applicathon No International filing date (day/inonth/vear) | Prnionty date (dawnmonth/year)
PCT/IP02/08596 27 August 2002 (27 08 02) 13 September 2001 (13 09 01)

Tnternational Patent Classification (IPC) or national clissification and IPC
CO7C 217/60 AG1K 317216, A61P 13/10

-Applicant
KISSEI PHARMACEUTICAL CO,LTD

! i

1  This mternational prelimunary examunation report has been prepared by thas International Prehimunary Examming Authonty
and 1s transrutted to the applicant according tn Article 36

2 This REPORT consists of a tota] of 6 sheets including this cover sheet

D Thus report 1s also accompanied by ANNEXES 12 sheets of the desenption cimms and/or drawings which have been
amended and are the basis for this report and/or sheets contaming rectifications made before this Authonty (see Rule
70 16 and Section 607 of the Admmmstrative Instructions under the PCT)

These annexes consist of a total of sheets.

3 This report contans indications relating to the following items

1 Basis of the report
I D Prionty
m Non establishment of opinion with regerd to novelty inventive step and mdustnial apphcability

v D Lach of unity of invention

v Reasoned statement under Article 35(2) with regard to novelty mventive step or industnal apphicabils
v citations and explanations supportmg(sglch staterg'nent od P PP vy

Vi D Certamn documents cited
viI D Certain defects n the international application

Vil D Certain observations on the sntsmational apphcation

“Date of submmussion of the demand Date of completion of this report ]
04 March 2003 (04 03 03) 01 December 2003 (01 12 2003)
Name and mailing address of the IPEA/IP Authonized officer
Facsimule No Telephone Ne

~Form PCT/IPEA/409 (cover sheet) (July 1998)
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Internetional application No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/IP02/08596

L Basis of the report

1 Wrth regard to the elements of the internstional apphcation *
)] the international application as ongnally filed

D the descnption
pages » 85 ongwnally filed
pages , filed with the demand
pages filed wath the letaer of

D the claims-
peges » 28 otipnaily filed
peges , s amended (together with any statement under Article 19
pages , filed with the demand
pages , filed with the jerter of

D the drawmpgs
pages , & ongnally filed
pages !/ filed wath the demand
pages , filed with the letter of

[ the sequence hsting part of the description.
Pages , 83 ongnslly filed
pages » filed with the demand
pages » filed wath the lester of

2 With regard 1o the language, all the elements murked sbove were available or furmished to this Authority 1n the langnage in wiich
the mtemational apphcation was filed, unless otherwise mdicated under thys tem,
These elements were available or fimushed to thus Authority m the following lnnguage which 15

the language of » translation furnished for the purposcs of mierational scarch (under Ruie 23 1(b))
the Ianguage of publication of the mtemational apphication (under Rute 48.3(b))

the language of the tanslation furmshed for the purposes of internations] prelmmunary exammaton (under Rule 55 2 and/
or 55.3).

100

3 With regard to eny oueleotide and/or amine acld sequence duclosed m the mtemabonal apphcation, the mtematonal
prehminory exammation wes camed out on the basis of the sequence Listing:

contained m the jnternstionst application m wnitten form.

filed together with the international apphestion 1n computer readable form.
furmshed subsequently to this Authonty m written form.

furnished subsequently to this Authority in computer readable form.

The statement that the subscquently furmshed wntien sequence listing does not go beyond the disclosure m the
miemational appheation as filed has been formished.

The statement thot the mformation reconded in computer readable form 15 wdentical to the wntten sequence lstmg has
been furnished

F

O 0O O00O0d

The amendments have resulted in the cancellahon of
D the descriphion, pages
the ciaims, Nos.

the drawmngs, sheets/ig

5 D ‘This report has been established s if (some of) the amendments hod not been made, smee they have been considered to go
beyond the disclosure as filed, as indicated m the Supplemental Bax (Rale 70.2(c)).**

* Replacement sheets wiich have besn furnished to the receiving Offica in response 1o an invitation under Article 14 are referred 1o

z'dm;;;‘;)pn ar onginally filed and are not annexed to this report since they do not coniain amendments (Rule 70.16

** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report.

Form PCT/PEA/409 (Box I} (July 1998)
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International epplication No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/IP02/08596

111. Non-establishment of opinion with regard to novelty, inventive step and industrial appheabality

} The questions whether the claimed mvention zppears to be novel, to mvolve an inventive step (to be non obvious), or to be
industnully appheable have not been examined n respect of

D the entwe intemnatonal apphication

PI‘ clams Nos. 9
because
the sud internanional apphication or the said ciaims Nos. 9
€™ relate to the followmng subject matter which does not require an intemational prelmmary exarunation (3pecifyy)

SEE SUPPLEMENTAL SHEET

-.*..‘.

E] the descnphon, claims or drawtngs (indicate particular elemants below) or sard clamns Nos.
are 5o unclear that no meaningful opmion could be formed {specify)

the clayms, or sard clams Nos. are 80 medeguately supported
D by the desenption that no meanmgful opimon could be formed ey

no mternatonal search report has been estabhshed for said clams Nos. 9

2 A mesmngful miernanonal preliminary exammation cannot be camed out due to the farlure of the nucleatide and/or ammo acyd
sequence listing 1o comply with the standard provided for 1n Annex C of the Admumstrative Instruchons:

D the written form has not been furnished or does not comply with the standard.
[} thecomputer readsble form hes not been furnished or does not comply with the standard

Form PCT/IPEA/409 (Box E) (July 1998)
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Internpetiopal apphication No

INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/JP 02/08596

Supplemental Box
(To be used when the space m any of the preceding boxes 1 not sufficient)

Contipuationof, IIT 1

Claim 9 pertains to methods for treatment of the
human body by therapy, and thus relates to subject matter
which does not require intermational preliminary
examination by this International Preliminary Examining
Authoraity, under the provisions of PCT Article
34(4) (a) (1) and PCT Rule 67 1l{iv)

Form PCT/IPEA/4Q09 (Supplemental Box) (January 1994)
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INTERNATIONAL PRELIMINARY EXAMINATION REPORY

International application No
PCT/JP 02/08596

citations and explonations supporting such statemnent

V  Reasoned statement under Axticle 35(2) wath regerd to novelty, inventive step or industrial upplicability;

1 Statement
Novelty (N) Clamms 3-4
Claums 1-2, 5-8
Inventrve step (IS) Clums 3-4
Indnstrial apphcainhiy (IA) Clams 1-8
Clams

NO

YES

NO

YES

NO

2 Cateions and expianations

20 January 2000

2 August 2000

2 August 2000

2 August 2000

international search report

salts of phenoxyacetic acid derivatives as therapeutic

agents for urinary frequency and inceontinence

the light of documents 1-4 cited in the anternational
search report

Documents 2-4 disclose the outstanding storage

person skilled in the art could easily conceive of
crystals of the hydrochloride disclosed in document 1,

which has the same chemical structure

5
Document 1 / WO 00/02846 Al (Kissei Pharmaceutical Co ),
Document 2 JP 2000-212137 A (Kissel Pharmaceutical Co ),
Document 3 JP 2000-212138 A {Kissel Pharmaceutical Co ),
Document 4 JP 2000-212139 A (Kissei Pharmaceutical Co ),
Claims 1-2 and 5-B are not novel and do not involve
an i1nventive step a1n the light of document 1 cited in the

Documernt 1 discloses the usefulness of hydrochloride
Claims 2 and 5-8 do not involve an inventive step 1in

properties of crystals of phenoxyacetic acid, therefore, a

Form PCT/IFEA/0? (Box V) (January 1954)



International application No
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/JP 02/08596

Claims 3-4 are novel and involve an inventive step
relative to documents 1-4 cited in the international
search report

Claims 3-4 claim crystals of a compound which are
represented by formula (I} and have a specified X-ray
diffraction pattern, and documents 1-4 do not mention such
crystals, nor could they be deduced easily from documents

1-4

-...“.

Form PCT/IPEA/40% (Box V) (January 1954)
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Industna y Comercio
SUPERINTENDENCIA

Folio 7)

2020
Bogota D C

Doctor(a)
HUMBERTO RUBIO CAMACHO
Apoderadofa)

REFERENCIA Radicacion N*® 04-22925
Solicitud internacional PCT/JP02/08596
Fecha limite fase nacional 13/04/2004

Tramite 01
Evento 379
Actuacién 416
Oficio N° 583
Folios 001

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

Cumplase

Dado en Bogota D C 12 3L 2005

ALIX CARMENZA CESPEDES DE VERGEL
Jefe Division de Nuevas Creaciones

202051



