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Solicitud de Patente de Invencién Fase Nacional para: FORMULACION RETARDADA
PARA PRALNACASAN
Solicitante: SANOFI-AVENTIS DEUTSCHLAND GMBH

PRESENTACION DE DOCUMENTOS

LUIS PATINO LEIVA, mayor de edad, identificado y domiciliado como aparece al pié de
mi firma, me permito presentar el siguiente documento:

m Copia del Reporte de Examen Preliminar Internacional capitulo Il el cual no contiene
anexos.

En consecuencia, atentamente solicito a Ud. se anexe dicho documento al expediente
correspondiente a esta solicitud de Patente de Invencion Fase Nacional.

Luis Patifio Leyva

C.C. No.}%ﬁem de Bogota

T.P.A. No.2698 del C. Sup. de la Judicatura
Calle 94 A No. 7 A - 09 - Bogota

Teléfonos: 6107420

Del Sefior Jefe,

Bogota,

12 482 2008



0“ PATENT COOPERATION TREATY

BNl PCT

"“P INTERNATIONAL PRELIMINARY REPORT ON PATENTARILITY

(Chapler 11 of the Patent Cooperation Trealy)

(PCT Article 36 and Rule 70

Applicers’s or agent’s file reference
DE2005/048 FOR FURTHER ACTION See Fosm PCTAPEAMLS
International spplication No, Irdernational Gling date {lawmonttyegr) Priority dite (day/month/year}
PCT/EP2006/009466 29.09.2006 08.10.2005
International Patent Classificator (1PC) or national classification ad IPC
R61K3/20
Applicany
SANOFI-AVENTIS DEUTSCHLAND GMBH

L This repoet is the integnational preliminary exomination report, established by this International Preliminary Examining Awhority
under Article 35 pnd tranxmitted 1o the applicant according to Artiele 36.

2 ThisREPORT conssts of atotal ol _% sheets. including this coves sheet,

3 This report is abzo accompanicd by ANNEXES, comprising: j ’
a D (sent to the applicant awd 10 the interwntional Bureau) atotal of sheets, as follows:

D sheets o) the desaription. daims andior drawings which have beep smeaded and are the hasis for this report andfor
sheets containing redifications athorized by this Authority (see Rule 70,10 and Section 607 of the Administeive
lestructions),

D shrets which supersede easlicr sheets, bur which this Authority considers contain an amecadmen tha goes bevond
the disclosure in the imernational appllcation as filed. s indicated in ilem 4 of Box No. I =nd 1he Sopplemenial
Bux.

b. D (acns 0 the Intermational Bureau only pu10tal of (indicste type andd number of cleciroaic carrier(s))
. comtaining a sequenre lising, andéor tables
related thereln, in clectronic form only. s indicated in the Supplemental Box Relsting to Sequence Listing (see Section

%02 of the Administative laatructions),

4, This report contains indications relnling to the following items:
g Box Ne. Basis of the repan
D Box No. 1l I’viority
D Rox No. 11l Non-esiablishment of apinion with regard to novehy, inveative step sod industrial applicability
D Box No. IV Lack ol unity of Inveation
Box No, V Reasoned sategyrnt under Article 35(2) with regand to novelty, inventive dep or industrial applicability:
citations and explunations supporting such stalement

D Box No. V] Curtain docoments cited
D Bux No. Vii Certain defedts in the jntermional applicalion
[:l RHox No. Wil Certain observations on the international spplication

Date of submission of the demand Date of campketion of this repont

Nane and madling address of the IPEA/LP Authorized officer

Facsimile No. Tetcphune No,

Farin PCTAPEAA09 (cover sheet) (Apiil 2005)




Incenations! application No.
INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY

PCT/EP2006/039465
RBox Nu. I Baosix of the report
I, With repard to the lnnguage, thix ceport is based on:
o’
M the internation) application in the language in which it was filed
D the translation of the infeznational application into . which i the language of n

translation furaished for the purposes oft
interontional search (Rute 12.3a) and 23.1(b))
publication of the internativons] application (Rule 12.4(s))
internativaal prclisvinary examination (Rude 53.2(0) andfor 53.3(a))

2. Withrezard to the dementy of the Internnional application. this repart is based <n (repincement sheets which hmve been furnished 10 the
receiving Office in response to an imisation under Arviicle 14 are referved 1o in this report as “ariginatly filed" and are aut wnnexed to
this report):

the international applicurion as criginally iled/hanished

N
N the deseription:

puges -7 as oviginally filed/furnishe:l
pages* received by this Authority on
Pofes® reecived by this Authority on

g the clatns;
f0s. 1-8 _ as uriginatly (fled/furnished
nox* . as amxnded (togethor with any stateawent) under Article 19
aus.* received by this Awthority on
o™ received by this Autherily on

E the drowings: V
shets  1/2,2/2 as migimlly fled/lurnished
shecta* recejved by this Aunthority on
shects® received by this Awthotity on

D a sequence liding andbor any sedated tableds) - see Supplemenial Bux Reluting to Sequence Listing,
3 D The aineadments bave resulted in the cancellation of;

D 1he description, pages

D the clalms, nox,

the drawings, shectu{igs

J
D the sequence bsting (specify):
i

any table(2) related tu seyucnee listing (speeifyl

D This repost has becn establishud us i) (some of) the mneadments enncxed 1o Yhis seport o Jisted below had not heen mide, gince
@ they Imve been comsidered Lo go beyoad the dixclosure as filed. as indicated in the Supplemenial Box (Rule 70.2(c)).

D the description, pages
D the claiins, nos.

D he drawings., shects/ligs

D the sequence listing (specify):

D any table(s) relaied to sequence listing (specify):

* I fiem d applies, soew or all of thuse sheets muv be marked " superseded *

Foem PCTAPEAROR {Box No. )} (Ayxil 2003)



International application No.
INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY

PCT/EP2006/009466
Box No, ¥V Reaomed xtstement ander A rtice 35(2) with regurd to novelty, inventive step or Industriol applicability;
diations und explanationg xupporting such ststement
I Swcincm
N(Wcil}‘ (N) Claims l - 8 YES
Claigns NO
lnvertive step (1S) Cloins  1—8 YES
Cluin NQ
[exfmstrial applicabltity (1A) Claiom 1-8 YES
Clims NO

2. Citmions and explanatioos (Rule 70.7)

Reference is made to the following documents:

Dl: GB-A-2 230 185 (WARNER LAMBERT CO [US1),
17 Ccrober 19%0 (1990-10-17)

DZ: US 20057013863 Al (LIM JONG (US} ET AL),
2¢ January 2005 (2005-01-20)

D3: WO 95/01781 A (APPLIED PHARMA RES {CH]; CONTE UBALDO
(IT); MAGGI LAUREITA [IT]; GIUNC), 19 January 1995
{1995-01-19)

C4: US 20057053653 Al (KIDANE ARGAW [US) ET AL),

10 March 2005 (2005-03-10)

Claims 1 to 8

Novelty:

A retard tablet consisting of at least two layers, both
containing the pharmaceutical pralnacasan (as defined in
claim 1), with one of the layers releasing the active
principle guickly and the other layer releasing it after a

delay, 1s not known from the prior art.

Inventive step:

The problem addressed by the present inventicn is that of

Yorm PCTAPEA/409 (Box No. V) (April 2005

91



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY

Internaliomal application No.

PCT/EP2006/0C946%6

Rax Neo. V Reasoned dutement under Article 35(2) with regard to novelty, (aventive step or listuxt rla!) applicability;
citntions und explanations supporting such statetnent

providing a retard tablet

This is not apparent from
DL to D4); that is, it is
that a combination tablet

articular type of active
P YP

influvenced by the initial

Industrial applicability:

containing pralnacasan that only

has to be administered twice a day and yet ensures a
steady release cf pralnacasan, with a total dose which is

less than that provided by standard tablets.

The problem is solved by a two-layer tablet as claimed in

¢claim 1 (see Figures 1 and 2).

the cited prior art (documents
not apparent from the prior art
would be suitable for the

principle claimed as a solution

to the aforementiconed problem (i.e. that, among other

things, the retard portion would not be negatively

portion) .,

There are no doubts regarding industrial applicability.

Feem PCTAPE ALY (Box No. V) (ageil 2005)

%



REPUBLICA DE COLOMBIA
SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO

Folio 59
020
ogota D.C.,

octor(a)

ATINO LEYVA LUIS

pederado(a) y/o Representante de
ANOFI-AVENTIS DEUTSCHLAND GMBH

EFERENCIA Radicacién No. 8 33859
Solicitud internacional PCT/EP2006/009466
Fecha inicio fase nacional 08/05/2008
Tramite 1l
Evento 379
Actuacidn 416
Oficio No. 7866
Folios 1

‘eniendo en cuenta que la sclicitud de privilegio de patente que se tramita bajo el
xpediente indicadeo en la referencia, refine los requisitos de forma establecidos en
a Decisidn 486 de la Comisién de la Comunidad Andina, el Tratado de Cooperacién en
lateria de Patentes (PCT), el Reglamento y la Circular Unica de la Superintendencia
le Industria y Comercio, se envia el extracto de la solicitud a la Oficina de
‘omunicaciones para efecto de su publicacidén en la Gaceta de Propiedad Industrial.
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'ORIS! ELENA PQOLO CORDOBA
‘efe jde la divisibén de Nuevas Creaciones (E)

dpall



