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Yo, DILIA MARIA ROD 
de ml firma, domicilia 
apoderada de la socie 
am Main, Alemania, s( 
al oficio N&10357 nol 
2008, me permito a 
Patentabilidad es cor 
solicitud CapItulo II, c 
memorial del 10 de m 
examen. 

JGUEZ D ALEMAN, identificada como aparece a! pie 
[a en la Carrera 11 No. 86-53, piso 6, obrando como 
ad MERZ PHARMA GMBH, domiciliada en Frankfurt 
icitante de la patente de la referencia, en respuesta 
ficado por fijación en lista ci dia 15 de agosto de 
Larar que la tasa cancelada para ci Examen de 
ecta, toda vez que la presente solicitud es una 
mo consta en la informaciôn radicada Junto con ml 
rzo de 2008, mediante el cual se pagO el respectivo 

Adicionalmente aproecho la oportunidad para presentar ci informe de 
examen preliminar, e1 cual como consta en ci formato PCT/IPEA/4 16 fue 
eniltido ci 4 de jun10 C  2008. 

Espero con esto hab•fr dado cabal cumplimiento a lo solicitado por ese 
#  despacho y de confotmidad con lo indicado en los artIculos 30Ł, inciso 3 

35 inciso 2 y 59 incis 2 del CCA, al analizar este memorial, atentamente 
ruego se traten todas as duestiones planteadas con motivo del mismo. 

Seæor Superintendent 

DILIA MARIA\RODRI 

C.C. 41.654.82 de B 
T.P. 20824 CSJ - 

:z DALEMAN 
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PAT NT COOPERATION TREATY 

From the’ . ... ..... .. 

INIERNAIIONAL PRELIMINARY EXAI ITNG AUTHORITY 
Ł To: . .....
Ł G. PATRICK SAGE PCT TilE FIRM OF IIUESCHEN AND SAGE 

350 EAST MICHIGAN AVENUE NOTIFICATION OF TRANSMITTAL OF 
500 COLUMBIA PLAZA ..,.... INTERNATIONAL PRELIMINARY 
KALAMAZOO, W.49007 

Ł..... REPORT ON PATENTABILITY 
(Chapter II of the Patent Cooperation Treaty) 

(PCT Rule ’71 11 

Date of mailin.0.4 JUN 2008 

Applicants or agent’s file reference ...

MPRI410C"r = Ł.Ł .... .. .....
IMPORTANT NOTIFICAON 

...

nternational application No.. 14mtdonei filing date(dly/month/year) Priority dale (doy/month/year) 

CT/US05/O7244 0 March 2005(0303 2005) 03 March 2004 (03.03-2004) 
Applicant Ł...:.

MEAZ  ......Ł. .. 

A. . The applicant is hereby notified . tat this International PreliminaryExaminipg Authority transmits herewith the 
International preliminary report n patentability and its annexes, if any, established on the international application. 

2 A copy of the report and its arm es, if any, is being transmitted to the International Bureau for communication to all 
the elected Offices 

3 Where required by any of the el ted Oftces, the International Bureau will prepare an English translation of the 
report (but not of any annexes) id will transmit such translation to those Offices 

4 REMINDER 

The apphcant most enter the iii one! phase before each elected Office by performing certain acts (tiling translations 

and paying national fees) withii 30 months from the priority date (or later in some OfficesXArticle 39(1 )Xsee also 
the reminder .sent by the intern lonal Bureau With Form PCT/IB/301). . 

Ł::.:

Where a translation of the in ttlonal application must .be furnished to an elected Offlce,that translation must 

contain a translation of any ann tea to 1the international preliminary report on patentability. It is the applicant’s 

responsibility to prepare and l’i tish such translation directly to each elected Office concerned 

For flather details on the appit ilile time limits end requirements of the elected Offices see Volume II of the PCT 

Ł Appllcanrs
 

duida ŁŁ

The applicant a attention is dri in to Article 33(5) which provides that the cnterta of novelty, inventive step and 

;ndustrial applicability desci4is in Article 3 3(2) to (4) merely serve the purposes of International preliminary 

examination and that "any C on actin g Se may apply additional or different criteria for the purposes of decidg  

whether, in that State, the clai: ed invention is patentable or not" (see also Article 27(5)). Such additional criteria 

may, relate, for exaziple to .ex iptions from patentability, requirements for enabling disclosure, clarity and support 

for the:claim.s. .Ł:.

Now and maftg address of the IPEA/ 8 

Ł;...................:.Cormissiow.anA1odu1n,VIrgints22313-145O

Telephone No.(571272-0629Š4Š
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International application No. 
INTERNATIONAL PRELIMINARY IPORT ON PATENTABILITY 

CT/US05/07244 

Ł ’Box No. I Basis of the report 

1. With regard to the language, this re rt is based on: 

inj the international application in the language in which it was filed. 

a translation of the internatiot application into English, which is the language of a translation furnished for the 
purposes of: 

Ł . EJ International search (und or Rules 12.3(a) and 23.1(b)) 
[J publication of the intemi lionel application (under Rule 12.4(a)) 
[J international prellminar examination (wider Rules 5.2a) and/or 5.3(a)) 

2. With regard to the elements of the fate ational application, this report is based on (replacement sheets which have been furnished 
Ł to the receiving Office in response to invitation under Article 14 are referred to in this report as originally filed and are not 

’a,vwxedio this report): 

the Internationalapl1cation originally filed/furnished 

the description: 
pages 1-88 as oH inally filed/furnished 

pages NONE recel ed by this Authority on ŁŁ 
. 

page’ HONE recei ed by this Authority on ’ .. . . 

theclaims: ....
pages 89-9t as or inally filed/furnished 

pages NONE.. . as ax tided (together with any statement) under Article 19 . Ł. 

pages’ NONE - recei ed. by this Authority on  

pages’

NONE. . . recci ed by this Authority on -  . . .. 

The drawings: Ł . . . 
pages

NONE.aAôt  ginally filed/furnished .....
Ł pages’ NONE reed ed by this Authority on  

Ł pages’ NONE reâei ed by this Authority on  

[J a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. Theafl5efldjiieflts have rim li d.in the-cancellation of. . ... . . . ... 

the description, page NONE. 

the cIa1ms,NosjjQ  

the drawings, shocts/ igs NO . ’ . . 

Full 
the sequence lisung pec(i) 

NONE:.,
 anytable(s) related t the sequence listing (specify): NONE ’ 

4. 0 This report has been Østablishe as if. (some of) the amendments annexed to this report and listed below had not been mad; 
ave’ since they h been censidere togo beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 10.2(c)). 

[]the description, pug  

0. ... the cIaims,.Nos.._.  

the drawings, sheets figs. _. 

0 the sequence listing specify) 
0 any table(s) related the sequence listing (spec(y) 

s.

This report has been establish I taking into account the rectification of an obviousmistake authorized by or notified to this 

Authority ’under Rule 91 (Rule 70,2(e)), 
* If item 4 applies,someorall ofthc se sheets inczy be marked "supersededFormPCTILPEAI4O9(BoxNo.!)(April07)3
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International application No. 

INTERNATIONAL PRELIMINARY tEFORt ON PATENTABILITY. 
PCT/US05/07244 

Box Noi VIII . Certain observation on the International application 

ThC following observations on the clarity of the claims, descziption, and drawings or on the question whether theclaims are fully 
supported by the description, are made: ...

Claims 1,4 and g objected to as lacking e jty under PCT Rule 66.2(a)(v) bccaise theclelma are not fully suppo1cd by the description. 
The tlescnption does not disclose the clair d Invention In a manner sufficiently clear and complete for the claimed invention to be 
carried out by a. person skilled in the artb. ause behavior disorders, including all of the disorclerdisolosed in claim 4, are not shown 
to be treated by all i-amlnocycichexane c npounds Icnownin the art or that have not even been discovered yet. 

....Claims...and .8 are objected toder, bile 66.8)(v) as lacking clarity under P Article 6 because the claims are indefinite for 
the fullowing reason(s): the term "1-amin yclohexane" can apply to all types of derivatives and compounds that are .ezrent1y known 

as well as those that have not been discovi ,edyet. . ŁŁ ...

S 

FOm PCVIPEAJ4O9 (Box 14o. VIII) (d 612007) .

5 
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IntcMations]l application 
INTERNATIONAL PRLJMINARY REP

 IT

ON PATENTAI1ILITY PCT/US05/07244 

Supplemental Box 

16 case the space In any of the preceding xes is not sufficient. 

Continuation of 

Continuation of IPC 
AWN 33/O0( 2006.01),33/02( 2006.0 1);A I K 31/13( 2006.00,31/16( 2006.0 I) CC 211* 2006 01) 

V. 2. Citations and EXPIUSIIOUai ..: 

Q) Claims I and 4 lade novelty nd PCTAzticle 33(2) as being anticipated by Wang at al 

Wang at al. teach novel amhioadamaæ e dØiivatives that treat neurological diseases incicdingA1zhelinets disease, depressIon and 

anxiety (see abstract), in which the co ositiosis of the compounds are administered 55 a phannacculical composition whba suitable 

#  .. 

carrier,(seecolunui 7, lines .9-15), . . . 

Claims 1 and 4 lack an inventive step der PCT Aziicic 33(3) as being obvious over the prior art as applied In the Immediately 

preceding paragraph. 

(2).’ Claims l and 4.Iack novelty vi PC? Article 33(2) as being anticipated by Fogel 

Fogel teaches a method of treating a touts. of tdive dyskinesin or symptoms of neurobpllc-in4uced idIve movement disordeis in a 

subject comprising administering tine, wherein the tardive dyskinesia Include impaired cognitive response or irregular invohmtaiy 

movements (i.e. aberrant motor ictivit ; see claims 1-6). A pharmaceutical carrier is inherently taught being that mernantine is. 

administered to humans (see column 5 ii its entirety). 

’Claims 1,2 and 4 lack an ’inventive ste unier PCT Article 33(3) as being obvious over the prior an as applied lithe immediately 

preceding paragraph. 

(3) ’Claims 1-35 and 6 lack novel under PCT Article 33(2) as being anticipated by Thomsen et at 

Form PCT/IPEA/409 (Supplemental Be (April 2007) 
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Ł . . . .... .. . international application No. 
INTERNATIONAL PRELIMINARY RE RT ON PATENTABILITY PCTIUS05/01244 

Supplemental Box . 

Thomsen et 4 teach a synergistic phannac utleal composition for treating mild cognitive impairment or dementia comprising a 
therapeutically cffethve anaitint. of donepe and memanime (see claim 1). Salts of the compounds are acceptable (see page 3 lines 22-
24) and the compositions can be combined ’lila pharmaceutically acceptable carrier (see. pageS, line 17). A elmer’s disease have the 
following symptoms dementia,deficits In tion (language, mancry motor skills) depression insomnia, hallucinations emotional 
orpilsicaitbunes, aggralon, agitation, abnonnal eating, and weight loss (see page 3 last 2 lines to page 4, lines 1-9). 

Claims 1-3p 5  and 6 lack an Inventive step nderPCT Article 33(3) as being obvious over the prior art as applied in the Immediately 
preceding paragi.i0b. . . . . . . . : .  . . . 

(4) Claims 1,2 4 and Slack novelty er. PCI Article 33(2) as being anticipated by SInister ci al 

Sinister etal. teach a method to treat corn Isive behaviors in humans, for example, those thathave been said to be a manifestation of; or 
related to, obsessive-compulsive disorder ch as aggressive behavior such as self-directed aggression (see column 4, lines 34-35) with 
NM1)A receptor antagonists (See abstract) chas compounds known as aiykyclohexjfainines like memantine (see column 6, lines IS-
30).’ coisip’sitheis can be.coxnbined.lit phednriccutically acceptable iers.(seŁ colisim 11, llnes.1-37). The amount of the 
.com nod will vary depending op the size age, body weight, general health, sex and diet of the host, and the 11am of administration, the 
biological half-life of the compounds and e particular characteristics and symptoms’ of the dsoi’der to be treated Adjustment and 
manipulation of established dose. ranges well within the ability of those ot’skill in the art, and preferably minimize side effects and 
toxicity (see column II, Ilnez 39-46). 

.  

. Ł(1ajns l Z.4 and .3 !dkjn Łlnventjve.undo’ PCI ArliÆta 33(3) as being obvious aver the prior art as applied in the immediately 
preceding paragraph. ...Ł . . . . . . . . 

(5) . Claim 3 lack an inventive step no rPCT Article 33(3) as being obvious over Fogel as applied to claims 1,2 and 4 in view of 
Vogels et al. Ł. .. . . . . . 

Fogel teachings has epliàdto claimi.l, aiti 4 above, 
. . .. . .. . 

Fogel does noueaeb thC hydrochloride t of memantine.. . . .. . . . . . .: . 

Vogels 
etal. 

teach mcsnantlnc.hydrâchlo ’do is a noncompetitivó NMDAruccptor antagonist (sac title and page 821, columit I, second 
paragraph, line 1)....... .. .. . . . . .Ł 

To one of ordinWAdf in theati it woe be obvious to combine the method of Fogel and use the hydrochloride salt because the salt is 
aim 

an effective NMDA reaeptor.antag ist. .. . .Ł.Ł.. .. . . . . 

(6) Claim 10, II and 12 lack an hive twa step under PCF Article 33(3) as being obvious over Shuster et el as applied to claim  in 

view of Vogris at at . . Ł. . . . . .. . 

Shpater at al. imehi are as applied to.. born 8 above. . . . . . 

Shuster etal. doesnet teach thehydmłch Odds salt of memantine, nor the specific amounts of memnantinc as disclosed In claims 11 and 
12. 

,  Vogels eta!, teach mcmentixic byclrochl ride Is a noncompetitive NMDA receptor antagonist (see title and page 821 column I second 

Łpsh line 1). ... . Ł .. Ł . . . ... . . . 

To one of Ordinray skill in the art itwo be obvious to combine the method of Shuster at a!, and to use the hydrochloride salt because 

thà salt is also an’effectivc..NMDArcce Los’ antagonist 

loom of ordinary skill in the art It wo Id be obvious to combine the method of Shuster et al, and to administer the specific amounts of 

metnantihe 
as 

disclosed in claims it an 12 because Shuster et al. teach that the amount of the compound will ’vary depending on the 

size, age, body weight, general health, x and diet of the host and the time of administration, the biological half’.life. of the compounds Ł Ł Ł 
and. the particular charactcristicsand a trans of the dlsos’der to be treated. Shuster via)., additionally teach that adjustment and 

Ł manipulation of established dose range arc well within the ability of those of skill in the art, and preferably minimize side effects and 

toxicity (see column 1.1, lines 39-46). 

(7) Claims and 7 lack an invent! step under PCT Article 33(3) as being obvious over Thomsen cm at, as applied to claIm 1-3,5 

and 6 in view of Street et at 

Ł Ł Thomson et al. teachiims are as simile to claims 1-3,5 and 6 above.  

Form PCT/IPEAI409 (Supplemental Ba (April 2007) 
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Thomsen at al. does not teach the admi atlon of an antipsychotic, specifically an atypical antipaychotic 

$treetct at teach patients with Alzhelmer iscase commonly ,exhibit psychosis and behavioral disturbances such as agitatioWaggreacon 
Ł and hallucinations according to thc Neuro chiatric Inventory clinical scale of greater than 3 .with an atypical sntipsychotic (see page 

Ł 968, background and method; page 914, minent, paragraph 1, last 3 lines). 

To one of orcIiny skill in the art itwooki a thvxms to combine the method of Thomsen at at and to administer an atypical 
antipsychocic with the method of Thomse etal. because atypical anilpsychoiio are effectively administered to treat psychosis exhibited 

Ł . by Alzheimer’s disease... . Ł.. . . 

Ł . (8) Claims 16.18 lack an inventive a under PCT Article 33(3) as being obvious over Shuster etal. asapplied to claim Sin view of 
,tretetal. 

Ł Shuster at at. teachings areas applied to c. aim 8 above. 

Shustaretal. .docs:notteach wherein the itation isassociated with Alzheiniez’s disease or that the subject is concuarently treated with 
an antipsychotie. Shuster et al. also does teach wherein the subject has a score of greater than or equal to 4 according to the 

.  Neiropsychiatric Inventory clinical scale 

Sutetal. teach patients wlthAlzhei,n disease commonly exhibit psychosis and behavioral disturbances such as ngltatioWaggrnadon 
and hallucinations according to the He psychialric Inventory clinical scale of greater than 3 with an atypical antipsycbctic (see page 

Ł 968, background and method; page 974, mment, paragraph 1, last 3 lines). ....... 

To one of ordinary skill in the art It won be obvious to combine the method of Shuster at a] and that the agitation Is associated with 
AIsiióimeis disease because Street Ct at h that Alzheliner disease commonly exhibit psychosis and behavioral disturbances such as . 
agitation’aggression (seepage 968, back mid and method). . . . 

:,To:ow-ofpnJineryskiUinthewtitwou be obvious to combine the method of Shuster at al. and that the stibjectwconcisrently treated 

with an aritipsychotir and has a score of icr than or equal to 4 according to the Nmiropsychistric inventory clinical scale because 

btctei at teach atypical antipsychotic effectively administered totreatpsychcsls in patients having a score according to the 

Ncuropsychiatnc Inventory clinical scsi of greater than 3(5CC page 968, background mid method; page 974, comment, paragraph I, last 

3 Iines) (Thus, oseskifled In thc art it. Id be obvious to combine the method of Sinister at at. and Sircetet al. In order to treat the 

aggression In Alzlieuraui’s patients 

( Claimsi3and 1$ lack  iavCn estepunder.PCTArticló 33(3) as beingobvious over Shuster at at. 55 applied to claim S In 
View of Stephens eta] 

Shuster ci at teachings arc as applied claim S above 

Shuster eta! does not teach wherein agitation Is associated with a disorder selected from claim 13 specifically pediatric disorder 
disck,sedunclaim 15 

#  . 

Ł Stephanset at teach aggressivebehav tithes been reported as a clinical problem in attention-deficit hyperactivity disorder and 

Łobaeasive.compulsive. disorder in cliii n.(see page 1036, background and conclusion). . . .. 

To one of ordinary skijI in the wt it uld be obvious to combine the method of Shuster cml and wherein the agitation is associated 
:witha disorder selected frontclaim 1.3 specifically pediatric .disorder .disclosed in claim:15 because Stephensct at. teach thataggresslon 

has been reported as a clinical proble in attention deficit hyperactivity disorder and obsessive compulsive disorder in children (see page 

Ł : 1036, background and conclusion). Ł Ł . . 

Ł (I0) Ł Claims13 and 14 lackan mv ’vestqp under PCTArticle 33(3) as being obvious over Shusteret al. as applied to claim  in 

vlewofMaraxvti eta] 

Shuster at a!, teachings are as applied claim S above 

Shuster etal. does not teach wherein eagitation is associated with a disorder selected from claim .13, specifically wherein the mood 

disorder is schizophrenia or bipolar d order, 

Marazziti at a! teach that 20 3%ofp ts with obsessive-compulsive disorder have bipolar disorder and that one of the main 

obsessions was aggression(seepage. 09, column 1, paragraph land 3). Ł . . 

Form PCT/IPEA/409 (Supplemental Ho )(April 2007) 
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I) FX Cap. I 71 Cap. II 1Xj 

PCT/US2005/007244 
n Internal. Marzo 03 de 2005 

Como resultado del eamen de fondo, realizado con fundamento en el artIculo 45 de 
la DecisiOn 486 de la romisi6n de la Comunidad Andina, se le comunica: 

1. Documentos estudiados 

1 .1. DescripciOn 

1.2. Reivindicac 

1.3. Prioridad 

1.4. Oposición 

2. Modificaciones n 

Folios: 96 a 198 como se radicO inicialmente 

Folios: 199 a 201 como se radicó inicialmente 
Folios: 378 a 379 modificadas 

US No. 60/550,171 del 03 de Marzo de 2004 

Gynopharm S.A. Folios: 268 a 298 
Lafrancol S.A. Folios: 300 a 360 
Respuesta a Oposiciones Folios: 369 a 380 

ptadas (artIculo 34 D.486) 

Modificación en el Capitulo Reivindicatorio: no se acepta el capitulo 
reivindicatorlo moiJificado, ya que las reivindicaciones se estÆn refiriendo a una 
composición farrracØutica y Østas presentan falta de sustento en el capitulo 
descriptivo. 

Por Ia tanto y en donclusi6n las modificaciones realizadas sobre dicho capitulo 
reivindicatorio original, no se permiten, ya que modifican el objeto inicial de 
protecciOn. 

Con base a lo ant nor, no se acepta el nuevo capitulo Reivindicatonio; el estudio 
de patentabilidad e realizarÆ al primer capitulo reivindicatorio presentado por el 
solicitante. 

Exp 2006 099744 



3. Objeto de la inveniOn 

Titulo: 

"COMPOSICIONES FARMACEUTICAS QUE COMPRENDEN DERIVADOS 
DEL AMINO CICLJHEXANO Y UN INHIBIDOR DE ACETILCOLINESTERASA 

PARA EL TRTAMIENTO DE LOS TRASTORNOS DE CONDUCTA 
ASOCIADAS CON LA ENFERMEDAD DE ALZHEIMER". Modificado folio 369. 

El objeto de la preente solicitud de patente de invenciôn consiste en: 

Reivindicacions 1 a 20: MØtodo de tratamiento 

El problema pIantado en esta solicitud es la necesidad de presentar mØtodos de 
tratamiento de 10* trastornos de conducta asociados con los trastornos del 
sistema nerviosos central, especialmente la enfermedad de Alzheimer. 

Para solucionarste problema tØcnico la solicitud en estudio presenta un 

. n o v e d o s o mØtodo para tratar, prevenir, detener, retardar el comienzo yb reducir 
- el riesgo de desarollar, o revertir trastornos de la conducta asociados con un 

trastorno del sisteitria nervioso central. 

El objeto de la invnción definido anteriormente se clasifico de acuerdo con la 
IPC: A61K31/13lA61K31/445 

4. AnÆlisis de la Opoición: (artIculo 43 D. 486): 

4.1 OPOSICION DE BYNOPHARM S.A. (Folios 268 a 298: del 

El opositor argumnta que a la presente solicitud se deberla negar el beneficio 
patentario; ya quE incumple los requisitos de patentabilidad establecidos por la 
Decision 486 de 2000 de la ComisiOn de la Comunidad Andina. 

FUNDAMENTOS DE HECHO: 

40 
 El opositor dice, que la solicitud en referencia refiere a un mØtodo para tratar un 
trastorno de cond icta en un sujeto que lo necesite, que comprende administrar 
una cantidad efec iva de un 1-amino ciclohexano (clorhidrato de memantina) en 
un vehIculo adectiado para su uso farmacØutico. 

Se debe advertir que las reivindicaciones se refieren a un mØtodo de tratamiento; 
y de acuerdo a l normatividad vigente los mØtodos de tratamierito no son 
patentables. 

Ahora bien, el op4sitor dice que aunque el objeto reivindicado no es objeto de 
protecciOn, la conposicion farmacØutica que comprende un 1-amino ciclohexano 
en un vehIculo; antes de la fecha de prioridad de esta solicitud, se encuentra el 
siguiente documeito que afecta la patentabilidad de la presente invenciÆn; este 
es: I 

1. D1= WO 03/11458 del 11 de Diciembre de 2003, revela: 

Una composicOn que comprende una cantidad eficaz de un inhibidor de 
acetilcoli nester sa y una cantidad eficaz de NMDA-antagonista (Pag. 3 lInea 

Exp 2006 099744 I 



31 a pÆg. 6 linE 
de tratamiento 
de AplicaciOn I 

4.2 OP 

26). Por 10 tanto esto verifica que no es novedoso el modo 
i la composición farmacØutica y la solicitud en general crece 
1ustriaI. 

.AFRANCOL S.A. (Folios 300 a 360; del 31 

El opositor argumnta que a la presente solicitud se deberla negar el beneficio 
patentario; ya qUE incumple los requisitos de patentabilidad establecidos por la 
Decision 486 de 000 de la ComisiOn de la Comunidad Andina. 

El opositor dice, c 
trastorno de cond 
administrar una 
neramexano) en 
acetilcolinesteras 

.  niegue el privile 
argumentos: 

1. El capitulo rely 
una improcech 
mØtodo de tral 

’e ía solicitud en referencia refiere a un mØtodo para tratar un 
eta asociado a Is enfermedad de Alzheimer, que comprende 
ntidad efectiva de un 1-aminociclohexano (memantina o 
ombinaci6n con una cantidad efectiva de un inhibidor de 
(Donepezil) 0 un antipsicOtico atipico. El opositor solicita, se 
io de patente; tal como se demuestra con los siguientes 

dicatorio (en sus 20 reivindicaciones), incurre claramente en 
cia de patentabilidad, ya que refiere especificamente a un 
miento. 

2. Existen diverso documentos que pueden desvirtuar tanto la novedad como 
el nivel inventiAo. Los documentos son: 

(a) WO 03/10145 del 11 de Diciembre de 2003, la cual revela un tratamierito 
para el deteri 10 cognitivo leve o (MCI) y para diferentes tipos de demencia 
como el tipo Alzheimer. Un grupo de los med icamentos alli mencionados son 
los inhibidores de acetilcolinesterasa entre los que se encuentra el Donepezil 
y otro grupo s n los antagonistas de NMDA, de los cuales la memantina es la 
mÆs represen ativa. AsI que la combinaciOn de la solicitud colombiana ya 
habia sido su. erida. 

De esta marlera, e irrefutablemente, puede afirmarse que la solicitud 
colombiana e(i tramite carece totalmente de Novedad, puesto que toda la 
informaciOn las caracterIsticas del mØtodo terapØutico que se reivindica, 
se encuentraifi absolutamente contenidas y descritas en el estado de Is 
tØcnica. I 

(b) La pubIicaciOif cientIfica (Abstrac) "No Interaction of Memantine with 
AcetyIcolinestrase Inhibitors Approved for Clinical us" (Febrero 11 de 2000),-
revela 000);revela (ver fotiif) 305). 

(c) La pubIicaciOncientifica (Abstrac) "Tolerability of Memantine in combination 
with Cholinesterase in Dementia therapy" (Marzo de 2003); revela (ver folio 
306). 

(d) La pubIicacióncientifica (Abstrac) "Memantine for the treatment of Dementia" 
(Agosto de 203); revela (ver folios 306 y 307). 

Como se pude observar en las tres publicaciones cientificas (b, c y d), 
contienen argmentos que sustentan la combinaciôri farmacologica entre la 
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Memantina 
desvIrtüa el 
(reivindicack 

inhibidores de 
Nivel Inventivo 
esi a3,5y6). 

i 
ZI Ia acetilcolinesterasa (Donepezil); lo  

del contenido del capitulo reivindicatorio 

(e) US 5,334,6181de1 02 de Agosto de 1994; revela: el uso de la Memantina y 
antagonistas ?MDA, para tratar enfermedades degenerativas neuronales 
como Ia enferedad de Alzheimer. 

(f) WO 03/0400814 del 15 de Mayo de 2003; revela: el uso de derivados de 1-
aminoaIquiIcicohexano en el tratamiento de desordenes de la ansiedad y la 
erifermedad cle Alzheimer. 

(g) Wa 01/982531de1 27 de Diciembre de 2001; revela: el uso de derivados de 1-
aminoalquiIcicohexano en el tratamiento de la ansiedad, desordenes del 
apetito y deprsiOri la enfermedad de Alzheimer 

(h) US 2003/207 81 de Noviembre 06 de 2003; revela: compuestos tipo 
adamantanarr inas Otiles en el tratamiento de la enfermedad de Alzheimer, 
depresiôn, de orden bipolar y esquizofrenia. 

(i) WO 03/03946 3 del 15 de Mayo de 2003; revela: entre otros compuestos la 
Memantina pa a el tratamiento de desorden bipolar, depresiOn, esquizofrenia, 
desordenes cle ansiedad. 

En conclusion, la 5olicitud colombiana incurre en una directa improcedencia de 
pateritabilidad al ieivindicar un mØtodo de tratamiento, para trastornos del tipo 
Alzheimer. Care iendo totalmente de Novedad y Nivel Inventivo [as 
composiciones re eladas. 

FUNDAMENTOSDE DERECHO: 

Son fundamentol de derecho el Capitulo I, artIculos 14, 16, 18 y 20 literal d) 
(Requisitos de Pa entabilidad) y el articulo 42 (Oposiciones) de la decision 486 
del 2000. 

a PRUEBAS: 

Se anexan las pulicaciones anteriormente descritas. 

4.3 RESPUESTA DEIL SOLICITANTE MERZ PHARMAGMBH 
OPOSITORES G’’NOPHARM S.A. Y LAFRANCOL S.A. (Folios 369 a 380: del 
23-07-2008): 

El solicitante se prmite manifestar: 

1. Presenta un nuevo capitulo reivindicatorio modificado, dirigido a uria 
ComposiciOn farmacØutica, que comprende un derivado de 1-amino 
ciclohexano c  un vehiculo farmacØuticamente aceptable. 

2. Realiza el 
"COMPOSICIO 
AMINO CICLOF 
TRATAMIENT( 
EN FERMEDAE 
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ES FARMACEUTICAS QUE COMPRENDEN DERIVADOS DEL 
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El solicitante se cpone a los escritos de las Oposiciones, ya que el solicitante 
considera que si.j solicitud si cumple con los requisitos de patentabilidad. Y 
responde a los arumentos de cada uno de los opositores: 

1. Argumentos p esentados por el Qpsitor 1 GYNOPHARM S.A.; el solicitante 
se permite de ir: 

- Con el nuevo capitulo reivindicatorio, quedan subsanadas Is mayorIa 
de las qbJeciones planteadas en cuanto a la materia patentable, toda 
vez quo la solicitud esta ahora en tØrminos de una composición. 

La fata de Novedad por el documento D1= WO 03/101458, queda 
subsan da, ya que la composiciôn de la solicitud no habia sido 
revelada en el mismo; y frente a la aplicabilidad industrial, at cancelar 
las reiv ndicaciones de mØtodo de tratamiento la invención cubre un 
produc a (composiciones) que son susceptibles a ser producidas a 
nivel industrial. 

2. A los argumetos presentados por el Ołositor 2 LAFRANCOL S.A.; el 
solicitante se bermite decir: 

- Con el nllAevo capitulo reivindicatorio, queda subsanada la supuesta 
improcedncia de patentabilidad; ya que ahora se encuentra dirigida a 
una comosición farmacØutica. 

La supueta fata de Novedad par el docurnento D1= WO 03/101458, 
queda susanada, ya que la composiciOn de la solicitud no habia sido 
revelada n el mismo. 

El oposi 
afectan I 
con el ni. 
requisito 
de mØtoc 
sido reve 

4.3 RESPUEST 
GYNOPHAF 

r ademÆs, menciana otros artIculos y documentos que 
patentabilidad (folios 320 a 353); y de los mismos dice que 
vo capitulo reivindicatorio se cumple cabalmente con los 
de patentabilidad; ya que se cancelaron las reivindicaciones 
y ademÆs porque la composiciOn de la solicitud no habia 
da a anticipada par ninguno de los documentos anteriores. 

)POSICIONES DE 

Esta oficina consiiera que las Oposiciones presentadas porGYNOPHARM S.A., 
PROCAPS S.A. VPROCAPS S.A., tienen fundamento y que para una posible 
evaluaciôn de ptentabilidad se tendrÆn en cuenta los documentos por los 
opositores preserjtados. 

5. ExcepciOn a la palentabilidad (artIculo 20 D486 literal d) 

Las Reivindicaciofies 1 a 20, reclaman mØtodo de tratamiento, y de acuerdo con 
la Iegislacion Cokimbiana, los mØtodos de tratamiento no se consideran pars 
protecciOn par pafente. 
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