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Fecha de presentacién 14 de abril de 2003

Yo, Emilio FERRERO, obrando como apoderado de la sohcitante en
el asunto antes identificado, atentamente presento el reporte del examen
prehminar de la sohicitud de patente internacional No PCT/EP01/11764
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From the INTERNATIONAL BUREAU .

PATENT COOPERATION TREATY

P CT Tor
NOTIFICATION OF TRANSMITTAL
OF COPES OF TRANSLATION |
OF THE INTERNATIONAL PRELIMINARY Eingang CD Patents
EXAMINATION REPORT BOEHRINGER INGELHEIM PHARMA KG
A Patonte
(PCT Rule 72 2) 55216 Ingelheim am Rhein 11 Juls 2003
Germany 33 esatie e
Dato of maiting {day/manth/year)
28 June 2003 (28 05 03)
Applicant’s ar agent's file raference
intsrnational application Na. internatiame! fillng dase {day/month/year)
PCT/EP01/11764 11 Qctobar 2001 (11 1001)

Applieqnt
BOEHRINGER INGELHEIM PHARMA KG

1 Tranamittal of the transiation ta the applicant.

Tha [nternational Bureau transmits herewith & capy of the English translatfon made by ths
Internatlonal Bureeu of the international preliminary examination report established by the
intarnational Praliminary Examining Authority

2 Transmittal of the copy of the translation to the elected Officas

The Intemnational Bureau notifiss the applicant that coples of that transiation have been
transmitted to the follovang slected Offices requiring such transiation

CA.CNJP,KP.KR

The following ejected Offices, having walved the requirement for such & transmiital at this time,
wilil receive copiss of that translation from the Intematlonal Buresu only upon their request

APEAEPAEAG,ALAMAT.AU,AZBA,BB,BG,RR,BY,BZ,CH,CO,CR,CU,C2,DE,DK,DM,DZEC,EE,
£S,F|,G9,GD,GE,GH,GM,HR,HU,ID,IL,IN,IS KE,KG,KZ,L.C LK LR,LS,LT LU,LV,MA MD,MG, MK,
MN,MW,MX,M2Z,NO N2,PH,PL,PT,RO,RU,SD,SE,SG,S),8K,SL.TJ,.TM,TR,TT,TZ,UAUG,UZ,VN YU,
ZAZW,0A

3 Reminder regerding trapsiation Into {one of) the officlal language(s} of the elected Office(s)

The applicant is ramincad that, where a translation of the Internatianal application must he
furnished to an ejected Office, that iranslation must contaln 2 transistion of any annexes to *he
Interna.ional preliminary mamination report

It Is the appticant's responsibility to prepare and fumish auch trapslation directly to eech elected
Office concerned (Rule 74 1} See Volume |l of the PCT Applicant's Guide for further details

'ﬂ!; Intemato ::" B&"‘ au of WIPO Aurthorlaed offizar

chemin ombattes
1241- 1 py and Héldne CAMPIN (Fax 338 8970)
Facsimils Na {81 22) 740 14.36 Telophona Na (41 22) 338 9718

Form PCT2i8/38a (July 1098) 6720323
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““)o INTERNATIONAL PRELIMINARY EXAMINATION REPORT
(PCT Article 36 and Rule 70)
Applicant’s or agent's Sls refevence SeeNotficaticnof Transmitalofintemanonal Prolzurary
1/1153-PCT(M) GF/gl FOR FURTHER ACTION  gepmmerion Report (Form FCTAPEAK 16)
Internanional applicasan Na International fihng date (dawhionii/ear) | Pronty date (dayimonth/pear)
PCT/EPOL/11764 11 October 2001 (11 10 01) 14 October 2000 (14 10 00)
Intzmations] Patent Clasnfication (TPC) or national clessficancn and IPC
CO7D 233/50
Applicant

BOEHRINGER INGELHEIM FHARMA KG

1 This internations] prelimmary exammation repert haa been prepared by this Inpernshional Preltmsary Exeminmg Authority
snd Is twnpmitseed to the spplicunt secordmy to Asticle 36

12  ThsREPORTeonumsofatomiof 5 shesta mehidmg this cover sheet,
D Thus report is alic sccompenied by ANNRXES, |8, sheets of the deacription, clalmy snd/or drywings whuch have been
amendad and ar the bans for this repact and/or sheety contalmung rectifications made befors this Autharity (sce Rule
70,16 and Section 807 of the Admunierative tnstryotions undes tha PCT)

These aomexes consiztofatotalof ____  sheetr

3 This report conbums 1ndicanons relatng 12 the following irems:
I g Busis of the report
1] Pronty
m X New-establishawnt of apmuom wich regand i novelsy, inventive step &q industriel appliczbiliy
v [] laekofuplyofiovendon

eaumed statement under Ardcle 35(2) with regard to novelty, mvenm {ndusnial spplicebilicr
v X :mlmuduplmwnppﬁnsummml R Ve R o w

vi [] Cotain docoments cired
yo [] Certun dafiets oy the intemational applicaton
vim []  Certam obeervasions en the stermanonsl spplicanon

Dez2 of nubonselon of the demand Desz of completion of thas repert

03 May 2002 (03 05 02) 11 November 2002 (11 11 2002)
Nerne end muling address of the [PEA/ER Ac-torized officer
Facwmils Na Telephone o,

Por PCT/IPEA/DS (cover shes?) (July 1998)
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Internananal appheation No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/EPOV/11764

L Basis of the report

| With regand o tha elements of the wnternanonal spplreation *
E the miemasional apphcation as originally filed

B the descrapeion
pages -2 » & onginally filed
pages 2 filed wath tha demand
paget , filed werth tha latter of

E the clatmy
pagas 118 , s erigmally filed
pages » 08 amemded (together with eny siatement under Acticle 19
pags s flled wath the demand
plges , fiked wath tha lester of

El the drawings
pages s origmally filed
page filed with tha demand
pages , {iled with the letter of

[ ] the sequence Nsting pars of the description
pgs , o ongnally filed
iss , Bled with the demand
pages , fited with the [aiter of

1 With regard 1o the lan 4/l the elementy macked above were avaitabls or flsrnished to this Authorl-y {n the lenguaga 10 which
ﬁehuntinﬂq:pkgze' van flied, uniass otherwise indicated undar s 1pem. i
These elemants were avallable or firmithed to this Authorrty m the fbllownng langyage whichir

the language of s traoslatiem firmished for the porposes of Intermarional seareh (under Rals 23 1().

the langz-ge of publicanon of the {zrernations! applicanon (umder Rule 48 3(b)).

the language of the runslation furmshed for the purposas of mrsmetoral prelipnary exsrmneton (under Rule 55 2 and/
af 54.3)

th reard o any pucleotide and/or amino acld sequence disclased in the ineypanonal spolieation, th~ miermananal
liminary examzation was caned out on *he basis of the ;qmce Usrag: -

eonteined 1 the mezmanional sppieaton in wertten form.

filed cogether with th mzemeticnal agplication m conmayter readable form.
firmshed subsequent]y to this Authanty i wnrten form.

fumished scheequently to this Authensy i computer readable form.

The satemart that the suhsecusmly fiymnished wniten sequecce hsung does not go beyond Hhe disclogu-e in 22
wiernational sppheation as fled has been famished

The statenene that the afomoanon recorded m camputer reedable form s [dentical to tha wrizten sequence lisung has
been firnished.

O]

5

£
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The amendmenis have rasulted 1 the cancellanen of
the daseripior, peges
the claj=s, Nos.
the drawings, sheetaflg

5 D ‘This repart Las been estab'ished 43 of (soree of) tha smendmeus had not been made, xince they have been ¢onsidered t go
beynnd the chsclosure as filed, as ridicated m the Supplementsl Box (Rale 70,1(c)) **

* Raplocamert sheets wiicd kave been furn.shed lo the recmving Office in response fo on invifaion under Article 14 are referred fo
mdm;a n}pm ar “criginolly flled" and ore not annexed io th.s report since they do not conteln amendments (Rule 70.16
&

+* {ny replacement shes® coniziring such amendments wust be referred to wnder item 1 and armexad 1o this report

Form PCTAPEA/409 (Box ) (July 1998)
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCTI/EPO01/11764

IIL New-establishment of npinion with regard to nevelty, inyentive step and ladustria) appliesbilley

quasans whether the clafmed in appears ko be
"“"’""‘leleﬁleluwnnthn;n.ﬂmhmﬂb waval, 1o kavalve an inventive step (2 be a0 obviots), or io be

(] theeatre temertonat applieatisn

E ¢laims Nos. 1

becauss

the sad nternarional applicadion, or the sad ela
E reinte ngn ﬁ:lbwm; subyject m;l; which d;uu::lnl:dn m intoenatjonel wdmmsuTmm{m {apecly)

Sees supplemental box

S LT S

the cla sidcl suppored
D ce mn;l;mn m:"r: ﬁgnﬂul opinjon ecyld be formed. 7= 40 madequetely

(] o intemational sewreh report has been estabhehed for swd clatms Nos

1 A meaaingfil interaadoaal preliminaty examination cannot ba carned out dus o the tulure of the nucleatids and/or enino acd
seqeence limng to comply with the sundard provided for in Annex C of the Adrnimstrative Instruchons,

D the wrizen forr has not been furnished or does nat comply with the sadard,
D the computer readable form has 20t been furushed oy docs aat comply with the pandard,

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



Intzmational apphication No.

Supumaml Box
{To Se used when the space 1n sny of the preceding booes s uot sufBiclznt)

Continvatica ol LII

Claam 18 refera to a method for treatment of the animal
or human body, hence no prelimirary examination is
requirxed (PCT 67 1{iv) The PCT does not have uniform
criteria for assessing the indugtrial applicability of
Claim 18 ir its present form Patentability under
national patent laws may depend on the wording of the
claims The BPO, for example, daes not recognize the
industrial applicapility of claims to the medical use of
a compound; it does, however, allow claims to the first
medical use of a known compound or to the use of such a
compound in the manufacture of a drug for a »~ew medical
application

Formp PCTAPEA/{DY (Supplemental Box) (Januacy 199-)



Internanona] apphestion ho.
INTERNATIONAL PRELIMINARY EXAMINATION REFORT POT/EP 01/11764

Y Rensoned statoaent under Articls 35(2) with regard to novelty, inyeative stop or Industrial applieabllity,
citations and explsnations supporting such stxtsment

1 Staloment
Novelty (N) Clams 1-18 YES
Claima NO
Invantive siep (15) Claims YES
Clamu 1-1i8 \O
Industral anpheabllity (LA) Clatms 1-17 YES
Clalms \0
2 Cliationy pnd explanationa

As far as the international pearch report and the prior
art oited by the applicant in the description are
concernsd, compounds (I) and (II) according to Claim 15
differ with respect to document 2P-h-0 081 924 (D2) and
with respect to document DE-A-28 0§ 811 (D3), in that tra
m-amino group is substituted differently, document WO-A-
96/32939 (D1), in particular the overlapping areas of tre
preferred substituent definitions at the bottom of page 5,
differ on the basis of the preseant definitlon o2 R!
(compared to R'sd,Me) or on the basim of the disclaimer in
the present Claim 1 The requirements of PCT Article 33{2)
are thus oonsidered to be satisfied for Clairs 1-14 anc
15-18

The invertion consists in the use of the compounds of
Formulae (I) and (IZ) to produce medicaments for treat.ag
bladder and stress Ilrcontirence Document D1 describes a
glmilar activity Tne applicant has not damo—~strated ar_
unexpected effect with ragpect to tne closest drior axt
(D1) Furthermore, reference is made to the fact that t-e
prasent ccmpounas (I) and (II) have no common structural
feature with respect to D1 that could form ths bhasis for
any 1mproved actavity That aleo raises tna cuescion el
whether all compaunas of Formulae (I) and (IZ) also solva

Pormi PCTAPEA/DY (Box V) (fanmarv 1994)
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the problem addrepsed by the application or ghow the
desired activity The requirements of PCT Article 33(3)
are thus not considered to have been satisfied for Claims
1-14 and 15-18

Finally, reference is also made to the abmsence of a
reaction sequence in the description o1 page 14 and 1
process Claim 17, which ip only implicitly mentioned in
back reference to (D1)

Farm PCT/IPRAMDY (Box V) (Iaouary 1994)



