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Solicitud de Patente de Invencidén titulada: “FORMULACIONES DE MATRIZ ORALES
QUE COMPRENDEN LICARBAZEPINA”. '
Solicitante: NOVARTIS A.G.

RESPUESTA AL OFICIO N°, 13579 NOTIFICADO

POR FIJACION EN LISTA No. 416, DE FECHA 24 DE NOVIEMBRE DE 2006,
(EXAMEN DE FORMA)

CARLOS R. OLARTE, mayor de edad y vecino de Bogot4, identificado tal como aparece al pie
de mi firma, en mi caréicter de apoderado de la sociedad en referencia, me permito dar respuesta
al auto emanado de ese Despacho, dentro del término legal previsto en el articulo 39 de la
Decisién 486, en los siguientes términos:

1. En respuesta a la tinica observacién del Examinador, me permito aclarar al despacho que
la presente solicitud entra en Fase Nacional Capftulo I y po Capftulo II como inicialmente se
presentd. Para tal efecto, adjunto copia del Reporte Preliminar Internacional de Patentabilidad, el

cual, valga la pena aclarar, no contiene anexos.

Atentamepte,

OS R. OLARTE
C.C.N®. 79.782.747 de Bogoté
T.P. 74.295

Anexos: Copia del Reporte de Examen Preliminar Internacional.
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PATENT COOPERATION TREATY

PCT

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY

(Chapter I of the Patent Cooperation Treaty)
(PCT Rulo 44bix) '
Applicant's or agent’s [ile reference FOR FURTHER ACTION See itom 4 below
PN/4-33689A
Iniernational application No. International filing date (daymon/Nyear) Priority date (duwmonth/vear)
PCT/EP2005/002888 21 March 2005 (21.03.2005) 22 March 2004 (22.03.2004)

International Patent Classificuiion (8th edition unlesa alder edition indicated)

See relevant Information in Form PCTAGA/237

Applicant
NOVARTIS AQ

1.  This international preliminery repon an patentability (Chapter I} is issaad by the International Buresn on behalf of the

Intemntionel Searching Authority under Rule 44 bis.1(g).

2. This REPORT consists of a total of 7 sheets, incloding this cover sheet.

In the sttuchod shevts, any referenco (o the wrlilen opinlon of the Inlemational Scarching Autharity should be reud es & aforence
to the international preliminary report on patentability (Chapter [) instead.

3.  This report contains indications relating to the fallowing itama:

g Box No. [ Basis of the repont

D Bux No. 1 Priority

] BoxNo.m Non-establishment of apinion with regacd 1o navelty, inventive stop and industrial
spplicabllity

[] Boxmo.1v Lack of unlty of Invention

D4 Boxde.v Ressoncd salcment under Article 35(2) with regard o novelty, inventive sicp or industrial
applicability; citations and explanations supporting such statsment

[] BoxNo. w1 Certain docaments cited

[] Boxwo.vn Certain defcts in the intornations] appHcation

D Box No. VIII Certoin obucrvutions on the intermations] application

4. The Intcrnational Borean will communicats this report to designated

Offices in accordance with Rules 445ir.3(c) and 934is.1 but

pot, except where the epplicant makes an uxpress request onder Articls 23(2), before the expiration of 30 months from the priosi

dute (Rule 44bis .2),

Dute of issnance of this ropart
28 September 2008 (28.09.2008)

The Intemational Bureou of WIPO
34, chemin don Colombeties
1211 Geneva 20, Switzarland

Fucximilo No. +4] 22 338 #2 70

Authorized officer
Yolalne Cussac
e-mail: pit 1 @wipo.im

Form PCT/IB/373 (January 2004)
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From the
INTERNATIONAL SEARCHING AUTHORITY
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pecD 14 JUN 2005

WIPO PCT
To: ‘PC
' WRITTEN OPINION OF THE
see form PCTASA220 INTERNATIONAL SEARCHING AUTHORITY
(PCT Rule 43bis.1)

Deate of maling

(dapironthimsr) wsaform PCTABAR10 (second sheet)
Applicant's or agent's flie reference
s8¢ form PCTABAR20 leimm"
Intsationad appiication No. international filing dete {danonthiear) Priority date (caynomiivesr)
PCTEP2005002088 21.03.2005 22.03.2004

AB1KBR22, AB1K926, AG1K31565

Imomadionsl Patent Clasalffication {IPC) or both national dlassification: and IPC

Applicant
NOVARTIS AG

2. FURTHER ACTION
wiitten opinion of the intemational P

will not be so conskdered,

whichever explres iater.
For further options, see Form PCTASAZ20.

1. This opinion contains indications relating to the following ltems:

Non-esiablishment of opinion with egard to novalty, inventive step and Indusirial applicablity

Reasoned statement under Rule 43bé.1(a)(7) with regard to novelty, Inventive step or industrial

& BoxNo.| Basis of the opinion
O BoxNo.ll  Priority
& Box No. Ill
[0 Box No, IV  Lack of unlly of Invention
Box No. V
applicabiity; citations and expianations supporting such statement
0] BoxNo.Vl Cartain documents clted
O Box No. VIl  Ceriain defects In the International application
O Box No. VIl  Certaln ocbservationa on the Intemational application

¥# n demand for Intemational pmlknlmr#nunmlnlﬂnn I» made, this opinion will usually be conaldsred to be a
reiiminary Examining Authority ("IPEA"). Howevar, thia doea not apply wher

the epplicant chocses an Authority ather than thia one o be the IPEA and the chosen IPEA has notlfed the

intemational Bureau under Rule 88.14/s{b) that writhen opinlons of this Intemational Searching Authority

if this opinlon ls, as providad above, consldered to be & written opinion of the |PEA, the spplicant Is Invited to
submikt to the IPEA a writien reply togather, where appropriate, with amendments, before the expiretion of three
months from the date of mailing of Form PCTABAZ20 or before the expiration of 22 months from the priority dete,

3. Forfurther detalls, see notes to Form PCTABAZ20,

Names and malfing addreas of the [BA:

.

Ewopesn Patwrt Office

D-80298 Muniah

Tol. +4% B9 2390 - D Tx: X23888 spimu d
Fax: +40 80 2390 - 4485

wo (D)

Form (PCTASAR37) (Gover Sheet) {mnuary 2004)
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WRITTEN OPINION OF THE Intemational application No.
INTERNATIONAL SEARCHING AUTHORITY PCTEP2005002088

Box No.1 Basls of the opinion

. With regard io the language, this opinion has been estabiished on the bagis of the international appiication in

the language in which it was filed, uniess otherwise Indicated under this tem.

O This opinion has been established on the baais of a transiation from the originel language Into the following
language , which is the language of a translation fumnished for the purposes of intemational search
{under Rules 12.3 and 23.1(b)).

. With regard 1o any nucleotide andior amino acld sequence disclosed in the intemational application and

necessary 1o the claimed Invention, this opinion hes been sstablished on the basle of:
a. type of material:
O aeesquence listing
O table(s) related to the sequence listing
b. format of material:
O  in written format
O In computsr readable form
¢. time of filingfurniehing:
O contained in the international application as filed.
O fied together with the intemnational application in computer readable form.
O fumished subsequently to this Authority for the purposes of search.

3. O In addition, in the case thet more than one veraion or capy of a sequence ligting andbr table relating thereto

has been flled or furnished, the required stetements that the information in the emt or additional
coples ie dentical 1o that In the application as filed ar dogs nat go beyond the appl n as flled, as
appropriabe, were fumished.

4. Additonal comments:

Form PCTASA/ 237 (January BOD4)
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" WRITTEN OPINION OF THE intemational application No.
INTERNATIONAL SEARCHING AUTHORITY PCT/EP2005002988

Box No. Il Non-establishment of opinion with regard to novelty, Inveniive step and Industrial
applicabliity

The questions whether the claimed invention appears to be novel, to Involve an inventive step {to be non
obvious), or to be Industrially applicable have not baen examined in respect of:

a

the entire intamational application,
claims Nos. 14

because:

the saki International application, or the sekd ¢laims Nos. 14 relats to the following subject matter which
does not requirs an intemational preliminary sxamination (speciy):

see soparate sheet

the description, claims or drawings (Indicale elements below) or sald claims Nos,  are 50
unclear that no meaningful opinlon could be {spacily):

the claims, or saki claims Nos. are 80 inedequately supported by the description that no meaningful opinion
could be formed.

no intemational search report has been established for the whole application or for saki claims Nos.

the nucleotide andbr amino acld sequancs listing doas not comply with the standard provided for in Annex
C of the Administrative Instructions In that:

the written form O has not been fumnished
O does not comply with the standard
the computer readable fom 0  has not been fumnished
0 does not comply with the standard
the tables relatsd to the nucleotide andbr aming acld ssquance listing, If in computer readable form only, do
not comply with the technical requirements provided for in Annex C-bis of the Administrative instructions.

See separate shest for further detals

Form PCTISA/237 (Janusry 2004)
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' WRITTEN OPINION OF THE International application No.
‘A INTERNATIONAL SEARCHING AUTHORITY PCT/EP2005002988

Box No.V Resasoned statement under Rule 43bis.1(a){l) with regard to noveity, inventive etep or
Industrial applicabllity; citations and explanations supporting such atatement

1. Statement
Novelty (N) Yos: Claims  2,3,5-14
No: Claims 1,4
Inventive step (I1S) Yos: Claims
No: Cialms 1-14
Industrial applicablity (I1A) Yes: Claims 1-13

No: Claims

2. Cltations and explanations
99e soparate sheet

Form PCTASA/237 (Janvary 2004)
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WRITTEN OPINI N OF THE Intamationel application No.
INTERNATIONAL SEARCHING

AUTHORITY (SEPARATE SHEET) PCT/EP2005/002968
ltem W1 )

Ciaim 14 reiates to subject-matter considered by this Authority to be covered by the
provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with
respect to the Industrial applicabllity of the subject-meatter of this claim (Article
34(4)(e)(l) PCT).

ltemV

1  Reference is made to the following documents:

D1: WO 00/01416 A (YISSUM RESEARCH DEVELOPING COMPANY OF
THE HEBREW UNIVERSITY OF JERUSAL) 13 January 2000

D2: WO 98/35681 A (NOVARTIS AQ; NOVARTIS-ERFINDUNGEN
VERWALTUNGSGESELLSCHAFT M.B.H; SCHLU) 20 August 1998

D5: WAMIL ARTUR W ET AL: "Effects of oxcarbazepine and 10-
hydroxycarbamazepine on action potential firing and generallzed seizures”
EUROPEAN JOURNAL OF PHARMACOLOGY, vol. 271, no. 2-3, 1994,
pages 301-308

2 Novelty
The subject matter of claims 1 and 4 Is not regarded as new |n the sense of Arlicle
33(2) PCT.

D1 already discloses a sustalned release composition comprising menohydroxy-
carbazepine (= licarbazepine) and Witepsol (wax) or Myvacet (glyceryimono-
acetate)(see pages 15-16). '

3  Inventive step
The subject matter of claims 2-3 and 5-14 does not involve an Inventive step In the
sense of Article 33(3) PCT.

The problem to be solved by the present invention may be regarded ae the provision

of an alternative controlled-release formulation of licarbazepine.
The solution provided Is a formulation comprising as hydrophlilc and swellable

Form PCTNBA/237 (Separate Shoet) (Sheet 1) (EPO-January 2004)
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I WRITTEN OPINION OF THE International epplication No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/EP2005/002988

- excipient hydroxypropyimethyl cellulose (HPMC). 70 fo 90% of the licarbazepine is
released within 8 to 12 hours.

Closest prior art Is D1 (see above).

D2 describes a tablet core comprising oxcarbazepine and hydroxypropyimethyl
cellulose (see example 1). Since lcarbazepine Is the principal metabolite of
oxcarbazepine and since the molecular structure of both compounds is very close to
each cther, the person skilied n the art was motivated to use HPMC as excipient for
a tablet formulation comprising licarbazepine.

Hence, the subject-matter of present claims 2-3 and 5-14 does not Involve an
inventive step.

_. 4  Industrial applicablilty
For the assessment of the present claim 14 on the question whether It Is industrally

applicable, no unified criteria exist In the PCT Contracting States. The patentabllity
can also be dependent upon the formulation of the claims. The EPQ, for example,
does not recognize as industrially applicable the subject-matter of claims to the use of
a compound in medica! treatment, but may allow, however, claims to a known com-
pound for first use In medical treatment and the use of such a compound for the
manufacture of a medicament for & new medical treatment.

The subject-matter of claims 1-13 Is Industrally applicable.

Form PCT/ISA/257 (Sepantie Sheet) (Bhast 2) (EPO-January 2004)



