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SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO
DIVISION DE NUEVAS CREACIONES
E. S. D.

_ SPERIIMTRIA Y COMESCID
Radicacion : §5828332 ngagae: Folies: 22
Ref: Expediente No. 05.020.332 Tt e Asih
Solicitud de Patente a nombre de Bependescias 2098 mm o PHE WKL 525 U Y
SANDOZ AG Welks Gekines

Yo, JIMENA ESCOBAR URIBE, identificada como aparece al pie de mi firma,
domiciliada en la Carrera 11 A No. 94-76, of. 305, obrando como apoderada de la -

.- sociedad SANDOZ AG., domiciliada en Basilea, Suiza, solicitante de la patente de la
referencia, me permito presentar:

1. Documentos (4) de cesién suscritos por los inventores a favor de mi mandante.

Sobte el particular, es importante resaltar que de conformidad con las normas
legales vigentes, articulo 1 de la Resolucion 210 de 2001, expedida por el
Superintendente de Industria y Comercio y articulo 2 de la Convencién de la
Haya, el documento en inglés que se pretenda aportar como parte de los trimites
de propiedad industrial ante la Superintendencia de Industria y Comercio no
requieren traduccién. Por otro lado, la legalizacién consular y/o diplomitica de los
documentos expedidos en el extranjero no es necesaria. Por lo tanto, los
documentos de cesién anexos a este memorial son vilidamente presentados en
idioma inglés y con la correspondiente Apostilla.

.’ 2. Nuevo juego de reivindicaciones que reemplaza el originalmente presentado.

3. Tres (3) inscripciones de notificaciones de un cambio, en el cual consta la
insctipcién de las nuevas direcciones de los inventores RAY, Anup, Kumar //
PATEL, Hiren V. y PATEL, Mahendra R.

En vista de dicho cambio de direcciones solicito que se tengan en cuenta las
informadas en los documentos que se acompafian.

Para este efecto, me permito acompaiiar el recibo No. 5 - 17,463 del 9 de marzo
de 2005, con lo cual queda cubierta la tasa correspondiente a la modificacién de
una solicitud de patente en cuanto a sus reivindicaciones y notificacién de las
direcciones de los inventores.

Sefior Superintendente,

C.C. 39.779.452 de Usaquén
T.P. 68228
Céd. 5376
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Lo que se reivindica es:
1. La forma polimorfa 1 & 2 de hemifumarato de

%
B

descarbonil-etoxiloratadina, es decir, hemifumarato de 8-cloro-6,11-
dihidro-11-(4-piperidiliden)-5H-benzo[5,6]-ciclo-hepta[1,2-b]piridina,

que tiene el siguiente patrén de difraccion de polvo de rayos-X,

expresado en términos de separacién "d” e intensidades relativas

(“I/1g™):

POLIMORFO 1 POLIMORFO 2
d Ilo d o
12.32 26 14.14 14
10.583 11 10.74 13
8.444 18 7.158 39
8.149 16 7.084 20
6.550 25 5.983 12
8.281 22 5.663 61
6.185 35 5.365 33
6.084 19 5.267 100
5.56563 88 5.064 12
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5.373
5.006
4.960
4.745
4.470
4.403
4.365
4.159
4.124
4.061
3.750
3.716
3.859
3.589
3.398
3.362
3.277
3.090
3.051
3.003
2.784
2.507

64
59
41
34
26
30
48
84
73
35
79
100
27
14
11
16
10
23
11
15
10
12

4.973
4.809
4.745
4.477
4.449
4.399
4.317
4.012
3.772
3.745
3.722
3.590
3.561
3.385
2.986
2.949
2.836
2.778
2.616
2.481

46
16
43
32
26
60
54
49
28
61
97
88
59
24
17
11
20
10
10
12
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2. Una composicién farmacéutica, la cual comprende
una cantidad anti-alérgica efectiva de una forma polimorfa de
hemifumarato de descarbonil-etoxiloratadina de la reivindicaciéon 1, y
un vehiculo farmacéuticamente aceptable.

3. Una composicién farmacéutica, la cual comprende
una cantidad anti-alérgica efectiva de la forma polimorfa 1 de
hemifumarato de descarbonil-etoxiloratadina de la reivindicacién 1, y
un vehiculo farmacéuticamente aceptable.

4. Una compasicidn farmacéutica, la cual comprende
una cantidad anti-alérgica efectiva de la forma polimorfa 2 de
hemifumarato de descarbonil-etoxiloratadina de la reivindicaciéon 1, y
un vehiculo farmacéuticamente aceptable.

5. Un método para el tratamiento de reacciones
alérgicas en un mamifero, el cual comprende administrar a este
mamlifero una cantidad anti-alérgica efectiva de cualquiera de las
formas polimorfas de hemifumarato de descarbonil-etoxiloratadina de
la reivindicaciéon 1.

6. Un proceso para preparar las forma polimorfa 1 6 2
de hemifumarato de descarbonil-etoxiloratadina de acuerdo con la
reivindicacién 1, el cual comprende:

a) mezclar la soluciéon etandlica de desloratadina y
acido fumdérico a una temperatura de aproximadamente 55°C a 70°C,
agitando durante 30 a 45 minutos después de mezclar, y
posteriormente, filtrar el sélido preparado en una condicién caliente,

para dar la forma polimérfica 2 que tiene una DSC de 232°C + 2°C; 6
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b) mezclar la solucidn etandlica de desloratadina y
dcido fumérico a una temperatura de aproximadamente 15°C hasta la
temperatura ambiente (25°C), agitar a esta temperatura durante 30 a
45 minutos, y luego filtrar a temperatura ambiente, para dar la forma
polimérfica 1 que tiene una DSC de 224°C + 2°C.

7. Un proceso para |a preparacibn de la forma
polimorfa 1 de hemifumarato de descarbonil-etoxiloratadina de
acuerdo con la reivindicacién 1, el cual comprende:

(a) disolver la descarbonil-etoxiloratadina en etanol,
para formar una solucién etandlica de descarbonil-etoxiloratadina;

(b) disolver acido fumarico en etanol para formar una
solucion etandlica de acido fumarico;

(¢} mezclar la solucidn _etanélica de descarbonil-
etoxiloratadina y la solucién etanélica de acido fumarico, a una
temperatura de aproximadamente 15°C a .aproximadamente 25°C,
para formar un sdlido; y _ '

(d) filtrar el sélido para formar la forma polimérfica 1 de
hemifumarato de descarbonil-etoxiloratadina, la cual se caracteriza
por una DSC de 224°C + 2°C.

8. El proceso de acuerdo con la reivindicacién 7, en
donde la mezcla del paso (c) se conduce durante un periodo de
tiempo de aproximadamente 30 a aproximadamente 45 minutos.

. 9. Un proceso para la preparacion de |la forma
polimorfa 2 de hemifumarato de descarbonil-etoxiloratadina de

acuerdo con la reivindicacién 1, el cual comprende:

&
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(a)' disolver la descarbonil-etoxiloratadina en etanol para
formar una solucién etandlica de descarbonil-etoxiloratadina;

(b)' disolver acido fumarico en etanol para formar una
solucién etanélica de acido fumaérico;

(c)’) mezclar la solucibn etandlica de descarbonil-
etoxiloratadina y la solucién etandlica de acido fumarico a una
temperatura de aproximadamente 55°C a aproximadamente 70°C,
para formar un sdlido; y

(d)' filtrar el sélido para formar la forma polimérfica 2 de
hemifumarato de descarbonil-etoxiloratadina, la cual se caracteriza
por una DSC de 232°C + 2°C.

10. EIl proceso de acuerdo con la reivindicacién 9, en
donde la mezcla del paso (c)' se conduce durante un periodo de
tiempo de aproximadamente 30 a aproximadamente 45 minutos.

11. El uso de la forma polimorfa 1 6 2 de hemifumarato
de descarbonil-etoxiloratadina de acuerdo con la reivindicacion 1,
para la fabricacion de un medicamento para el tratamiento de

condiciones alérgicas en un paciente humano.



PATENT COOPERATION TREATY

PCT Yoo
NOTIFICATION OF THE RECORDING EM b

{PCT Rule 92bis.1 and

FLl/UOLUNULLD |

From the INTERNATIONAL

Corporate Intellectual Property
One Heslth Plaza, Bidg. 430

Administrative Instructions, Section 422) East Hanover, NJ 07936-1080
United States of America
Dute of mailing (dey/monthiyesr)
04 February 2005 {04.02.2005)
Applicant’s or agent's fle referonce
RG/G-32603A/ IMPORTANT NOTIFICATION
Internstional application Na. International filing date (day/monthiyear)
PCT/US2003/022312 17 July 2003 (17.07.2003)
1. The following Indications appsared on record conceming:
m the applicant IE the inventor D the agem D the common representstive
‘| Name snd Address State of Nationality State of Residence
%’?&L, HIraR V. IN us
aarn veénue T,
Edison, NJ 08817 Telaphans No.
United States of America’
" Facsimile No.

D the person E the name

I L——

2. The International Bureau hereby notifiss the spplicant that the following change has been recorded concarning:

Teleprinter No.

[X] theaddress  [X] the nationality [] the residence

3. Furthar obssrvations, if necessary:

[X] the receiving office
|___| the International Searching Authority

Nams and Address ‘State of Nationallty State of Rosidence
SPAVOI Eé., Hil::,l.l(umar, V. us us
'adswo ane Teleol
Fords, NJ 08863 Telephone No.
United States of America
" Facsimile No.
[ Teleprinter No.

4 A oopy of this notification has been sent to:

B] the International Preliminary Examining Authority D other:

D the designated Offices concerned
E the elected Offices concermnad

The international Bureau of WIPO
34, chemin des Colombuttes
1211 Geneva 20, Switzeriand

Facsimile No. (41-22) 338.88.95

Marina BIARGE-THURRE (Fax 338-11-

Telephone No. {41-22) 338 8373

Form PCTABR308 {(March 1064)

008591069



PCT/US2003/022312
PATENT COOPERATION TREATY

From the INTERNATIONAL BUREAU a‘v

4

) PCT To:
NOTIFICATION OF THE RECORDING THALLEME
OF A CHANGE NovanlEsM R, John, D.
. Corporate Intellectual Property
(PCT Rule 92bis.Tand One Health Plaza, Bldg. 430
Administrative Instructions, Section 422) East Hanover, NJ 07936-1080
United States of Amaerica
Date of mailing (dey/month/year)
04 February 2005 (04.02.2005)
Appllcant's or agant’s file reforsnce
RG/G-32603A/ IMPORTANT NOTIACATION
international application Na. Internations! fling dete (day/monthfiyear)
PCTAUS2003/022312 17 July 2003 (17.07.2003)

1. The following indications appeared on record concerning:

D ﬂn.w'mmon represemtative

E the spplicant IZI the inventor D the agemt
Name and Addrass State of Nationality State of Residence
;’eﬁLﬁah&ndm R. us us
m ne —

East Branowick, NJ 08816 Telephone No.

United States of America
~Facsimile No.
[ Teleprintsr No.

2. The international Bureau hereby notifies the applicant that the following change has been recorded concarning:

3. Further observations, if necessery:

4. A copy of this notification hag been sent to:
[E the recelving Office

[ ] the imemational Searching Authorhy
B] the International Preliminary Examining Authority

D the person E] the name E the sddress D the nationality D the rasidence
Name and Address State of Nationality State of Residence
;%TlE Iélnh:tndra R. us us
@1alr L.ou e
Milltown, NJ 08850 Telaphone No.
United States of America
" Facsimile No.
Teleprinter No.

w
m

D the designatad Offices concomed
IE the elected Offices concermed

ﬁmlmudm
34, chamin des Colombeites
1211 Genova 20}, Switrariand

Facsimlle No. {(41-22) 338.88.86

Marina BIARGE-THURRE (Fax 338-

Telephone No. (41-22) 338 8373

Form PCTAB/306 (March 1084)
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PATENT COOPERATION TREATY

PCT

NOTIFICATION OF THE RECORDING
OF A CHANGE

(PCT Rule 92bis.1 and

From the INTERNATIONAL BUREAU qé ) ’
To:

THALLEMER, John, D,
Novartis

Corporate Intellectual Property
Onea Health Plaza, Bidg. 430

Administrative Instructions, Sectlon 422) East Hanover, NJ 07936-1080
United States of America
Deste of malling {day/month/yesr)
04 February 2005 (04.02.2005)
Applicant’s or agant’s fils reforence
internationa) application No. imarnational filing date (day/month/yesr)
PCT/US2003/022312 17 July 2003 (17.07.2003)

1. The following indications appeared on record conceming:

IZI the applicant @ the Inventor D the agent D the common represantative
Name and Address State of Netionaifty State of Residence |
g@s&”ﬁ";’é‘ﬁ"“ IN us
t. Ma ace e
Staten Island, NY 10301 Telephone No.
United States of America
Facsimile No.
Teleprinter No.

2. The Inmternational Bureau hereby notifies the applicant that the following change has besn recorded concerning:

D the person

D the name

E the address

Name and Address

RAY, Anup, Kumar

215 As;lnen Knolls Wa
Staten Island, NY 10312
United States of America

4. A copy of this notification has been sert to:
E the recoiving Office
[ ] the intematianal Searching Authorhty
[z] the Internationat Praliminary Examining Authority

3. Further observations, if necesaary:

D the nationality D the residence
State of Natlonality Stats of Residence
IN uUs
Telephone No.
—Facsimile No.
Teleprinter No.

[] the designeted offices conoarned
E the slected Offices concomed

Dalhlr:

The Internstional Bureau of WIPO
34, chemin des Colombettes
1211 Geneva 20, Switzeriand

Facsimile No. (41-22) 338.88.85

Authorized officer

Marina BIARGE-THURRE (Fax 338-71-

Telephone No. (41-22) 338 8373

Form PCT/1B/308 (March 1884)

008691032
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(CONVENTION DE LA HAYE DU 5 OCTOBRE 1961)
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1. COUNTRY: UNITED STATES COF AMERICA

THIS PUBLIC DOCUMENT HAS BEEN SIGNED BY:
SUSAN G TYRRELL

ACTING IN THE CAPACITY OF:
NOTARY PUBLIC OF NEW JERSEY

BEARS THE SEAL/STAMP OF:
SUSAN G TYRRELL, NOTARY

4

SRl

§

i

g

CERTIFIED

)

¢

AT TRENTON, NEW JERSEY

il

THE 11TH DAY OF MARCH 2005

;

i}

BY: John E McCormac, CPA, NEW JERSEY TREASURER

NO. A221426

SEAL/STAMP:

10. SIGNATURE

N

00

e




CO Case  RG/G-32803A/GPI CB

"‘_, ' -

DOCUMENTO DE CESION .
ASSIGNMENT DOCUMENT

. El{los) suscrito (s), en su calldad de Inventor (es) de

palimoekie da-hamifomaeato da

1
ge=) T
ara (an) que cede (n) y traspasa (n) todos ke derechos que les correspondan en y sobre el
Invento atrés mencionado a Sandoz AG, una compafiia sulza constitulda y existente bajo las leyes
de Sulza, domidlliada en Lichtstrasse 35, 4056 Basilea, Sulza, en cuanto se refiere a la Repiblica

de Colombla.

The undersigned, as inventor (s} of
NOVEL SALT AND POLYMORPHS OF DESLORATADINE HEMIFUMARATE

hereby declara {s) that assign (s) all the rights in and io the aforamentioned Invention to
Sandoz AG, a Swiss company incorporated and axisting in conformity with the laws of Switzerland,
domiciled at Lichtstrasse 35, 4056 Basel, Switzerland, as far as the Republic of Colombia Is

concemed.

Ol i Ry

Anup Kumef RAY ~— FIRMA DEL CEDENTE
domiclled at domicilllado en
215 Aspen Knolls Way, Staten Istand, NY 10312,
USA
7 b

4 o
Hiren Kumar ¥. PATEL FIRMA DEL CEDENTE
domiciled at domidllllada en
9 Wadsworth Lane, Fords, NJ 08883, USA
Mahendra R. PATEL FIRMA DEL CEDENTE
domiclled at domicilllado en

3 Belalr Court, Militown, NJ 08850, USA .

CO 0701
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STATE OF NEW JERSEY )

)ss:
COUNTY OF #ercer )

Anvp Liaman KAY ancy
Before me, on thisA¢ day of Jaﬂ““-"f ,2005 personally appeared, #ren Kuman V. fate ]
known to me and known to be the person(s) named in the attached document,
duly signed and executed the same.

Swom and subscribed to
befare me this £4 +A-

day ofdra.nwu\f , 2005

| otary
(as fo Iqﬂvf lbmaf/@')’ an@ Horea fomar v, {g'h-_l)

' m:aum
Seal m“g:ﬁmmu&“
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(CONVENTION DE LA HAYE DU 5 OCTOBRE 1961)
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i. COUNTRY: UNITED STATES OF AMERICA

THIS PUBLIC DOCUMENT HAS BEEN SIGNED BY:
SUSAN G TYRRELL

O

3. ACTING IN THE CAPACITY OF:
NOTARY PUBLIC OF NEW JERSEY

e

BEARS THE SEAL/STAMP OF:
SUSAN G TYRRELL, NOTARY

=
T m
{.=

‘g CERTIFIED
== ° AT TRENTON, NEW JERSEY ‘
== 6 THE 11TH DAY OF MARCH 2005 )
(S ==
= 7 BY: John E McCormac, CPA, NEW JERSEY TREASURER >
= 8 NO. A221425 )
24| 9. sean/srame: 10. SIGNATURE =3
e
)
Mlﬂ—l——-—/ TS
D)
=
=)

TR DA
ARG,

A e



. CO (Case RG/G-32603A/GP1

Assign of Prioriiy Rights

- | / We, the undersigned

Anup Kumar RAY, 215 Aspen Knolls Way, Staten Island, NY 10312, UBA, citizen of india
Hiren Kumar V. PATEL, § Wadsworth Lans, Fords, NJ 08863, USA, citlzen of USA
Mahendra R. PATEL, 5 Belair Court, Miiltown, N.J 08830, USA, citizen of USA

assign to Sandoz AG, a body corporate organized according to the laws of Switzerland, of
Lichtstrusse 33, 4056 Basel, Switzeriand, the right of priority

for Colombla

in respect of the Invention disclosed and claimed In my {our) patent application(s)
hersinafter identifled, and In consequence thereof, authorize Sandoz AG to flle

in Colombla
in ts name a patent application corresponding to my (our) patent application(s) flled

In USA
on 05 August 2002 under No. 80/401,153

while claiming the priority of my (our) above named patent application(s) in conformity with
the dispositions of the Intamational Convention.

dated with effect from 25 July 2003

Mahendra R. PATEL

00 07/01



STATE OF NEW JERSEY )

COUNTY OF Mercer )

Anvp Kumar oy and
Before me, on this 2 day of U"wwaf‘f ,2005 personally appeared, Hirea KuhenrV. fu._g
known to me and known to be the person(s) named in the attached document,
duly signed and executed the same.

Swom and subscribed to
before me this &6 t4

day °fJ'a.nua.r1 , 2005

otary .
(a; o Anvp zurn.arfﬂ‘/ ard Fliren ‘/bm v. 'gj'-’).

mu:.a_'
Seal Wy Commiwion pboo Sept. & 3900
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(CONVENTION DE LA HAYE DU 5 OCTOBRE 1961)

COUNTRY: UNITED STATES OF AMERICA

THIS PUBLIC DOCUMENT HAS BEEN SIGNED BY:
VIJAY PATEL

GG

ACTING IN THE CAPACITY OF:
NOTARY PUBLIC OF NEW JERSEY

p!’
i

i

BEARS THE SEAL/STAMP OF:
VIJAY PATEL, NOTARY

7 ?03

:

CERTIFIED

A

B
A

AT TRENTON, NEW JERSEY

THE 17TH DAY OF MARCH 2005

el

ﬁ

BY: John E McCormac, CPA, NEW JERSEY TREASURER

j

|

NO. A221747

;

SEAL/STAMP: 10. SIGNATURE

AJL.IJ\J..._—/

i

A

T

0

0

T

)

O




signiment of Priorty R q@%
i / We, the undersigned

Anup Kumar RAY, 2135 Aspen Knolls Way, Staten Island, NY 10312, USA, cltizen of india
Hiren Kumar V. PATEL, 9 Wadsworth Lane, Fords, NJ 08883, USA, citizen of USA
Mahendra R. PATEL, S Belalr Court, Mllltown, NJ 08850, USA, citizen of USA

assign to Sandoz AG, a body corporate organized according to the laws of Switzariand, of
Lichtstrasse 35, 4056 Basel, Switzeriand, the right of priority

for Colombla

In respect of the Invention disclosed and claimed In my (our) patent application(s)
hereinafter [dentified, and in consequence thereof, authorize Sandoz AG to file

)] Colombla
in its name a patent application comresponding to my (our) patent appiication(s) flled
in USA

on 05 August 2002 under No. 80/401,153

while claiming the priority of my (our) above named patent application(s) in conformity with
the dispositions of the Intemational Convantion.

dated with effect from 25 July 2003

Anup Kumar RAY

Hiren Kumar V. PATEL

4(4.0.(24(.

Mahendra R. PATEL
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STATE OF NEW JERSEY )

)ss:
COUNTY OF MIBDLERER )

Before me, on this I’rﬂay of =4 . 2005 personally appeared,
MAHENDRA PATEL, known to me and known to be the person(s) named In
the attached document, duly signed and executed the same.

Swom and subscribed to
before me this 1

day of e[ , 2005

g #ty

Notary /
VUAY PATEL
ARY PURLIC OF MW JERSEY
Comemission Expires 8/14/200¢

Seal
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APOSTILLE

S=5% VIJAY PATEL

3. ACTING IN THE CAPACITY OF:
NOTARY PUBLIC OF NEW JERSEY

BEARS THE SEAL/STAMP OF:
VIJAY PATEL, NOTARY

CERTIFIED

AT TRENTON, NEW JERSEY

THE 17TH DAY OF MARCH 2005

BY: John E McCormac,
Sra . NO. A221748

SEAL/STAMP:

L

-

(CONVENTION DE LA HAYE DU 5 OCTOBRE 1961}

1. COUNTRY: UNITED STATES OF AMERICA

2. THIS PUBLIC DOCUMENT HAS BEEN SIGNED BY:

CPA, NEW JERSEY TREASURER

aur\.ﬂ..__./

‘ -l:'-u:

S o

B

1
i

|

i

I

()

1

Atk
Abile

)

bl

0

A

92:

PR

0

3l

10. SIGNATURE

y
0

(i

A

T

il

il

¢

= - "I ]
T

]




.cb Case RG/G-32803A/GPt . .

2

DOCUMENTO DE CESION

ASGIGNMENT D CUMENT \[E é-)/

_ El (los) suscrito (s), en su calidad de inventor (es) de
"398l Novach=a e e de Mmr{orrﬁ

imo
daabuaizﬂf%a v
declara (an) que cede (n) y traspasa (n) todos los derechos que les cormespandan en y sobre el
Invento atrés mencionado a Sandoz AG, una compalfila suiza constitulda y existents bajo las leyes
de Suiza, domicillada en Lichtstrasse 35, 4056 Basllea, Sulza, en cuanto se refiere a la Repliblica

de Colombia.

The undersigned, as inventor (a) of
NOVEL SALT AND POLYMORPHS OF DESLORATADINE HEMIFUMARATE

hereby declare (s) that assign (s) all the rights In and to the aforementioned invention to
Sandoz AG, a Swiss company incorporated and existing in conformity with the laws of Switzerland,
domiclied at Lichtstrasse 35, 4056 Basel, Switzerland, as far as the Republic of Colombla Is

concemed.

Anup Kumar RAY FIRMA DEL CEDENTE
domiclled at domicllilade en

215 Aspen Knolls Way, Staten Island, NY 10312,

USA

Hiren Kumar V. PATEL FIRMA DEL CEDENTE
domiciled at domicilliado en

9 Wadsworth Lanes, Fords, NJ 08863, USA

o -G

Mahendra R. PATEL FIRMA DEL CEDENTE

domiclled at domicilllado en
8 Belalr Court, Militown, NJ 08850, USA
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STATE OF NEW JERSEY )
)ss:

COUNTY OF MIDMLESEX )

Before me, on this Hﬂaay of Faby ,2005 personally appeared,
MAHENDRA PATEL, known to me and known to ba the person(s) named In
the attached document, duly signed and executed the same.

Swom and subscribed to
before me this /319
day of Frels , 2005

Ve RN AN

VIJAY PATEL
ARY PUBLIC OF NEW JERSEY
Commission Exples 8/14/2006

Seal
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