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TRAMITE: SUSTENTACION DE OPOSICION

JOSE LUIS REYES VILLAHIZAR.' identificado como aparece al pie de mi firma,
reconocido apoderado del opositor en el trAmite de la referencia, estando dentro
de los términos de la promoga solicitada, por medio del presente escrito me
permito ratificar y sustentar los argumentos del escrito principal de oposicion,
también radicado dentro del plazo de ley ante esa entidad.

I. RATIFICACION

Reitero a su Despacho la solicitud de negar el beneficio patentario para la totalidad
de las reivindicaciones contenidas en el expediente en referencia, por los
argumentos que fueron definidos en el escrito de oposicion del 25 de octubre de
2005. En efecto, es evidente que la composicion farmacéutica que contiene
Amiodipina y Atorvastatina en donde los dos componentes se combinan para
formar una composicion final para una forma de dosificacién sélida carece de
Novedad y de Nivel inventivo, debido a la materia revelada en Ila



PCTMWO0/99/11259 publicada en marzo 11 de 1889, es decir, antes de la fecha de
prioridad de la solicitud en tramite.

En esta publicacién intemacional se revela una combinacién farmacéutica que
comprende Atorvastatina y Amlodipino o las sales de adicién
farmacéuticamente aceptables de cada compuesto, preferiblemente se refiere a la
sal Hemicélcica de Atorvastatina y a la sal de Besilato de Amlodipina, los kits que
contienen dichas combinaciones y el método par emplearias en el tratamiento de
angina pectoris, ateroesclerosis entre otros, asl como los vehiculos y diluentes
entre los que se encuentran Carbonato de Calcio y Fosfato de Calcio, junto con
varios desintegrantes y lubricantes y rangos de dosificacién coincidentes.

La solicitud colombiana en tramite pretende ademas, proteger un estuche que
comprende a) Amlodipino, b) Atorvastatina, c) el vehiculo en forma de dosificacion
unitaria y d) un recipiente. Esta pretensién es improcedente a la luz de la Decision
488, pues resulta evidente su intencién de amparar un método terapéutico. En
cuanto al recipiente del literal d) hago notar que éste carece por completo de
novedad y nivel inventivo, en especial considerando que el mismo solo se
caracteriza en funcién de la cantidad que pueda albergar de producto y de la
forma farmacéutica, pero no por sus propias caracteristicas o propiedades;
ademas permite la entrega de una manera adecuada ya sea al paciente o al
cuerpo médico, del medicamento que es necesario en el tratamiento de
determinada patologia.

Il. COMPLEMENTO DE INFORMACION

Como adicién a lo expuesto en el punto precedente y en el escrito inicial de
oposicion, ruego al Despacho se sirva tener en cuenta de igual manera lo
consignado a continuacion:

A. La aplicacion intemacional WO 00/64443 "SYNERGISTIC EFFECTS OF
AMLODIPINE AND ATORVASTATIN” publicada el 2 de noviembre de 2000 y
con prioridades US 60/130,665 de 23-04-1999, US 60/145,305 de 23-07-1989,
US 60/151,121 de 27-08-1999 y US 60/166,592 de 19-11-1989, que seguin el
Informe del estado de la Técnica practicado a la WO 03/011283 A1 publicada
en febrero 13 de 2003 y con prioridad US 60/309,133 de 31-07-2001 (Solicitud
equivalente a la Colombiana 03-113-785) es un documento sefialado dentro de



la categoria “X"-documento de particular relevancia; la invencién reclaraza no
puede ser considerada nueva 0 que involucre nivel invenlivo - en la cual se
revelan composiciones farmacéuticas que comprenden:

a) una cantidad terapéuticamente efectiva de Amiodipina o derivados de la
misma como Besilato de Amiodipina;

b) una cantidad terapéuticamente efectiva de un compuesto de Atorvastatina
seleccionado del grupo que consiste de la sal Hemicélcica de Atorvastatina
y metabolitos hidroxilados de Atorvastatina; y

c) agentes de formulacion farmacéuticamente aceptables

Estas combinaciones de Amiodipina con Atorvastatina o metabolitos de ésta
muestran un efacto antioxidante sinérgico en la prevencion de la peroxidacion
lipidica, el cual es atribuido a las estructuras quimicas de estos compuestos y a
su interaccién molecular con moléculas de fosfolipidos; esto hace que la
combinacién en cuestibn pueda se usada para tratar desdrdenes
cardiovasculares.

Como se puede observar y teniendo en cuenta lo revelado en las
reivindicaciones de la solicitud colombiana en tramite, podemos concluir en
este caso que, en esta anterioridad ya se proponia la combinacién de
Atorvastatina y Amlodipino con un evidente efecto sinérgico en el tratamiento
de enfermedades cardiovasculares, en consecuencia, la materia revelada en
la publicacion Intemacional PCT WO 00/64443 pertenece al estado del arte, y,
que en consecuencia, las reivindicaciones de la solicitud 03-113-785 por lo
menos carecen de nivel inventivo.

. La aplicacién internacional WO 00/73271 A1 “MUTUAL SALT OF
AMLODIPINE AND ATORVASTATIN"” publicada el 7 de diciembre de 2000 y
con prioridad US 60/136,269 de 27-05-1998, que segun el Informe del estado
de la Técnica practicado a la WO 03/011283 A1 publicada en febrero 13 de
2003 y con prioridad US 60/309,133 de 31-07-2001 (Solicitud equivalente a la
Colombiana 03-113-785) es un documento seflalado dentro de la categoria
“X"- tal como el explicado en el numeral A-, la cual se refiere a la sal mutua de
Amlodipina y Atorvastatina, composiciones farmacéuticas de los mismos y a
métodos de tratamiento de angina pectoris, aterosclerosis y combinaciéon de
hipertensién e hiperlipidemia.
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Mas especificamente en las reivindicaciones 16 a 19 de la anterioridad WO
00/73271 se menciona que la composicion farmacéutica de la invencion
comprende una cantidad farmacéuticamente aceptable de Amlodipino o una
sal _del mismo, preferiblemente su sal de Besilato y una cantidad
farmacéuticamente aceptable de Atorvastatina o una sal de la _misma,
preferiblemente la sal Hemicalcica de Atorvastatina.

. Una vez mas se puede observar que esta anterioridad también sugiere la
combinacion de dos principios activos como son Atorvastatina o una sal
aceptable de la misma y de Amiodipino o una sal aceptable del mismo,
utilizada en el tratamiento de de diversas enfermedades de tipo cardiovascular
entre las que se puede mencionar a la Angina pectoris, ateroscelrosis,
hipertension ye hiperlipidemia, entre ofros. Asl, las reivindicaciones de la
solicitud 03-113-785 en tramite, carecen al menos de nivel inventivo por obra
de lo descrito anteriormente.

Por o todo lo expuesto, reitero mi solicitud para que sea negada la solicitud en
cuestion y como consecuencia de ello, se ordene el archivo del expediente debido
al evidente incumplimiento de lo dispuesto en los articulos 14, 16, 18 y 20d de la
Decision 486 de 2000.

lll. PRUEBAS

Ruego que se tengan como tales, sin perjuicio de que el Despacho considere
oficiosamente, en particular de las allegadas por el suscrito a los expedientes
mencionados en este escrito, la siguiente:

1. Aplicacién Intemacional WO 00/64443 publicada 2 de noviembre de 2000,
paginas 5, 6, 31-33, 35, 38-39.

2. Aplicacién Intemacional WO 00/73271 A1 publicada 7 de diciembre de
2000, paginas 8, 22-24.
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(54) Title: SYNERGISTIC EFFECTS OF AMLODIPINE AND ATORVASTATIN

(5T) Abstreet

AmLt ATM

ATM\

The combination of smladipine with cither atorvistatin or ttorvastatin membollie shows a synergistic andoxisow effect on lipld
peroxidstion in human iow-density lipoproteins and membrane vesicies enriched with polyunsatorsted fatty acide. Inhibition of oxy—radicnl

damags by this drug combinstion was observed st therapoutic

lovels in & manoer that could not be reprodiwed by the combinaton of

amiodiping with other stating or the natural antiozkiant, vitamin E. The basls for this patent actlvity ls stirftated @ the chemical stroctures

of these compomnds and thelr molecular interactions with

id molecules, s determined by 3-ray diffraction snalyses. This

jon Gerapy cin bo wsed fo treat candiovascular dizorder, expecinlly coronary artery diseass, by increasing the reslstancs of

combination
low—danzity fipoproteing snd vascular cell membranes against oxidative modification.
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significantly enhance patient compliance with therapeutic regimens.

Therefore, it is an object of this invention to provide a combination therapy
that will treat the multiple pathological processes involved in arterial and related
heart disease. These include, but are not limited to, hypertension and
hyperlipidemia. It is aiso an object of this invcnt.ion to develop useful and
convenient dosage levels and forms of such a combination therapeutic. Preferably,
this pharmaceutical composition would have synergistic effects on these hallmarks
of arterinl and related heert disease, such that the individual effects of the

components of this composition would be enhanced by their combination.

Thus, this invention encompasses a therapeutic gosl for the treatment of
CAD that entails the development of drugs that can simultaneously target multiple
underlying disease processes that contribute to atherosclerosis, thereby altering the
course of the disease. Therefore, using this invention, CAD therapy may have
increased positive outcomes if the use of an antihypertensive agent and HMG-CoA

reductase inhibitor was combined in & single delivery system.

Summary of the Invention

Unexpectedly, when AML and AT were combined, they had a synergistic
effect in preventing lipid peroxidation in human low-density lipoproteins (LDL) and
lipid membranes; this effect occurred in addition to their well-established

PCT/US00/10465
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therapeutic effects on both dyslipidemia and hypertension, The activity ofthe
combination is considered synergistic as the measured effect significantly exceeded
any additive effects of the two drugs. Therefore, these agents have heretofore
unrecognized synergistic antioxidant effects, & property that would enable these
agents to increasc the resistance of LDL and vascular cell membranes to oxidative
modification during atherogenesis. Indeed, oxidn;ive modification of lipidsis a
well-established cause of ijury to the endothelium and underlying smooth muscle
(Ross R. Atherosclerosis -- An inflammatory disease. N. Engl. J. Med. 1999;
340:115-126; Diaz MN, Frei B, Vita JA, Keaney JF. Antioxidants and
atherosclerotic heart discase. N. Engl. J. Med. 1997; 337:408-416). Lipophilic
agents that protect aguinst lipid peruxidation have been shown W reduce lesion
development in various models of atherosclerosis as well as clinical studies (Diaz
MN, Frei B, Vita JA, Kesney JF. Antioxidants and atherosclerotic heart disease. N.
Engl. J. Med. 1997; 337:408-416). Moreover, the benefit associated with
hypolipidemic therapy is attributed to both its effect on plasma very low-density
lipoproteins (VLDL), LDL, and high-density lipoproteins (HDL) levels and, as a
consequence, to a reduction in the potential formation of atherogenic oxidized

lipoproteins.

Scientific analyses that support the combined use of AML (Norvasc®) and
AT (Lipitor®) in a single delivery system for the treatment of cardiovascular disease

are described in this invention. Specifically, the synergistic antioxidant activities of



10

15

20

WO 00/64443 PCT/USO0/10465

Y36

31

1. A pharmaccutical composition comprising: w

{a) a therapeutically effective amount of amlodipine;

(b) a therapeutically effective amount of an atervastatin compound selected from the
group consisting of atorvastatin and hydroxylated atorvastatin metabolite: and

(c) pharmaceutically acceptable formulation agenls.

2. The pharmaceutical composition of claim 1 wherein amlodipine comprises a

therapeutically effective derivative of amlodipine.

3. The pharmaceutical composition of claim 2 wherein the therapeutically effective

derivative of amlodipine comprises amlodipine besylate.

4, The pharmaceutical composition of claim 1 wherein the atorvastatin compound

compriscs a therapeutically effective derivative of the atorvastatin compound.

5. The pharmaceutical composition of claim 4 wherein the therapeutically effective

derivative of the atorvastatin compound is a hemicalcium salt.

6. The pharmaceutical composition of claim |1 wherein said pharmaceutical

composition reduces the risk of arteriai and related heart disease.
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7. The pharmaceutical composition of claim 6 wherein said arterial and rclated heart
disease is selected from the group consisting of hypertension, hyperlipdemia,
atherosclerosis. arteriosclerosis, coronary artcry discasc, myocardial infarction.

congestive heart failure, stroke, and angina pectoris.

8. The pharmaceutical composition of claim | wherein said pharmaceutical

composition lowers blood pressure.

9. The pharmaceutical composition of claim 8 wherein said pharmaceutical
composition lowers blood pressure to a level consistent with a reduced risk of

arterizl and related heart disease.

10. The pharmaceutical composition of claim § wherein said pharmaceutical

composition lowers blood pressure to a level statistically equivalent to normal.

11. The pharmaceutical composition of claim | wherein said pharmaceuticat

composition lowers systemic lipid concentrations.

12. The pharmacentical composition of claim 11 wherein said pharmaceutical
composition lowers systemic lipid concentrations to a level consistent with a

reduced risk of arterial and related heart disease.

Y33
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13. The pharmaceutical composition of claim 11 wherein said pharmaceutioal
composition lowers systemic lipid concentrations to a level statistically equivalent

to normal.

14. The pharmaccutical composition of claim | whercin said pharmaceutical

composition lowers blood pressure and systemic lipid concentrations.

15. The pharmaceutical composition of claim 14 wherein said pharmaceutical
composition lowers blood pressure and systemic lipid concentrations to a level

consistent with a reduced risk of arterial and related heart disease.

16. The pharmaceutical composition of claim 14 wherein said pharmaceutical
composition lowers blood pressure and systemic lipid concentrations to a level

statistically equivalent to normal.

17. The pharmaceutical camposition of claim 1 wherein said pharmaceutical

composition concomitantly lowers blood pressure and systemic lipid concentrations.

18. The pharmaceutical composition of claim 17 wherein said pharmaceutical
composition concomitantly lowers blood pressure and systemic lipid concentrations

to a level consistent with a reduced risk of arterial and related heart disease,

\
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least partially from reduced lipid oxidation. “

25. A pharmaceutical composition comprising: _

(o) a therapeutically cffective amount of emlodipine;

(b) a therapeutically effective amount of an atorvastatin compound selected from the
group consisting of atorvastatin and hydroxylated .;:tnn'utatin metabolite; and

(c) pharmaceutically acceptable formulation agents wherein said pharmaceutical

composition lowers blood pressure and systemic lipid concentrations.

26. The pharmaccutical composition of claim 25 wherein amlodipine comprises a

therapcuticaily cffcctive derivative of amlodipine.

27. The pharmaceutical composition of claim 26 wherein the therapeutically

effective derivative of amlodipine comprises amlodipine besylate.

28. The pharmaceutical composition of claim 25 wherein the atorvastatin compound

comprises a therapeutically effective derivative of the atorvastatin compound.

29. The pharmaceutical composition of claim 28 wherein the therapeutically

cffective derivative of the atorvastatin compound i3 a hemicalcium salt.
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41. The pharmaceutical composition of claim 40 wherein said arterial and [glated
heart disease is selected from the group consisting of hypertension, hyperlipdemia.
atherosclerosis, arteriosclerosis, coronary artery diseage, myocardial infarction,

congestive heart failure, stroke, and angina pectloris.

42. The pharmacecutical composition of claim 35 \;lhcrcin said pharmaceutical
composition lowers blood pressure and systemic lipid concentrations to a level

consistent with a reduced risk of arterial and related heart disease.

43. The pharmaceutical composition of claim 35 wherein said pharmaceutical
composition lowcrs blood pressure and systemic lipid concentrations to a level

statistically equivalent to normal.

44._ A pharmaceutical composition comprising:

(a) a therapeutically effective amount of amlodipine;

(b) a therapeutically effective amount of an atorvastatin compound selected from the
group cunsisting of atorvastatin and hydroxylated atorvastatin metabolite; and

(c) pharmaceutically acceptable formulation agents wherein said pharmaceutical
composition syncrgistically lowers blood pressure and systemic lipid

concentrations.

45. The pharmaceutical composition of claim 44 wherein amlodipine comprises a

yyo
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therapeutically effective derivative of amiodipine. aw

46. The pharmaceutical composition of claim 45 wherein the therapeutically

cffective derivative of amlodipine compriscs amlodipine besylate.

47. The pharmaceutical composition of claim 44 wherein the atorvastatin compound

comprises a therapeutically effective derivative of the atorvastatin compound.

48. The pharmaccutical composition of claim 47 wherein the therapeutically

effective derivative of the atorvastatin compound is a hemicalcium salt.

49. The pharmaceutical composition of clzim 44 wherein said pharmaceutical

composition reduces the risk of arterial and related heart discase.

50. The pharmaceutical composition of claim 49 wherein said arterial and related
heart disease is selected from the group consisting of hypertension, hyperlipdemia,
atheroscierosis, arteriosclerosis, coronary artery discase, myocardial infarction,
congestive heart failure, stroke, and angina pectoris,

51. The pharmaceutical compasition of ciaim 44 wherein said pharmaceutical
composition synergistically lowers blood pressure and systemic lipid concentrations
to a level consistent with a reduced risk of arterial and related heart disease.

Yul
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(54) Tithe: MUTUAL SALT OF AMLODIPINE AND ATORVASTATIN

(57) Abstracts This invention rlstcs t¢ & sl salr of smiodipine and atorvastatin, pharmacentical compositions thereof and
O methods of weating angina pectoxls, sthensaciervals sad combined bypertention and hyperiipidemia in mammals with tch 2 routna)

salt snd compositions. This irventios also relutes to methods of managing cardisc risk in 3 mamme) presenting with sympioms of

canfiac risk, inchuling humans by administering soch s puutosl salt and compositions.
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SUMMARY OF THE INVENTION
This invention is directed to a compound which is an gtorvastalin salt of
amilodipine. It is to be understood that the phrase “amiodipine salt of atgvastatin is
synonymous with the phrase "atorvastatin salt of amlodipine.” Those phrases are
used interchangeably throughout this specification and appendant claims.
This invention is particularly directed to an atorvastatin salt of amiodipine
which is a compound of formuta i,

This invantion Is still more particularly directed to a compound of formula |
wherein the carbon atom at the 4-position of the dihydropyridine ring has the (R)-
configuration, e.g., 742-(4-fuoro-phenyl)-5-isopropyl-3-phenyl-4-phenylcarbamoyl-
pyrrol-1-yi}-3,5-dihydroxy-heptanoate salt with 2-(2-amino-ethaxymathyl)-4{R)-(2-
chloro-phenyl)-8-methyi-1,4-dihydro-pyridine-3,5-dicarboxyfic acid 3-ethyl eater 5-
methy! ester.

This invention is also more particularly directed to a compound of formuia |
wherein the carbon atom at the 4-position of the dihydropyridine ring has the (S)-
configuration, 74{2-{4-fluoro-phenyl)-5-isopropyl-3-phenyh4-phenyicarbamoyl-pyrrol-1-
yl]-3,5-dihydroxy-heptanoate salt with 2<2-amino-ethoxymethyl)-4{S)-(2-chloro-
phenyl)-6-methyl-1,4-dihydro-pyridine-3,5-dicarboxylic acld 3-ethyl estsr 5-methyl
oster.

This invention is also directed to pharmaceutical compositions comprising a
compound of formula | and a pharmaceutically acceptable carrier, vehicle or diluent.

Thig invention is also directad {o methods of treating angina pectoris in a
mammal suffering from angina pectoris comprising administering to said mammal an
angina pectonis treating effective amount of a compound of formuis |.
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CLAIMS
1. Acompound which is an atorvastatin satt of amiodipine.
2. A compound of claim 1 which is

A%

3. A compound of clalm 2 wherein the carbon atom at the 4-position of
the dihydropyridine ring has the {R)-configuration.

4. A compound of claim 2 whereln the carbon atom at the 4-position of
the dihydropyridine ring has the (S)-configuration.

5. A pharmaceutical composition comprising a compound of claim 1 and
a phammaceutically acceptabla carrier, vehicle or diluant.

6. A mathod of treeting angina pectoris in &8 mammal suffering from
angina pectoris comprising administering to said mammal an angina pectorls freating
effective amount of a compound of claim 1,

7. A method of treating angina pectoris in a mammal suffering from
angina pectorls comprising administering to said mammal an angina pectoris treating
effective amount of a pharmaceutical composttion of cialm 5.

8 A method of treafing hypertension and hyperiipidemia in a mammal
suifering from hypertension and hyperiipidemia comprising administering to sald
mammal a hypertension and hyperlipldemia treating effective amount of a compound
of claim 1.

9. A method of treating hypertension and hyperiipidamia In a mammal
suftering from hypertension and hyperiipidernia comprising adminlstering to said
mammal a hypertension and hyperiipidernia treating effective amount of a
phammaceutital composition of clalm 5. -

10. A method of treating atherosclerosis in a mammal suffering from
athercadierosis comprising administering to sald mammal an antiatherosclerosis
effective amount of a compound of clalm 1,

¥
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11. A method of claim 10 whersin said aﬁerosderfasis mnnile_stad bya
slowing of the progression of atherosf:lerotic plaques. “

12. A method of claim 10 wherein sald atherosclerosis is manifested by a
regreasion of atherosclerotic plagues.

13.  Amethod of treating atherosclerosis in @ mammal suffering from
atherosclarosis comprising administering to said mammal an antiatherosclerosis
effective amount of a pharmaceutical composition of claim 5.

14, A method of managing cardiac risk In a mammal at risk of suffering an
adverse cardiac event, comprising administering to said mammal a cardiac risk
treating effective amount of a compound of claim 1.

15. A method of managing cardiac risk in a mammal at risk of suffering an
adverse cardiac event, comprising administering to said mammal a cardiac risk
treating effective amount of a pharmaceutical composition of clalm 5.

16. A phamaceutical composition comprising an amount of a compound
of claim 1 and amiodipine or a pharmaceutically acceptable aalt thereof.

17. A pharmacsutical composition of clalm 16 comprising amiodipine
besylate.

18. A pharmacsutical composition comprising an amount of a compound
of claim 1 and atorvestatin or a pharmaceutically acceptable salt therecf.

18. A pharmaceutical composition of clalm 18 compriging the hemicalclum
salt of atorvastatin.

20. A method of treating angina pecloris in a mammal suffering from
angina pectoris comprising administering to said mammal an effective amount of a
pharmaceutical composition of ciaim 16.

21. A method of treating angina pectoris in a mammal suffering form
angina pectoris comprising administering 1o said marmmal an effective amount of a
phamaceutical compoasition of claim 18.

22. A method of treating atherosclercsls in a mammal comprising
adminigtering to said marnmal an atherosclerosis treating effective amount of a
pharmaceutical composition of calm 16.

23. . A method of treating atherosclerosis in a memmal comprising
administering to said mammal an atheroscierosis treating effective amaunt of a

phamaceutical composition of claim 18.
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24. A method of managing cardiac risk in a mammal comprising
administering to said marnmal a cardiac risk treating etective amount of a
pharmaceutical composition of claim 16. \

25. A method of managing cardiac risk in a mammal comprising
administering to said mammal a cardiac risk treating effective amount of a
phermacseutical composition of claim 18.

26. A method of treating a mammal suffering from hypertension and
hyperlipidemia comprising administering 1o said mammal a hypartension and
hyperiipidemia treating effective amount of a pharmacaulical composition of claim 16.

27. A maethod of treating a mammal suffering from hypertension and
hyperiipidernia comprising administering to said mammal & hypertension and
hypetdipidemia treating effective amount of a pharmaceutical composgition of clatm 18.

28. A method of delivering amiodipine in vivo by administering a
compound of claim 1 or a pharmaceutically acceptable salt thereof to 8 mammal.

29. A method of clalm 28 wherein said mammal is & human.

30. A method of dellvering atorvastatin in vivo by administering a
compound of claim 1 or a pharmaceutically accaptable salt thereof to a mammal.

31. A method of clalm 30 wherein gald mammal is 8 human.

32. A method of treating &« mammal comprising administering to said
mammal an amount of a compound of claim 1 and an amount of amiodipine or a
pharmaceutically acceptable salt thereof.

33. A method of treating a marmmeal comprising administaring to said
mammal an amount of a compound of claim 1 and an amount of atorvaetatin or a
phermaceutically acceptable salt thereal.

34. A method of treating a mammal with amiodipine comprising
administering to said mammal a compound of claim 1.

35. A method of {reating a mammal with atorvastatin comprising
administering to said mammal a compound of claim 1.
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Con fundamento en lo previsto por el articulo 43 de la Decisién 486 de la Comision de
la Comunidad Andina, se le comunica que la oposicidn presentada por el doctor José
Luis Reyes Villamizar, en su calidad de apoderado de Tecnoquimicas S_A., reine los
requisitos formales exigidos por la ley al momento de su presentacion.

En cumplimiento de lo dispuesto en la citada norma, se le concede el témino de
sesenta (60) dias habiles sigulentes a la fecha de notificacién del presente oficio, para
que haga valer sus argumentaciones y presente pruebas.

Notifiquese el presente oficio conforme a lo dispuesto en el numeral 5.2, iiteral e), del
capftulo quinto del tiulo primero de la Circular Unica N° 10 de 2001.

ESPEDES DE VERGEL
Jefe de la Divigidbn de Nuevas Creaciones.

El anterior requerimiento fue notificado por fijacidn en lista de fecha, 10 FEB. 2006 .
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Con fundamento en lo previsto por el articulo 43 de la Decisién 486 de la Comisién de
la Comunidad Andina, se le comunica que la oposicién presentada por el doctor Luis
Fernando Rincén, en su calldad de apoderado de Procaps S.A., retine los requistios
formales exigidos por la ley al momento de su presentacion.

En cumplimiento de lo dispuesto en la citada norma, se le concede el término de
sesanta (60) dlas habiles siguientes a la fecha de notificacién del presente oficio, para
que haga valer sus argumentaclones y presente pruabas.

Notifiquese el presents oficio conforme a lo dispuesto en el numeral 5.2, literal e), del
capftulo quinto del titulo primero Circular Unica N° 10 de 2001.

ALIX CARMENZA CESPEDES DE VERGEL
Jefe de la Divisign de Nuevas Creaciones.

40 FEB. 6
El anterior requerimiento fue notificado por fijacién en lista de fecha,
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