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Ref.: Expediente N° 06-047.835

Solicitud de Patente de Invencion Titulada: “FORMULACIONES DE INHIBIDORES DE
LA FOSFODIESTERASA V.”

Solicitante: SCHERING CORPORATION

SOLICITUD DE EXAMEN DE PATENTABILIDAD SEGUN
EL ARTICULO 44 DE LA DECISION 486, GACETA No. 584

CARLOS R. OLARTE, mayor de edad y vecino de Bogots, D.C., identificado tal como aparece
al pie de mi firma, en mi condicién de apoderado de la sociedad de la referencia, tal como consta
en la sustitucién adjunta, respetuosamente me permito solicitar que se examine si la invencion
reune los requisitos de patentabilidad previstos en la misma, dando cumplimiento a lo establecido

en el articulo 44 de la Decisién 486 de la comisién de la Comunidad Andina. Adjunto recibo por

el monto de $210.000 pesos para cubrir la tasa c?brrespondiente, segtin la Resolucién 44372 de 26
de diciembre 2007. |

S R. OLARTE
C.C. 79.782.747 de Bogota
T.P. 74.295

Anexo:  Recibo por $210.000 pesos

FEG/P201/unn84 080204 Sol exam

World Trade Center - Torre A, Calle 100 No. 8A — 37, Piso 10, Bogota D.C., Colombia
Tel + 57 1 601-7700, Fax + 57 1 601-7799, office@olarteraisbeck.com, www.olarteraisbeck.com
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E. S. ] D.

Ref.: Expediente No. 06.047.835

Solicitud de Patente de Invencién Titulo: “FORMULACIONES DE INHIBIDORES DE
LA FOSFODIESTERASA V.” | "

Solicitante: SCHERING CORPORATION

SUSTITUCION DE PODER

J. IAN RAISBECK LLINAS, mayor de edad y vecino de Bogotd D.C., identificado como
aparece al pie de mi firma, en mi caricter de apoderado de la sociedad de la referencia,
respetuosamente me permito manifestar que SUSTITUYO el poder a mi conferido por la
mencionada sociedad, en el doctor CARLOS R. OLARTE, mayor de edad, domiciliado en
Bogota D.C., identificado con la Cédula de Ciudadania No. 79.782.747 de Bogota y portador de
la Tarjeta Profesional No. 74.295 del Consejo Superior de la Judicatura, para que sea €l quien en

adelante asuma el tramite de la presente accién.

Atentamente,

1 Gt

J. IJAN RAISBECK LLINAS
C.C. No. 79.376.996 de Bogot4
T.P. 135799 del C. S. de la J.

World Trade Center - Torre A, Calle 100 No. 8A — 37, Piso 10, Bogota D.C., Colombia
Tel + 57 1 601-7700, Fax + 57 1 601-7799, office@olarteraisbeck.com, www.olarteraisbeck.com
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RADICACION EXPEDIENTE No. 06-47835

EL EXTRACTO DE LA PRESENTE SOLICITUD DE PATENTE DE INVENCION
FUE PUBLICADO EN LA GACETA DE PROPIEDAD INDUSTRIAL No 584 DE
FECHA 31 DE DICIEMBRE DE 2007 EL TERMINO HABIL SENALADO POR LA

LEY EXPIRA EL 31 DE MARZO DE 2008

NOTA: Dentro del plazo de los seis (6) meses siguientes a partir de la fecha de publicacién
en la gaceta de Propiedad Industrial, deberd solicitar y cancelar el examen de
patentabilidad so pena de que la solicitud caiga en abandono, de acuerdo con lo
establecido en el Articulo 44 de la Decision 486/2000.

SE PRESENTARON OPOSICIONES POR PARTE DE TERCEROS.
Sl NO X
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(54) Title: XANTHINE PHOSPHODIESTERASE V INHIBITORS

(57) Abstract: A xanthine phosphodiesterase V inhibitor having the formula (I), where R*is a Cs.s cycloalkyl group, with or without
one or mare substituents, Cs.15 cycloalkenyl group, with or without one or more substituents, or a heterocycloalkyl group of 3 to 15
members, with or without one or more substituents; useful for treating male (erectile) and female sexual dysfunction and other
physiological disorders. For example, a representative compound of the invention is formula .
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systems, surfactants, preservatives, sweetener agents, viscosity agents,
fillers, lubricants, glidants, disintegrants, binders and resins.

Conventional flavoring agents may be used, such as those described in
Remington’s Pharmaceutical Sclences, 18" Ed., Mack Publishing Co., pp.
1288-1300 (1990), which is Incorporated in its entirety by reference herein.
The pharmaceutical compositions of the invention generally contain from
about 0 to 2 % of flavoring agents.

Conventional dyes and/or pigments may also be used, such as those
described in the Handbook of Pharmaceutical Excipients, by the American
Pharmaceutical Association & the Pharmaceutical Society of Great Britain, pp.
81-90 (1986), which is incorporated in its entirety by reference herein. The
pharmaceutical compositions of the invention generally contain from about 0
to 2 % of dyes and/or pigments.

The pharmaceutical compositions of the invention generally contain
from about 0.1 to 99.9 % of solvent(s). A preferred solvent is water.

Preferred co-solvents include ethanol, glycerin, propylene glycol, polyethylene
glycol, and the like. The pharmaceutical compositions of the invention may
include from about 0 to 50 % of co-solvents.

Preferred buffer systems include acetic, boric, carbonic, phospharic,
succinic, malalic, tartaric, citric, acetic, benzoic, lactic, glyceric, gluconic,
glutaric and glutamic ac‘:ids and their sodium, potassiurﬁ and ammonium salts.
Particularly preferred buffers are phosphoric, tartaric, citric and acetic acids
and salts thereof. The pharmaceutical compositions of the invention generally

contain from about 0 to 5 % of a buffer.

\12
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Preferred surfactants include polyoxyethylene sorbitan fatty acid
esters, polyoxyethylene monoalkyl ethers, sucrose monoesters and lanolin
esters and ethers, alkyl sulfate salts and sodium, potassium and ammonium
salts of fatty acids. The pharmaceutical compositions of the invention
generally contain from about 0 to 2 % of surfactants.

Preferred preservatives include phenol, alkyl esters of
parahydroxybenzoic acid, o-phenylphenol benzoic acid and salts thereof,
boric acid and salts thereof, sorbic acid and salts thereof, chlorobutanol,
benzyl alcohol, thimerosal, phenylmercuric acetate and nitrate, nitromersol,
benzalkonium chloride, cetylpyridinium chloride, methyl paraben and propyl
paraben. Particularly preferred preservatives are the salts of benzoic acid,
cetylpyridinium chloride, methyl paraben and propy! paraben. The
pharmaceutical compositions of the invention generally include from about 0
to 2 % of preservatives.

Preferred sweeteners include sucrose, glucose, saccharin, sorbitol,
mannito! and aspartame. Particularly preferred sweeteners are sucrose and
saccharin. Pharmaceutical compositions of the invention generally include
from about 0 to 5 % of sweeteners.

Preferred viscosity agents include methylcellylose, sodium
carboxymethylceliulose, hydroxypropyl-methylicellulose,
hydroxypropylcellulose, sodium alginate, carbomer, povidone, acacia, guar
gum, xanthan gum and tragacanth. Particularly preferred viscosity agents are
methylcellulose, carbomer, xanthan gum, guar gum, povidone, sodium

carboxymethylcellulose, and magnesium aluminum silicate, Pharmaceutical
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compositions of the invention generally include from about 0 to 5 % of
viscosity agents.
Preferred fillers include lactose, mannitol, sorbitol, tribasic calcium

phosphate, diabasic calcium phosphate, compressible sugar, starch, calcium

sulfate, dextro and microcrystalline cellulose. Pharmaceutical compositions of

the invention generally contain from about 0 to 75 % of fillers.

Preferred lubricants/glidants include magnesium stearate, stearic acid
and talc. Pharmaceutical compositions of the invention generally include from
about 0 to 7 %, preferably, about 1 to 5 % of lubricants/glidants.

Preferred disintegrants include starch, sodium starch glycolate,
crospovidone and croscarmelose sodium and microcrystalline cellulose.
Pharmaceutical compositions of the invention generally include from about 0
to ;E) %, preferably, about 4 to 15 % of disintegrants.

Preferred binders include acacia, tragacanth, hydroxypropylcellulose,
pregelatinized starch, gelatin, povidone, hydroxypropylcellulose,
hydroxypropylmethyicellulose, methylcellulose, sugar solutions, such as
sucrose and sorbitol, and ethylcellulose. Pharmaceutical compositions of the
invention generally include from about 0 to 12 %, preferably, about 1 to10 %
of binders.

Additional agents known to a skilled formulator may be combined with
the compounds of the invention to create a single dosage form. Alternatively,
additional agents may be separately administered to a mammal as part of a

multiple dosage form.




