ABOGADOS

CAVELIER PA
v

EDIFICIO SISKI SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO

www.cavelier.com CARRERA 4 No. 72 - 3!

covelin@cavatercom socorascotovey [ NIHANNBNMRIARNLRRAEIIAI

N

-012536- -00003-0000 ?

Seﬁora Jefe de |a Fecha: 2008-01 -3017.12.07 Dep 2020 NUECREACIONI !
DIVISION DE NUEVAS CREACIONES Adt 538 PETICION'T Foyee: 379 FASENACIONALI
Superintendencia de Industria y Comercio
E. S. D. ~ \
Tramite : 011
Evento : 379

Actuacion : 411

Referencia : Expediente No. 06.012.536

Asunto : SOLICITUD DE PATENTE PARA INHALADOR MULTI
DOSIS

Solicitante : CIPLA LIMITED

Clase : A61M 15/00
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1. Yo, Emilio FERRERO, identificado como aparece al pie de mi firma,
actuando como apoderado del solicitante en el asunto de la referencia,
atentamente, solicito se efectiie el examen de patentabilidad de la solicitud en
referencia presentada de acuerdo con el Capitulo Il del PCT y segun lo
establecido en el articulo 44 de la Decision 486 de la Comision de la Comunidad
Andina. Para tal efecto presento junio con este escrito el recibo por valor de
$210.000.00, que corresponde a la tasa fijada segin lo dispuesto en la resolucion
No. 44372 de 26 de diciembre de 2007.

2. Ruego atentamente a la Sefiora Jefe se sirva ordenar que se anexe este

recibo para que se efectle dicho examen y se continie con el tramite de la

solicitud.
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Industria y Comercio

SUPERINTENDENCIA

DIVISION DE NUEVAS CREACIONES

RADICACION EXPEDIENTE No. 06-12536

EL EXTRACTO DE LA PRESENTE SOLICITUD DE PATENTE DE INVENCION

FUE PUBLICADO EN LA GACETA DE PROPIEDAD INDUSTRIAL No 578 DE

FECHA 31 DE JULIO DE 2007 EL TERMINO HABIL SENALADO POR LA LEY

EXPIRA EL 26 DE OCTUBRE DE 2007

NOTA: Dentro del plazo de los seis (6) meses siguientes a partir de la fecha de publicacion
en la gaceta de Propiedad Industrial, debera 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 Decisidén 486/2000.

SE PRESENTARON OPOSICIONES POR PARTE DE TERCEROS.
Sl NO X
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571 ABSTRACT

A dry powder inhalator for delivering a precise dose of
a medicament contains a mesh disc impregnated with a
series of spaced, medicament doses about the. disc pe-
riphery. The inhalator is armed by manually retracting
a finger pull extending downwardly from the bottom of
the inhalator housing or rotating the bottom of the
housing. The user inserts a mouthpiece on the housing
into the mouth and inhales. This causes a chamber in the
housing under a diaphragm to evacuate, thereby pulling
the diaphragm down onto a knock out lever. The pivot-
ing of the lever enables release of a piston into a cylin-
der which first compresses, and then dispenses a re-
duced volume of air at high pressure in a burst up
through the medicament disc. When the burst of air hits
the impregnated disc, the dose is forced out of the
mesh’s interstices, producing a cloud of the drug in its
powdered form, which is inhaled by the user.

10 Claims, 15 Drawing Sheets
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7.

between the mesh fibers or their equivalent to aerosol or
atomize the same so that the medicament is presented in
appropriate particle sizes for maximum benefit when
inhaled. Further, due to the porous nature of the mesh
screen and the interstitial deposit of the medicament, air
can completely surround each medicament dose and
entrain it to assure complete dispensing of the medica-
ment dose from the mesh into the air stream.

In use, the screen mesh disc 10 is loosely clamped
between pressure plates 42 and 44 with dose 16 indexed
between holes 48 in the pressure plates and cassette top
40 in inhalator 20. The inhalator is armed by retracting
a finger pull 54 manually extending downwardly
through an opéning 56 formed inthe bottom 58 of the

—inhalator housing. The finger pull 54 is connected to a
U-shaped linkage 60 having a reciprocating piston 62
extending through a hole 64 in the bight 66 of the link-
age 60 into a cylinder 68 or pressure chamber having an
upright nozzle 70 at one end receiving in communica-
tion therewith a downwardly extending bore 72 on the
cassette bottom 42. The nozzle 70 and bore 72 are in
communication with an impregnated portion 16 of the
screen mesh disc 10, through the hole 48 in the cassette
bottom 42. The flat spring 46 between the cassctte top
40 and top pressure plate 44 maintains the parts in oper-
ative position.

The piston 62 has a flange 74 in contact with bight 66
and when the finger pull 54 connected to the bight is
pulled back, the piston 62 in the pressure chamber or
cylinder 68 compresses a drive coil spring 76 provided
between flange 74 and a horizontal post 78 on housing
bottom §8. This motion concurrently pulls each pivot-
able leg portion 80, 82 of the U-shaped linkage 69 into
180° alignment, thereby locking the retracted alignment
of the drive spring 76 and piston 62 in pressure chamber
or cylinder 68, due to the centered alignment of the leg
segments 80, 82 of the linkage 60.

As the linkage is retracted, an advance mechanism
causes the impregnated mesh ring 10 to rotate forward
by one dose. The advance mechanism can consist of a
ring 84, on the inner diameter of the mesh disc 10 hav-
ing camming or ratchet teeth 86 spaced about the cir-
cumference of the ring in contact with a pawl 85 con-
nected by a hinge 87 to an upright member 88 on the
bight 66 of U-shaped linkage 60. Upon retraction of the
pull $4, the paw] 85 on upright member 88 contacts one
of the teeth 86 on the ring 84 to rotate it a distance so
that a compressed dose 16 in the mesh 10 is moved into
registration with opening in the nozzle 70 and hole 48 in
pressure plate 44. As the ring 84 rotates, e.g., in a clock-
wise manner as viewed in FIG. 4, the pawl 85 pivots
about hinge 87 until it clears contact with the tooth 84
and springs back into contact with a succeeding tooth
on ring 84. The device is now armed, indexed, and
ready to fire, as shown in FIG. 2.

Firing takes place by the user inserting the mouth-
piece 32 on the housing top 52 into the mouth and inhal-
ing orally. This canses the chamber 90 in the housing 20
under a flexible diaphragm 92 to be evacuated as indi-
cated by arrows 94 thereby pulling the diaphragm 92
down onto a knock out lever 96 pivotally seated on the
top of a mount 98 encasing the cylinder 68 and extend-
ing upwardly from the housing bottom 58.

The lever 96 magnifies the downward force of the
diaphragm 92 and has tapered legs 100 which straddle
the piston 62 adjacent the inner surfaces of legs 80 and
82 of linkage 60 and delivers a component of force to
the joint of the legs of the linkage through contact with
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the joint upon downward movement of the lever, mov-
ing this juncture out of its 180° alignment, to break the
linear arrangement of the linkage leg alignment, as indi-
cated in FIG. 3 (and in phantom lines in FIG. 4). At this
point the structural strength of the linkage 60 is greatly
reduced and overpowered by the force of the com-
pressed drive spring 76. The piston is thus forced into
the pressure chamber or cylinder 68 at high velocity.
The volume of air in the pressure chamber or cylinder
68 is built up and then compressed to the point where
the stroke of the piston 62 hits a pin 102 compressing a
spring 104 between the head of pin 102 and 2 plug 106.
The head 107 of the pin 102 serves as 2 valve opening
and closing opening 108 between the interior of cylin-
der 68 and nozzle 70.

At this point, a reduced volume of compressed, high
pressure air behind the piston 62 is forced from the
cylinder, up through the smaller diameter nozzle and
through the larger diameter holes 48 in successive lay-
ers of the pressure plates and the impregnated disc 10, in
a turbulent burst. When the burst of air hits the impreg-
nated disc 10, the dose 16 is forced out of the mesh’s
interstices, producing a cloud of the drug in its pow-
dered form.

Immediately following the pressurized burst, the vent
56 is 1eopened, allowing make-up air to be pulled up
behind the burst of powder assisting inhalation of the
drug through the mouthpiece, and returning diaphragm
92 to its nonflexed condition of FIG. 2. This completes
the firing phase and the device is ready for rearming.

The cartridge 50, when the medicament doses 16 are
all spent, may be replaced in its entirety by separating
housing top 52 and housing bottom 58 by pulling them
apart (a lip 110 on the circumference of top 52 is re-
ceived in snap seated engagement on a ledge 112 pro-
vided adjacent the top of housing bottom 58), and re-
moving and replacing the spent cartridge with bore 72
seated in nozzle 70. A window 114 can be provided in
the housing top 52 for viewing of whether the housing
has been provided with a cartridge 50, or alternatively,
if the pressure plates are transparent, appropriate indicia
on disc 10 can be viewed to indicate the number of
doses remaining on the disc.

FIGS. § to 12C illustrate a second embodiment of the
invention, wherein an inhalator 150 is armed by grasp-
ing a handle 262 and rotating the lower half 152 of a
casing 154 90° in a clockwise direction as indicated by
the bottom arrow 155 to the phantom line position illus-
trated in FIG. 6. The casing has an upper half 156
threadedly or otherwise rotatably mounted on the
lower half 152. A flat cam 158 has a portion of its cir-
cumference seated on a lip 160 of the lower half 152 of
casing 154 and includes an arcvaie indentation 162
which is adapted to contact a lug or pin 164 on the rear
of a wing-shaped piston mount 166 having a piston 168
projecting forwardly therefrom. Upon rotation of cam
158 in a clockwise direction with lower half 152 of
casing 154, indentation 162 will surround lug 164 and
cause the piston mount 166 to move to the left in the
sequence illustrated in FIGS. 12A and 12B, to retract
the mount 166 and compress a pair of expandable coil
springs 168, 170 housed in grooves 172 on the bottom of
the lower half 152 of casing 154. The springs 168, 170
which impinge upon a rear surface 174 of piston mount
166 normally urge the piston 168 forward in a cylinder
176 fixedly mounted in a bracket 177 on the lower half
152 of casing 154. Upon movement of the piston 168 in
cylinder 176 air in the cylinder will first be compressed

J&@/
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Fecha de Presentacion Internal. 09-07-2004

Como resultado del examen de fondo, realizado con fundamento en el articulo 45 de
la Decisidn 486 de la Comision de la Comunidad Andina, se le comunica;

1. Documentos estudiados

Descripcioén: Folios: 123 a 159
Reivindicaciones: Folios: 161 a 167
Dibujos: Folios: 85a 95
Prioridad: Folios: 11 a 56

09-07-2003- IN 700/MUM/203

2. Objeto de la invencion
e Titulo de la solicitud: “INHALADOR MULTI DOSIS” (folio 123).

e Objeto de la invencion: se refiere a un inhalador de medicamentos con
pluralidad de compartimientos.
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Segun el autor el usuario de este tipo de dispositivos debe realizar multiples
operaciones, debe operar manualmente un miembro de aguja para perforar la
lamina del cartucho, teniendo que repetir la operacién levantando la aguja y
rotando al mismo tiempo la porcién superior.

El solicitante propone entonces un dispositivo de dosificacién con un medio
de presion que permite el avance del compartimiento, estando dicho medio de
presion y el medio receptor asegurados al primer componente por medio de
un par de pasadores.

o E! objeto de esta invencion se clasifico como A61M15/00 segun la
Clasificacion Internacional de Patentes (IPC.).

3. De la solicitud de Patente

3.1. Reivindicaciones (articulo 30 D 486)

Después de realizar el estudio completo de la solicitud, se hace la siguiente
observacion a este capitulo:

e Se sugiere al solicitante eliminar la reivindicacién independiente dos (2) ya
gue la solicitud perfectamente se puede definir dentro de una sola
reivindicacion independiente, ademas como fue presentada (folio 162) no
aporta elementos ni caracteristicas nuevas.

4. Determinacion del Estado de la Técnica

Teniendo en cuenta que la fecha de prioridad reivindicada es 09-07-2003, se
encontrod el siguiente documento relevante:

N. | Documento Titulo Fecha de pub.

D1 | US 5388572 DRY POWDER MEDICAMENT 14-02-1995

INHALATOR HAVING AN INHALATOR-

ACTIVATED PISTON TO AEROSOLIZE
DOSE AND DELIVER SAME

5. Analisis de patentabilidad (articulo 14 D486)

5.1 Novedad (articulo 16 D486)

El estudio se realizd6 comparando elemento por elemento de la invencion tal como
esta definido en la reivindicacion dos (2) con el documento D1, encontrando que el
mencionado documento revela todos los elementos y caracteristicas de dicha
reivindicacion: :

0
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Reivindicacion Dos (2, folio 162)

D1 7

1. Un dispositivo inhalador (2) que comprende un
primer y segundo componentes (4, 6) movibles uno en
relacion al otro, un medio para recibir un cartucho de
medicamento (12) que comprende una pluralidad de
compartimientos (140) que contienen medicamento.

Si
Ver: elementos 52, 58,
10, 16, figuras 1-2.

2. Un medio para faciltar la extraccion de
medicamento (14) para colocarse en una posicion
adyacente a un compartimiento (140) de un cartucho

Sl
Ver: elementos 10, 16.
figuras 1-2., columna 7

recibido (12) y permitiendo de esta forma una fila 12 a 26.
extraccion de medicamento del mismo.
3. Y un medio de operacion ((16, 28, 34, 40, 42, 44, Si

46) el cual, cuando es activado por un usuario avanza
un compartimiento del cartucho (140) de un cartucho
recibido (12) a una posicion adyacente a dicho
compartimiento avanzado (140) para permitir la
extraccion del medicamento por inhalacion de un
usuario.

Ver: elementos 54, 60.,
10, 16, 62 y 68, figuras
1-4., columna8filad4a?’.

4. Donde el medio de operacion es montado en
relacién con dicho primer y segundo componentes (4,
6) de manera que sea activado en respuesta a que
dichos primer y segundo componentes (4, 6) sean

Sl
Ver: elementos 52, 58,
54, 60., 10, 16, 62 y 68,
figuras 1-4., columna 8

movidos uno en relacion al otro usuario. flada?.

De acuerdo con lo anterior, todos los elementos y caracteristicas que forman parte
del “INHALADOR MULTI DOSIS” mostrados en la reivindicacién independiente dos
(2), ya fueron divulgados en D1, por lo cual se podria considerar que carece de
novedad.

Las reivindicaciones 2-21 no muestran en forma clara lo nuevo que se pretende
aportar a la técnica ni aporta diferencias a lo ya existente. El analisis anterior
permitiria afirmar que este grupo de reivindicaciones no cumplirian con lo
estipulado en el articulo 16 de la Decision 486 de la Comisién de la Comunidad
Andina de Naciones.

6. Conclusion:

Los requisitos de patentabilidad de la presente solicitud se encuentran afectados asi:

Reivindicaciones

° ° -
N Documento N afectadas Requisito que afecta

D1 US 5388572 2-21 NOVEDAD

En cumplimiento del articulo 45 de la Decision 486 de la Comisién de la Comunidad
Andina, se le indica que debe dar respuesta dentro del término de sesenta (60) dias
contados a partir de la fecha de notificacion de la presente comunicacion. En caso
de no dar respuesta al presente requerimiento, o si a pesar de la respuesta
subsistieran los impedimentos para la concesion, se denegara la patente.



Notifiquese el presente oficio conforme alo dispuesto en el numeral 5.2, literal e), del
capitulo quinto del titulo primero de la Circular Unica N° 10 de 2001.
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ALIX CARMENZA CESPEDES DE VERGEL
Jefe de Division/de Nuevas Creaciones

El anterior requerimiento fue notificado por fijacion en lista, de fecha

el I P11
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