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1. Yo, Emilio FERRERO, identificado como aparece al pie de mi firma, 

actuando como apoderado en el asunto de la referencia, atentamente, solicito se 

efectüe el examen de patentabilidad de la solicitud en referencia presentada de 

acuerdo con el CapItulo I del PCT y segün lo establecido en el artIculo 44 de la 

DecisiOn 486 de la ComisiOn de la Comunidad Andina. Para tal efecto presento 

junto con este escrito el recibo por valor de $ 420.000.00 correspondiente a la tasa 

fijada. 

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

recibo para que se efectüe dicho examen y se continue con el trâmite de la 

solicitud. 

Seæora Jefe, 

COLO-09255-841 -073-1 
MVN\SCT\ID-1 23882\WPCL9255 
No. M-2008-1 23882\MVN 
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MIN 

Industria y Comercio 
SUPERINTENDENCIA 

DIVISION DE NUEVAS CREACIONES 

RADICACION EXPEDIENTE No. 07-38425 

EL EXTRACTO DE LA PRESENTE SOLICITUD DE PATENTE DE INVENCIÔN 

� FUE PUBLICADO EN LA GACETA DE PROPIEDAD INDUSTRIAL No 581 DE 

S 

FECHA 31 DE OCTUBRE DE 2007 EL TERMINO HABIL SEfIALADO POR LA 

LEY EXPtRA EL 31 DE ENERO DE 2008 

NOTA: Dentro del plazo de los seis (6) meses siguientes a partir de Is fecha de publicaciôn 
en la gaceta de Propiedad Industrial, deberÆ solicitar y cancelar el examen de 
patentabHidad so pens de que Is solicitud caiga en abandono, de acuerdo con 10 
establecido en el ArtIculo 44 de Is Decision 486/2000. 

SE PRESENTARON OPOSICIONES POR PARTE DE TERCEROS. 

SI  NO X 
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I 

(12k INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 

� (19) World Intellectual Property Organization 
Internaiional Bureau iNrnrnhIiuINHuRU 

(43)1 
- 
ittanational Publication Date (10) International Publication Number 

� 

10 My 2003 (10.07.2003) PCT WO 03/055547 Al 

(51) International Patent Classification’: A6IM 1/00 (81) Designated States (’national): AE, AG, AL, AM, AT, All, 
AZ, BA, BB, HG, BR, BY, BZ, CA, CH, CN, CO. CR. CU, 

(21) International Application Number: �PCT/151‘02/14827 Cl DE, DK, DM, DZ. BC, BE, ES, Fl, GB, GD. GE, Gil. 
GM, hR. liii. ID, IL, IN. IS, JP, KE, KG, KB KR. KZ. LC. 
LX, LR, LS, IT, LU, LV, MA, MD, MG, MX, MN, MW, 

� (22) International Filing Date: : MX, MZ, NO, NZ, OM, PH, PL, PT, RO. RU, SC, SD, SE, 
20 December2002 (20,12.20(2) SO, 5K, SL, Ti, TM, TN, TR, iT, rz, UA, i:o. us, uz. 

� VC, VN, VU, ZA, ZM, ZW 
(25) Filing Language: English 

(26) Publication Language. English 

(30) Priority Data: 
0130857.6 22 December 2001 (22.12.2001) GB 

(84) Designated States (regional): ARIPO patent (GH, GM, 
KB, LS, MW, MZ, SD; SL, SZ, l, 1)0, ZM, ZW), 
Eurasian patent (AM, AZ. BY, KG, KZ, MD, RU, TJ, TM), 
European patent (AT, BE, BG, CH, CV, CZ, DE, DX, BE, 
ES, Pt, FR, GB, OR, LE, IT, LU, MC, NL, .F1’ SE, SI, 5K, 
TR), OAPI patent (BF, B), CE CG, CI. CM, GA, ON, GQ, 
(1W. MI.. MR. NE SN ’I’D. TO).

(71) Applicant Tor ltdasignaiedStates except US): GLAXO ’- 
... GROUP LIMITED [GB/GB]; Glaxo Wellcome House, 

- Berkeley Avenue, (ireenford, Middlesex UB6 ONN.(GB). Published: 
-. with international search report 

(72) inventor; and 
(75) Inventor/Applicant (for US only): TAYLOR, Anthony, two-letter codes and other abbreviations, refer to the "Guid-

I James [GB/GB); Glaxo Wellcome pie, Park Road, Ware, ance Notes on Codes andAbbreviations" appearing at the begin-

. 

Harts SO 12 ODP (GB), fling of each regular issue of the PCT Gaulle. 

(74) Agent: PIKE, Christopher, Gerard; Pike & Co., Hayes 
Loft, 68A Hayes Place, Marlow, Buckinghamshire SL7 
2131 (GB). 
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I 
(54) Title: Mffi)TCAMENT DISPENSER 

�. . . � 
(57) Abstract: There is provided a medicament container (1) or delivery device for use with 

. ’ . 

medicament in dry powder form comprising a material that reduces the surface energy or in-
creases the electrical conductivity of some or all parts of the medicament container or delivery 
device which come into contact with said dry powder form medicament. Suitably, the material 
hai, friction -reducing or electricalconductivity-enhancing properties 

2II(_:_II 



WO 93/055347 PCTIEP02/14527 
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surfaces thereof. The tendency for medicament to so adhere can potentially affect 

the administration of an effective dose of medicament by reducing, the amount of free 
(i.e. non-adhered) medicament available for uptake (e.g. by inhalation) by the 
patient,: . . .. 

.5 

The Applicants  have found that the above described problem may be ameliorated by 

coating any of the parts of the medicament container or delivery apparatus/device 

. .. 

.� whiOh contact the medicament with materials which reduce the surface energy or 
� . ..- increase the electrical conductivity thereof. Use of said coatings on can also improve 

� 10 the flow of medicament powder through the delivery apparatus/device. 

The Applicants have also found that further amelioration of the above-described 

problems is achievable by. controlling the ingress of moisture to, or egress of 

moisture from, the medicament container. Control may be achieved by either 

15 . choice of container materials or by enclosure of the container or a dispenser 
.Including the container in a suitable package The control need not absolutely 

prevent moisture transfer. Indeed, the Applicants have found that under certain 

conditions a limited degree of moisture transfer can be desirable 

10 

Surnary of invention 

According to the present invention, there is provided a medicament container or 

delivery apparatus/device for use with medicament in dry powder form comprising a 
�1 zs coating that reduces the -surface energy or increases the electrical conductivity 

thereof. 

In alternative aspects herein, the coating is substituted by the incorporation (e.g. 

impregnation) of suitable surface energy reducing or electrical conductivity 

30. enhancing materials into the bulk of any or all of the parts that make up the - 

medicament container or delivery apparatus/device 



rp 

WO 03/055547 PCT/EP02114827 
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Suitable conductive coatings include those comprising a ceramic material. Suitably, 

the ceramic material comprises a cermet material. More suitably, the cermet 

material comprises a composite of a ceramic material with a conductive metal, or a 

ceramic material doped with a conductive metal. The cermet material Is selected 

5 from the group consisting of nickel zirconate, cobalt zirconate and molybdenum 

zirconate. 11 

Other suitable conductive coatings comprise an organic polymeric material. Suitably 

the organic polymeric material is selected from the group consisting of 

10 polycarbonate, polyester, acetal, nylon and epoxy resins. More suitably the organic 

polymeric material includes a doping element selected from the group consisting of 

gold, silver and similar precious metals, carbon black and quaternary ammonium 

salts. The doping elements are taken to include elements which are sputtered, 

loaded or doped onto a target. Targets can comprise polymeric materials such as 

15 polycarbonate, polyester, acetal, nylon or epoxy resins. 

In one aspect, the container is suitable for containing a measured dose of 

medicament. Packs in blister pack form for the containment of a unit dose 

medicaments are envisaged, as are packs containing multiple unit dose blisters 

20 arranged sequentially or otherwise, such as in series form. A particular multi-unit 

dose arrangement comprises an elongate strip having multiple blisters arranged in 

series thereon. 

In another aspect, the container is a reservoir for dry powder medicament. Metering 

25 means are provided to enable metering of dose from the reservoir and transport of 

that dose to a delivery position. 

In one aspect, the container is a medicament dispenser comprising a body defining a 

reservoir for medicament in powder form, and an outlet in communication with said 

30 reservoir for release of the medicament. In one aspect, the device is an inhaler and 

the outlet is one through which a user can inhale. 
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In another aspect, the container is in the form of a reloadable cartridge comprising a 
medicament pack (e.g. in multi-unit dose blister form or reservoir form). The 

cartridge Is shaped and sized for receipt by a medicament delivery device (e.g. an 

s inhaler device). 

In another aspect, the container is a medicament dispenser comprising a body 

defining a chamber for receipt of a medicament carrier, and an outlet in 

communication with said chamber for release of the medicament. In one aspect, the 

jo device is an inhaler and the outlet is one through which the user can inhale. 

In one aspect, the coating material coats the body e.g. part or whole of the inside of 

the body. In another aspect, that material is impregnated throughout the body. 

15 In another aspect, the coating material lines the body (e.g. the interior of the body 

which contacts the medicament powder In use). 

In another aspect, the coating material is located around a seal for sealing the 

reservoir or medicament carrier. In a particular aspect, the medicament carrier is a 

20 blister pack comprising a base sheet and alid jig. in strip form and the coating is 

�located inat least part of the sealed elements thereof such as the edge seal 

Methods involving the coating (e.g. by plasma coating) of the edge seal(s) of a 

blister pack are particularly suitable. The coating may be applied before or after the 

blister pack is sealed (e.g. by heat-sealing). In aspects, coating post-seang is 

25 preferable. 

In another aspect, the coating material coats the wall, or the base sheet, or the lid of 

a medicament carrier in blister pack (e.g. blister strip) form. 

30 In one aspect, the blister pack comprises a laminate comprising a coating material 

herein. Suitably, the laminate comprises material selected from the group consisting 
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of metal foil, organic polymeric material and paper. Suitable metal foils include 

aluminium or tin foil havinga thickness of from 5 to 10Oim, preferably from 10 to. 

50.tm, such as 20 to 30m. Suitable organic polymeric materials Include 

polyethylene, polypropylene, polyvinyl chloride and polyethylene terephthalate. 

5. -

Suitably, the base sheet and lid comprise different materials. 

Suitably, the medicament container or delivery apparatus/device additionally 

comprises a desiccant material that is suitably either impregnated therein, or coated 

iô thereto. Suitably, the desiccant is selected from the group consisting of silica gel, 

zeoUte, alumina, bauxite, anhydrous calcium sulphate, activated bentonite clay, 

water-absorbing clay, molecular sieve and any mixtures thereof. 

In one aspect, there is also provided a method of reducing water ingress into a 

is medicament powder comprising using a suitably modified medicament container or 

delivery apparatus/device, herein, 

In another aspe, there is also, provlded.a package for storage of a medicament 

container or delivery apparatus/device herein formed from a material capable of 

20 controlling the ingress of moisture thereto or egress or moisture therefrom. 

.. 

fr  one aspect, the moisture control material is impermeable to moisture. 

In another aspect, the moisture control material controls the ingress or egress of 

’25’ .. moisture such that the ambient moisture content within the package is essentially 

constant, such as varying by.no more than –20%, preferably by less than –10%. 

Ambient moisture content may for example be measured by Relative Humidity within 

the package. The preferred absolute level of moisture content will vary from 

medicament to medicament but may be readily determined through laboratory 

30 testing. 
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the material enables moisture transfer to either a set minimum /maximum moisture 
content within the package or within a set minimum I maximum moisture transfer 
rate, 

In another aspect, the material is also capable of controlling the flow of other 

gaseous or vapour form species. 

In other aspects, the medicament container or delivery apparatus/device or overwrap 

therefor is comprised of a material having desiccant blended or otherwise loaded or 

io impregnated therein. Suitable materials are described in PCT Application Nos. 

W099/62697 and WO/00/17258 in the name of Capitol Speciality Plastics Inc. 

Suitable materials comprise a thermoplastic/desiccant blend. Examples of 

thermoplastics include polyolefin, polyethylene, polycarbonate, polyamide, ethylene-

15 vinyl acetate copolymer, ethylene-methacrylate copolymer, polyvinyl chloride, 

polystyrene, polyester, polyester amide, polyacrylic ester, and polyvinylidene 

chloride, acrylic, polyurethane, polyacetal, and polycarboriate. These and other 

thermoplastics may be utilized either singularly, or in combinations, 

20 The concentration of desiccant entrained (e.g. mixed or blended) within the 

thermoplastic may exceed seventy-five percent (75%) to not greater than eighty 

percent (80%) by weight, so that about seventy-five percent (75%) may extend to 

eighty percent (80%) by weight. Typically, however, the desiccant concentration will 

fall within a range of forty to seventy-five percent (40-75%) desiccant to 

25 thermoplastic, by weight. This concentration is considered to be a high 

concentration for most thermoplastics. The maximum desiccant bearable 

concentrations will vary among the various types of thermoplastics due to their 

differing characteristics. In the instance of polyethylene or polypropylene, for 

example, the maximum concentration of desiccant will be about seventy-five percent 

30 (75%) by weight. As the desiccant concentrations within the thermoplastics 

increase, the performance of the material degenerates to unacceptable levels. At 
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A top perspective of the blister strip 106 showing pockets 107 is illustrated in Figure 

2b. Laminated lid 114, 115 is sealed to base 110 which is plasma coated with 

fluoropolyrner coating 103. 

5 Figure 3a shows a cross-sectional elevation of a different single blister strip 206 

according to the invention. The blister strip 206 is composed of several laminated 

sheets, the lid being formed from metallic foil 214 and plastic laminate 215 while the 

� base comprises plastic laminates 210 and 211. The plastic laminate 211 comprises 

a plasma fiuropolymer coating 203 for absorbing any moisture which permeates 

io through laminated sheets 214, 215 and 210, thereby reducing ingress into 

medicament powder 205 within pocket 207. 

Figure 3b is a top perspective of a blister strip 206 showing several blisters as 

described in Figure 3a. Metallic foil 214 and plastic laminate 215 form a lid which is 

15 hermetically sealed, by appropriate adhesive or welding means, to the base of strip 

206, The base comprises plastic laminates 210 and 211, laminate 211 being 

disposed on the internal surface of pocket 207 and comprising a plasma 

fluropolymer coating. 

20 Figure 4a shows a cross-sectional elevation of yet another plasma fluoropolymer 

Si coated single blister strip 306 according to the Invention. Pre-plasma coated metallic 

foil 314 and plastic laminate 315 form a lid for base 310 which are hermetically 

sealed together to reduce moisture ingress into pocket 307 containing medicament 

powder 305. The circumference of pocket 307 is surrounded by a ring 319, within 

zs base 310, comprising desiccant 303 which absorbs moisture which permeates into 

the blister, particularly between lid sheet 315 and base sheet 310. 

A plan perspective of the single blister strip 314 shown in Figure 4a is illustrated in 

Figure 4b. The ring 319 of material comprising desiccant 303 surrounds pocket 307 

30 thereby absorbing any moisture which permeates into the pocket 307 through foil 
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Como resultado del examen de fondo, realizado con fundamento en el artIculo 45 de la 
DecisiOn 486 de la ComisiOn de la Comunidad Andina, se le comunica: 

1. Documentos estudiados 

DescripciOn: Folios: 40 a 56 y 59 como se radicO inicialmente 

Reivindicaciones: Folios 57 a 58 como se radicO inicialmente 

Dibujos: Folios 15 a 18-como se radicó inicialmente 

Prioridad: Folios: 01 
21 de octubre de 2004, EP, 04025038.3 

2 Anªlisis de la Prioridad 

La fecha de prioridad del 21 de octubre de 2004 y su correspondiente documento, 
corresponden con la materia solicitada de protecciOn 

3 Objeto de laInvención 

Titulo de la solicitud: blister para inhaladores 

El problema planteado en esta solicitud es la necesidad de obtener un blister con una mayor 
prolongaciôn de la protecciOn contra la humedad. 

Para solucionar este problema tØcnico la solicitud en estudio, el solicitante proporciona un 
blister del grupo de las tiras de blister o de los discos de blister con una capa deshidratante 

xpediente 07-038425-1 er 45 



IPC: A61   15/00, A61   9/00, A61 K31/46 

4 De la solicitud de Patente 

Relvindicaciones (artIculo 30 0486) 
El solicitante en la reivindicaciOn 4 se refiere a los polimeros utilizados de acuerdo con una 
de las reivindicaciones precedentes, sin embargo no existe claridad a cuÆl reivindicación 
pertenece dicha dependencia. Se sugiere establecer las correspond ientes dependencias de 
las reivindicaciones. 
La reivindicaciôn 8 se refiere a que el blister contiene como elemento adicional un cuerpo, el 
cual no se encuentra caracterizado en las siguientes reivindicaciones. 
Las reivindicaciones 14,15 y 16-18 se refieren respectivamente a un recipiente, un inhalador 
y una bolsa, siendo elementos qua no caracterizan al blister sino que forman parte de su 
configuración final para ser presentados al usuario. 
Se sugiere restringir las composiciones del blister reivindicadas a una razonable 
generalización de aquetlas que se encuentran sustentadas en la descripciôn, y que 
corresponden con los resultados presentados. 

S. Determinación del Estado de la TŁcnica 

La fecha que se ha tenido en cuenta para determinar el Estado de la TØcnica es: 

Fecha de la publicaciôn en fase internacional :21 de octubre de 2004 

Considerando que la fecha de presentaciOn de la primera solicitud de patente de la cual se 
reivindica prioridad es: 21/10/2004 se encontraron los siguientes documentos del estado de 
la tØcnica relacionadOs, que pueden afectar la patentabilidad del objeto de la presente 
solicitud: 

No Documehto J Titulo 
Fechade 

publicaciôn 
] 

DI WO P/O55547 Medicament dispenser 10107/2003 

DI se refiere a un envase para medicamento o un dispositivo de entrega para usar con un 
medicamento en la forma de polvo seco, y que comprende un material que reduce la energIa 
superficial o aumenta la conductividad elØctrica de algunas de las partes del envase del 
medicamento o del dispositivo de entrega el cual se encuentra en contacto con la forma de 
medicamento en polvo seco. 

6. AnØlisis do patentabilidad (artIculo 14 0486) 

Novedad (articulo 16 D486) 

La reivindicaciôn 1 consiste en: 

Blister que es componente integral de un inhalador de polvo listo para usar, seleccionado del 
grupo de las tiras de blister a de los discos de blister, compuesto por un elemento de base 
con al menos dos cavidades abiertas al menos una hacia un lado, que estÆn separadas 
..entre sI por medlo de un camino y que contienen una formulaciOn de inhalaciôn sensible a  la 
humedad, y que estÆ sellada al menos una abertura de las cavidades, caracterizado porque 
al menos una parte de la pared del elemento de base estÆ compuesto por un material 
deshidratante. 

Expediente 07038425-1er 45 



La caracterIstica esencial del blister de la reivindicación 1, compuesto por una base y una 
cubierta, y el cual se encuentra en forma de tiras (Ver pÆgina 12, Ilneas 20-22), para ser 
utilizado en inhaladores de polvo seco (Ver pÆgina 2, Unea 23; pÆgina 11, ültimo pÆrrafo) y 
que presenta ademâs un elØmento base con al menos dos cavidades abiertas al menos una 
haciaun lado, que estÆn separadas entre si por medio de un camino (Ver figura 4a; pagina 
22, lineas 20-26) y, que al menos una abertura de las cavidades estÆ sellada, caracterizado 
porque al menos una parte de la pared del elemento de base estÆ compuesto por un 
material desecante (deshidratante) (Ver Figura 4b) (Ver pÆgina 13, lineas 9-10; pÆgina 16, 
lineas 13-18), se habla divulgado reviamente en Dl. Por lo cual la reivindicaciOn I no es 
nueva. 

306 307 $14 

310 303t 

ji 
FIG. 4a ;;l -4b Dl 

Las reivindicaciones deperidientes 2 �18 no mencionan alguna caracteristica que haga 
nuevo al blister de la reivindicación 1, por Ia cual se considera la solicitud presentada no es 
novedosa. 

7. Conclusion: 

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

N° Documento 
R eivindicacionesafectadas

 Req uisito que afecta .N 

Dl WO 03/055547 1-18 Novedad 

En cumplimiento del artIculo 45 de la Decision 486 de la Comisiôn de la Comunidad Andina, 
se le indica que debe dar respuesta dentro del tØrmino de sesenta dias contados a partir de 
la fecha de notificaciôn de  la presente comunicaciOn. En caso de no dar respuesta al 
presente requerimiento, a si a pesar de la respuesta subsistieran los impedimentos para la 
concesiOn, se denegarÆ la patente. 

NotifIquese el presente oficio conforme a Ia dispuesto en el numeral 5.2, literal e), del 
capItulo quinto deltItulo pri erode la Circular Unica NO 10 de 2001. 

ALIX CARME cEs EDES DE VERGEL 
Directora de uevas Creaciones (C) 

El anterioriequerimiento fue notificado por fijaciOn en lista, de fecha _ 

EXAMINADOR TECNICO 
CONCEPTO TECNICO No. 03346 Código No. 202070 
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