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Derecho de la Competencia, Propiedad
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Seiior Director,
DIRECCION DE NUEVAS CREACIONES

Superintendencia de Industria y Comercio

E. S. D.
Referencia : Expediente N° 12 069.627
. Asunto : Oposicién a la solicitud de patente de Invencion titulada
“DISPOSITIVO DE DISTRIBUCION DE LIQUIDO BAJO
FORMA DE GOTAS’
Solicitante : REXAM HEALTHCARE LA VERPILLIERE.
Opositora : PROCAPS S.A.

Publicada en la Gaceta de la Propiedad Industrial
N° 653 del 28 de Septiembre de 2012

Yo, ELIANA ISAURA MORENO BOHORQUEZ, abogada en ejercicio, identificada
como aparece al pie de su firma, con tarjeta profesional No. 83823 del Consejo
. ‘\Superior de la Judicatura, en mi condicion de apoderada de la sociedad PROCAPS
1‘ S.A. conformada bajo las leyes de la Republica de Colombia y domiciliada en la ciudad
| de Barranquilla, Colombia, atentamente manifiesto que estando dentro del término de
| ley y por orden expresa de mi representada, presento oposicion a la concesion del
registro de la Patente de Invencion titulada “DISPOSITIVO DE DISTRIBUCION
DE LIQUIDO BAJO FORMA DE GOTAS”, cuyo titular REXAM HEALTHCARE
LA VERPILLIERE, y pido a Usted declarar fundada esta oposicion y en consecuencia

negar el registro de la patente solicitada.

: Carrera 13 N° 11995, Of. 104 Tel. (571)2131213-6205021 - Fax. (571)6 12 19 79
w E-mail: negocios@optimum-co.com - www.optimum-co.com
‘ Bogota Colombia
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| 1. INTERES PARA ACTUAR

' Conforme a lo dispuesto en el articulo 42 de la Decision 486 de 2000 de la
CA“‘N, estando dentro del término estipulado por la ley, manifiesto el legitimo interés
de muestra representada para oponerse al registro de la patente de la referencia,

|
atendiendo a que la solicitud pretendida no cumple con los requisitos dispuestos en la

|

ley como se analizard mas adelante y de ser concedida afectaria directamente la
|

comercializacion de algunos productos de mi representada, en particular dispensadores
|

en gotas. Por lo tanto, solicito respetuosamente a ese Despacho se sitva tener en cuenta

| . ey, N . .. .
la | presente oposicion dentro del tramite administrativo que se surte en esta
|

Superintendencia.

3 2. FUNDAMENTOS DE HECHOS

Z.II.La solicitud objeto de la presente fue presentada el 27 de abril de 2012,
! reivindicando prioridad bajo la solicitud FR20090057640 del 2009-10-29; y fue

v publicada en Colombia, en la Gaceta de la Propiedad Industrial N° 653 del 28 de

. Septiembre de 2012, cuya publicacion internacional corresponde a la
W02011051602 del 2011-05-05.

2;.2.& solicitud colombiana 12 069.627 objeto de la presente oposicién, comprende

un dispositivo de distribucion de liquido incluye: un deposito (12) de liquido,

deformable para distribuir liquido por apoyo sobre el depésito (12); una boquilla

Carrera 13 Ne 11995, Of. 104 Tel. (571) 213 1213 - 6 2050 21 - Fax. (571) 6 1219 719
E-mail: negocios@optimum-co.com - www.optimum-co.com
Bogota Colombia
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(10) de distribucion de liquido montada sobre el depésito (12); un canal de paso de
liquid | (24, 50); un canal de paso de aire (26) desde el exterior hacia el interior del
deposito (12), el canal de paso de aire (26) esta obturado por una pieza mecénica
(28) realizada en material de polimero permeable al aire, ese material no es poroso,
la piez:# mecanica (28) se denomina pieza mecanica (28) permeable al aire.
2.3.Ahora ;bien, con base en el articulo 14 de la Decision 486 de la CAN consagra lo
siguiente: “Los paises miembros otorgardn patentes para las invenciones, sean de producto o
|
procedi+iento, en todos los campos de la tecnologia, siempre que sean nuevas, tengan nivel
inventivo y sean susceptibles de aplicacién industrial”. Asi las cosas, las invenciones
objeto de patente deben ser nuevas y tener nivel inventivo. Bien, pues antes de la
fecha c{e prioridad de esta solicitud se encuentran los siguientes documentos que

afecta la patentabilidad de la presente solicitud:
. Dl,‘ US5373972 publicada el 20 de Diciembre de 1994.

2.4.Ahora bien, el documento D1, particularmente en la descripcion revela un sistema
de dispensado de fluido para la entrega de una solucion estéril libre de
conservantes. D1 revela un sistema que utiliza véalvulas dobles de autosellado
montac?as en serie dentro de un compartimiento de punta que se ajusta en la salida
de un recipiente de dosificacion multiple con compresion para evitar el flujo
retrogrado no deseable del liquido distribuido de nuevo en la botella durante el
ciclo d¢ descompresion. Segun D1, las vilvulas utilizadas son de accién ya sea
positivo, que se abren para expresar solucion desde el recipiente cuando se aprieta y
la presion se aplica a la botella y que se cierra automiaticamente cuando se libera

dicha p&esic‘m. Igualmente, D1 revela un filtro hidrofobo que se proporciona para

Cfmera 13 Ne 11995, Of, 104 Tel. (5712131213 -6 2050 21 - Fax. (571) 6 1219 79
E-mail: negocios@optimum-co.com - www.optimum-co.com
Bogota Colombia
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esterilizar el aire de sustitucion que entra en el recipiente tras la liberacion de la
presion de compresion. El documento D1, particularmente en la columna 5, linea
8 a la columna 7 linea 42; la columna 9 lineas11 a 18 y las figuras 1 a 3, describe un
dispositivo dispensador (10) de liquido, que comprende: un deposito (12) de
liquido deformable para dispensar liquido presionando el deposito (12): una
boquilla (70) para dispensar el liquido montado en el deposito (12); un paso de
liquido (32), un paso de aire (40) desde el depédsito que comunica el exterior al
interior (12); un canal de paso de aire (40) cerrado por un elemento (34, 26, 27) de
un material polimérico permeable al aire, donde el material es poroso y un organo
(34, 26, 27) que conforma el cuerpo (34,26,27) permeable al aire. Por lo tanto,
visto dicho documento D1 en combinacién con el conocimiento medio de una
pérsona versada en la materia, la presente solicitud carece evidentemente de altura
inventiva.

2.5.Por lo tanto, este documento objeto de oposicion a la luz del documento D1 carece
evidentemente de ALTURA INVENTIVA.

2.6.En consecuencia y de acuerdo a lo descrito anteriormente, se deriva que la solicitud

colombiana 12 069.627 no puede pretender un monopolio por patente toda vez
|

que lo que pretende no cumple con uno de los tres requisitos necesarios para su

proteccion.

2.7.Que por consiguiente, respecto a la solicitud pretendida se tiene que:

2.7.1. CARENCIA DE ALTURA INVENTIVA. Segun la Decision 486 de la

Comunidad Andina de Naciones, Articulo 18.- “Se considerard que una invencién

tiene nivel inventivo, si para una persona del oficio normalmente versada en la materia

Carrera 13 N° 11995, Of. 104 Tel. (571) 213 1213- 62050 21 - Fax. (571) 6 12 19 79
E-mail: negocios@optimum-co.com - www.optimum-<o.com
! Bogot4 Colombia
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técnicéz correspondiente, esa invencion no hubiese resultado obvia ni se hubiese derivado
de manera evidente del estado de la técnica.”. A la fecha de prioridad, 19 de
septiembre de 2003, a partir del documento D2 en combinaciéon con DI,
puede llegar de manera evidente a un un compuesto farmacéutico que combine
una :vitamina D revelada en el documento D1 con cualquiera de los
bisfosfonatos revelados en D2 para tratar la osteoporosis posmenopausica,

sobre el cual busca proteccion en el capitulo reivindicatorio.

2.8. Dadq lo anterior, es posible deducir que la solicitud y lo reivindicado no es
objeto de patentabilidad pues es contrario a lo que dicta la Decision 486 de la
Comunidad Andina de Naciones, Articulo 14.- “Los Paises Miembros otorgardn
patentes [;ara las invenciones, sean de producto o de procedimiento, en todos los campos de la
temobgié, siempre que sean nuevas, tengan nivel inventivo y sean susceptibles de aplicacién
industrial.”. La solicitud pretendida no cumple con los tres requisitos de

patentabilidad.

|
|
2.9.  Por todo lo anterior, atentamente solicito a usted que se sirva declarar fundada
“DISPOSITIVO DE DISTRIBUCION DE LIQUIDO BAJO FORMA DE
GOTAS”, cuvo titular REXAM HEALTHCARE LA VERPILLIERE, solicitud
Colombiana que aparecié publicada en la Gaceta de la Propiedad Industrial N°

653 del 28 de Septiembre de 2012.

Cdrrera 13 N° 11995, Of. 104 Tel. (571)2 1312 13- 6205021 - Fax. (571)6 1219 79
1 E-mail: negocios@optimum-co.com - www.optimum-co.com
“ Bogota Colombia

|



Derecho de la Competencia, Propiedad

Opt| mum Industrial y Comercio Exterior

3. PRUEBAS

De conformidad con lo dispuesto por las normas vigentes, solicito a usted tener

como prueba en este asunto los siguientes:

o D1: US5373972 publicada el 20 de Diciembre de 1994.

4, FUNDAMENTO DE DERECHO

Fundamento esta observacion en las normas legales siguientes:

4.1.  Numeral 1 del articulo 586 del Codigo de Comercio.

4.2. |Articulo 42 de la Decision 486 de la Comision del Acuerdo de Cartagena.

‘ 43. / En las demds normas concordantes.

“ Carrera 13 Ne 11995, Of. 104 Tel. (5712131213 -6205021 - Fax. (57T1) 6 1219 79
] E-mail: negocios@optimum-co.com - www.optimum-co.com
Bogoti Colombia

|
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5. ANEXOS

: . . o
Para los efectos correspondientes anexo al presente escrito los siguientes documentos:

I

|

. iPoder para actuar en el presente.

. fDocumento que acredita al representante legal de PROCAPS S.A.

. | Recibo de caja del respectivo pago de tasa.

[ O S

. | Copias de los documentos:
|

 D1: US5373972 publicada el 20 de Diciembre de 1994,

f Carrera 13 N° 11995, Of. 104 Tel. (571)2131213-6205021 - Fax. (571)6 1219 19
E-mail: negocios@optimumco.com - www.optimum-co.com
Bogota Colombia



N

Derecho de la Competencia, Propiedad

OPtlmum Industrial y Comercio Exterior

6. NOTIFICACIONES

Para efectos de notificaciones que por disposicion del articulo 50 del Decreto
01 de 1984 debe hacer su Despacho, informo que mi representada y la suscrita
recibiremos notificaciones en la Secretaria de su Despacho o en mis oficinas situadas

en la Cartera 13 Ne 11995, Of. 104 de esta ciudad de Bogota.

Sefior Superintendente,

<l o

/

ELIANA ISAURA MORENO BOHORQUEZ
C.C. 517975.664 de Bogota
T.P.A. 83823 del CS.dela].

Carrera 13 Ne 11995, Of. 104 Tel. (571) 21312 13-62050 21 - Fax. (571)6 12 19 79
E-mail: negocios@optimum-o.com - www.optimum-co.com
| Bogots Colombia






~ — US005373972A
United States Patent 9 (111 Patent Number: 5,373,972
*
Bystrom et al. 4s] Date of Patent: ~ Dec. 20, 1994
[54] PRESFRVATIVE.FREE STERILE FLUID 5,074,440 12/1991 Clements et al. . 222/189
DISPENSIN! STEM 5,099,885 3/1992 NilsSOR ...covvcrerene 2227207 X
*? S ; G SY 5,165,573 11/1992 Kuboshima ...... erresesssesssnsreras 222/92
[75] Inventors: Steven R. Bystrom, El Toro; Peter 5,183,184 2/1993 Ranaletta et al 222/189
W, Chan, Northridge; F. Jesos
. Martinez, Mission Viejo, all of Calif. FOREIGN PATENT DOCUMENTS
(73] Asignes: ISP Parers, L, Noricee, oy /o8 B Ee OB
| Calif. 0280669 2/1988 Enropean Pat. Of. .
[*] Notice:  The portion of the term of this patent 0305003 §/1988 Enropean Pat. Off. .
disclaimed. (List continued on next page.)
[21] Appl. No.: 39,655
- Primary Examiner—Andres Kashnikow
[22] Filed: Mar. 30, 1993 Assistant Examiner—Joseph A. Kaufman
R U.S. Application Data Attorney, Agent, or Firn—Robbins, Berliner & Carson
[63] Continuation-in-part of Ser. No. 792,989, Nov. 15, - )
1991, Pat. No. 5,310,094. E?‘] ABSTRACT
: uid dispensing system for delivering sterile preser-
[51] Um Cé-l’ 222/23658 7375/1020 vative-free solution is disclosed. The system uses double
[52] us.CL. Py 222/4172,6' 222// a9q  Selfsealing valves mounted in series inside a tip com-
s8] Field of * 222;189 212 ’215 476 partment which fiis on ihe outlei of a muliipie dosage
58] o &“&2248749 4 1 137/512. 846, gag  Sdueeze container to prevent undesirable retrograde
22/487, 494, 1; » ST flow of the dispensed liquid back into the bottle during
(56} References Cited the decompression r:j;::ﬁe. 'Il'he valves used are either
positive acting, no y closed duckbill and/or um-
US. PATENT DOCUMENTS brella valve(s) which open to express solution from the
2,594,318 4/1952 Langdon ... 137/846 X container when squeezing pressure is applied to the
2,761,833 9/1956 210/24  bottle and which automatically close when the pressure
§'g§i’°7gi Z%gg; 2%3%?2 is released. The fluid dispensing system with an um.
3:176:8P3 /1965 T 293 brella valve near the system outlet has close to zero
3,365,240 1/1968 GORAOD wororrerserrsermisernen 30273  dead space volume thereby practically eliminated possi-
3,572,375 3/1971 137/512 ble contamination of the sterile fluid under the circum-
4,139,469 2/1979 ini e 1377512 ferential seal head portion of the umbrella valve and in
4,349,134 9/1982 Schuster et al. ... w 222/212 the container. A hydrophobic filter is provided to steril-
4,432,496 2/19% Ito 239/327  ize the replacement air which enters the container upon
4,475,274 10/1984 Beckstrom et al e 2227562 X release of th .
4,513,891 4/1985 Hainetal .. - 222/213 © Squeezing pressure.
4,676,407 6/1987 RideOBt .....covveeeiremreersreceesees 222/182
4,776,495 10/1988 Vignot ....ccceeveeccecereseranneas 2227207
4,785,978 11/1988 . Kano et al. ....ccccecevnvnecenneae 222/482
4,875,603 10/1989 Weinstein ..... ... 222/207
4,905,819 3/1990 Clements ........corcrienses 2227207 X
4.938,339 771950 Rossi et al, .vnnvcssmmsenmrinns 222/189
4,953,588 9/1990 Sands ......coreecinicosiosennes 137/512.3 . .
4,578,036 12/1990 Burd 222/207 53 Claims, 3 Drawing Sheets
! o0in 70 o9,
0 [ 4
.2 6
-* PP
byl o 8
“u b -*




U.S. Patent

22¢

Dec. 20, 1994 Sheet 1 of 3 5,373,972
64 T
58
46
/ 0
60+ e
_V¥ 68
£ |
> — 42
28 1 sl
(5% < 32
A £ |
k 111 {40
| L 3
L N
” 7-3 e 26
| &)
2711
' 30
- — 70
P ~
76" 34 a !
- 18~ d L—74
i {Te i
16 A5 i
_______ - )
5 -20- —
. ‘-ﬂw

/¥



U.S. Patent

10

Dec. 20, 1994

Sheet 2 of 3 5,373,972

FIG. 2

M



U.S. Patent

Deec. 20, 1994

Sheet 3 of 3

5,373,972

AlG. .3

48

[IEN

27 &

/

76\

=
-

34 38

-.18 -

_4—26

8 i T
2

q 74

/6



5,373,972

1

PRESERVATIVE-FREE STERILE FLUID
DISPENSING SYSTEM

This application is a continuation-in-part of parent
U.S. application Ser. No. 07/792,989, filed Nov. 15,
1991, now U.S. Pst. No. 5,310,094,

BACKGROUND OF THE INVENTION

1. Field of the Invention

The present invention relates to a fluid dispensing
system specifically designed to deliver multidose sterile,
or homogenized and pasteurized. Chemical preserva-
tive, antibacterial or antimicrobial additive free (herein-
after known collectively as “preservative-free™) solu-
tions. More, specifically, the present invention is di-
rected to a fluid dispensing system with a dual self-seal-
ing valve system with about zero dead space volume (o
dispense multidose sterile solutions in a dropwise form.
The dual self-sealing valve system and hydrophobic air
filter protects the solutions from contamination after
multidose dispensing without the use of preservatives.

As used herein, the term “dead space” means the
space which is formed by the tip compartment sur-
rounding the system outlet on the outside of the con-
tamination after stops at the closure of the top self-seal-
ing valve.

As used herein, the term “dead space volume™ means
the voiume of area which lies within this “dead space”
which contains and allows remaining fluid to be ex-
posed to the outside environment through the system
outlet.

2. Description of the Prior Art

Large number of solutions including those that are
sold and administered as over-the-counter (“OTC”)
and/or prescription preparations, such as ophthalmic
contact lens solutions, drop-adminis-
trated medicines for the ear or nose, and some consumer
health care liquid solutions, such as creams, gels and
lotions, must be kept sterile to prevent contamination
from bacteria or other microbes. The conventional
means of preventing such contamination is to add a
preservative or other antibacterial agent to the solution

parabens, thermostat and chlorobutanol. Commonly
used antibacterial agents include saline formulations.
While these preservatives keep the enclosed solution
sterile, the bottle itself may harbor external bacterial or
microbial growth which is carried along with the out-
flow of fluids. In addition, the preservatives themselves
are often toxic, not just to bacteria or microbes, but also
to the cells which are being treated by the bottled solu-
tion. For example, the preservatives used in most eye
dmpscandxnptd:eoomu]epnhdmm irritate con-
tissues and cause allergic reactions. Because of
this toxicity level, continued use can cause more long-
term problems than the solutions solve.
Furthermore, squeezable dispensing bottles contain-
ing saline formulations in the dispensing liquids may be
provided with nozzles including filter membranes
which are permeable to the dispensed liquid as well as
being permeable to the air which must be aspirated
through the nozzle to replace the dispensed liquid and
reinflate or re.expand the container. However, the filter
membrane must be impermeable to bacteria in order to
prevent the aspirated air from carrying bacteria into
contact with, the stored solution, and contaminating the
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solution due to repeated dispensing. Yet, filter mem-
brane materials which are sufficiently hydrophilic to
permit permeation of the saline solution often permit
retention of the saline solution on the filter so that re-
tained solution increases the resistance of the filter to
passage of the aspirating air. The partially obstructed
flow of aspirating air not only rctards the re-expansion
of the squeezed bottle wall, but also impedes repeated
squeezing of the bottle when large quantities of the
solution must be dispensed. When portions of the filter
are treated to repel the solution and improve air pas-
sage, the solution can sometimes leach the treating com-
position from the filter.

In addition, consumer food products, such as milk
and dairy products, must be kept refrigerated to reduce
the contamination and/or action of bacteria or other
microbes.

Coniainer contamination can also be the result of
particulate matter being drawn back into the container
with the liquid in the dropper tip that has wot been
delivered as a drop. Over several drop deliveries, for
example, in dusty conditions, a significant accumulation
of dust in the container is possible.

Despnetheseandotherpmblmmthﬁlterbonls.

and the use of preservatives in dispensing liquids, vari-
ous designs for liquid dispenser for sterile solutions have
been reported.
U.S. Pat. No. 4,938,389 describes a dispenser includ-
ing a filter assembly having a hydrophobic filter and a
hydrophilic filter in tandem with the hydrophobic filter
located near the dispensing tip.

U.S. Pat. No. 3,760,987 describes a snap assembled
dispensing package and cover made up of a container
which hes a tapered shank on its discharge end and
piercing device, snappably connected to the container,
which also serves as a conduit for dispensing the medi-
cament. The dispensing package further contains an air
filter and a solution filter.

U.S. Pat. Nos. 4,917,271, and 3,149,758, and WO
90/15015 all teach dispensing devices with single filter-
ing membranes or composite membranes where 2 por-
tion of the membrane is hydrophobic and another por-
tion of the membrane hydrophilic.

U.s. Pa:.No.d«.%JSSdeeramedwmedmp
dispenser with a single hydrophobic and microporous
antibacterial filter that provide a barrier to the ingress of
bacteria and for permitting the egress of sterile liquid.

U.S. Pat. No. 4,533,068 describes sterile solution de-
liver and venting devices including a positive acting,
normally closed check valve which opens to express
solution from the package when squeezing pressure is
applied and which automatically closes when the pres-
sure is released. A hydrophobic fiiter is included to
mﬂmthcrephmanmwhichmmthepadmge
upon release of the pressure.

U.S. Pat. No. 2,684,789 describes seal cap and dis-
pensing nozzle for tubes or bottles having a self-closing

valve.

U.S. Pat. No. 3,176,883 describes a fluid dispenser of
the squeeze bottle type having an air vent post extend-
ing to the side of the dropper tip and directly above the
lip of the container.

U.S. Patent Nos. 4,739,906, 4,234,103 and 4,773,551
all describe bottles with caps containing a protuberance
for closing the hole in the dropper tip.

It would be desirable to provide a convenient, eco-
nomical and safe fiuid dispensing system for the deliv-
ery of sterile preservative-free solutions.

17
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Accordingly, it is an object of the present invention
to provide an improved sterile solution delivery and
fluid dispensing system of the type set forth.

It is a another object of the present invention to pro-
vide a multidose fluid dispensing system which can
protect the solutions from contamination tinder pro-
lonydmdrepu!edusewhouttheuseofpmewa-
tives.

It is another object of the present invention to pro-
vide a multidose fluid dispensing bottle for dispensing
ophthalmic ical, contact lens solutions, con-
sumer health care liquid solutions and consumer food
product solutions which provide good flow properties
and protection against bacterial or microbial contamina-
tient.

Another object of the present invention is to provide

10

15

It is another object of the present invention 0 pro- 20

vide a novel fluid dispensing system which incorporates
positive acting, normally closed, valve means in combi-
nation with a hydrophobic membrane air sterilizing
filter means.

It is another object of the present invention to pro- 25

It is another object of the present invention to pro- 30

vide a novel fluid dispensing system having a container
with-a system outlet and an air passageway, positive
acting, normally closed, valve means positioned be-
tween the system fluid outlet and & hydrophobic filter

positioned at the end of the air inlet passageway, the 35

valves being openable upon the application of
pressure built up within the container and being auto-
matically sealed upon release of the pressure.

It is another object of the present invention to pro-

vide a novel fluid dispensing system having a container 40

with a system outlet and an air passageway, positive
acting, normally closed duckbill and/or umbrella val-
ve(s) positioned between the system fluid outlet and a
hydrophobic filter positioned at the end of the air inlet

passageway, the duckbill and/or umbrella valve(s) 45

being openable upon the application of pressure built up
within the container and being automaticaily sealed

upon release of the pressure.
It is another object of the present invention to pro-

vide a novel fluid dispensing system with about zero 50

dead space volume having a container with a system
ontlet and an air passageway, positive acting, normally
closed umbrella valve(s) in combination with or with-
out a duckbill valve positioned between the system fluid

outlet and a hydrophobic filter positioned at the end of 55

the air inlet passageway, the umbrella valve(s) and/or
the duckbill valve being operable upon the application
of pressure built up within the container and being auto-

matically sealed upon release of the pressure.

Other objects and advantages of the invention will 60

become apparent from the following detailed disclo-
sure.

SUMMARY OF THE INVENTION

In accordance with the present invention, a preserva- 65

tive-free sterile solution dispensing system is provided
to eliminate the need of using preservatives in ophthal-
mic, pharmaceutical, contact lens solutions, consumer

4
health care liquids and consumer food product solu-
tions. The fluid dispensing system for dispensing sterile
preservative-free solution comprises a container having
an outer and an inner surface. The container further has
a reservoir compartment for storing sterile solution and
a tip compartment adapted to dispense the sterile solu-
tions. A dual self-sealing valve dispensing assembly is
sealed by an adhesive, mechanical compression, ultra-
sonic sealing, gasket, encapsulation or other commonly
known methods, to the inside surface of the tip com-
partment and comprises a hydrophobic membrane as-
sembly having a membrane housing. The membrane
housing is constructed of a thermoplastic material, such
as polyethylene, polypropylene, polystyrene, ethylene-
vinyl acetate or a combination thereof. A hydrophobic
membrane support is connected to the membrane hous-
ing. The hydrophobic membrane support has a top
surface and a bottom surface. The hydrophobic mem-
brane support further has a central fluid channel to
allow the solution to pass through. The hydrophobic
membrane support is also generally constructed of a
thermoplastic material such as polyethylene, polypro-
pylene, polystyrene, ethylene-vinyl acetate or a combi-
nation thereof. A hydrophobic membrane is hermeti-
cally sealed to the bottom surface of the hydrophobic
membrane support separating the reservoir compart-
ment from the tip compartment. The membrane further
connects to a central solution flow port which in turn is
in communication with the fluid channel in the hydro-
phobic membrane support to allow the solution to pass
through. The hydrophobic membrane is constructed of
a hydrophobic polymer, such as polyfluoroethylene,
including TEFLON ®, polyolefins or a combination
thereof. A passageway for ingress of air from outside
the container through the membrane is provided in the
hydrophobic membrane support. The dual self-sealing
valve dispensing assembly further comprises a valve
assembly, which in turn, comprises a valve housing
support with a top and a bottom surface. The bottom
surface of the valve housing support further connects to
the top surface of the h; bic membrane support;
a first self-sealing valve is hermetically sealed to the
bottom surface of the housing support; 2 second self-
sealing valve is hermetically sealed to the top surface of
the valve housing support and in series with the first
sclf-scaling valve wherein an outlet of the first valve
opens to an inlet of the second valve to allow the solu-
tion to pass through; and a system outlet from which
solution from an outlet of the second valve passes
through.
BRIEF DESCRIFTION OF THE DRAWING

The novel features which are believed to be charac-
teristic of the invention are set forth with particularity
in the appended claims. The invention itself however,
both as to its organization and method of construction
and operation, may best be understood by reference to
the following description, taken in connection with the

ying drawing in which:

FIG. 1 is a perspective cross-sectional view of one
embodiment of the present invention showing a preser-
vative-free sterile fluid dispensing system with two
duckbill values in series; and

FIG. 2 is a perspective cross-sectional view of an-
other embodiment of the present invention showing the
preservative-free sterile fluid dispensing system with
one duckbill valve in series with an umbrella valve.

/8
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FIG. 3 is a perspective cross-sectional view of yet
another embodiment the present invention showing the
preservative-free sterile fluid dispensing system with
two umbrella valves in series.
DESCRIPTION OF THE PREFERRED
EMBODIMENT

Referring now to FIG. 1, the preservative-free fluid
dispersing system 10 is provided with a container 12
having an outer surface 14 and an inner surface 16. The
container 12 is provided with means to temporarily
reduce its volume, t:ypu:allyby providing that at least
part of the container is elastically deformable. Thus,
prmreonadeformahleportmnofthecoutamerwﬂl
force the fluid contained therein out of the container
when it is appropriately oriented. The container 12 can
be a standard dispensing bottles with removable tip,
e.g., low density polypropylene such as those made by
Wheaton Plastics, Melville, N.J.

The container 12 further has a reservoir compartment
18 for storing sterile solution 20 and a tip compartment
22 adapted to dispense the sterile solution 20. A dual
self-sealing valve dispensing assembly 24 is sealed to the
inside surface 16 of the container 12. The dual self-seal-
ing valve dispensing assembly 24 has a membrane hous-
ing 26 to which hydrophobic membrane support 27
with a top surface 28 and a bottom surface 30 is at-
tached, The h ic membrane support 27 further
has a central fiuid channel 32 for the solution 20 to pass
through. A hydrophobic membrane 34 is hermetically
sealed to the bottom surface 30 of the hydrophobic
membrane support 27, separating the reservoir com-
partment 18 from the tip compartment 22 except at a
central solution flow port 38 which is in communication
with the fluid channel 32 of the hydrophobic membrane
support to allow the solution 20 to pass through. The
hydrophobic membrane support 27 also has a passage-
way 40 (comprising an inflow 3, side port 9 and channel
11 discussed below) for ingress of air from outside the
container 12 through the membrane 34. The hydropho-
bic membrane 34 has pore openings from 0.01 to 1 mi-
cron, and about 0.2 to 0.24 micron, in flat
sheet configuration. Such kydrophobic membranes are
readily available commercially and can be fabricated
from any suitable hydrophobic polymer, such as tetra-
fluoroethylene, polyolefins, including polyethylene and
polypropylene or a mixture thereof. In the preferred

the hydrophobic membrane is a laminated
tetrafluorcethylene (e.g. TEFLON®), a trademark of
E. L. du Pont de Nemours Co.) membrane obtained
from W. L. Gore, Inc. and has a pore size of about 0.2
to about 0.24 microns and preferably about 0.22 mi-
crons. Since the hydrophobic membrane is used to sepa-
rate the reservoir compartment 18 from the tip com-
partment 22, it has a surface area of about 0.1 to about
0.2 cm? and preferably about 0.13 cm?. The dual self-
ing valve dispensing assembly 24 further has a valve
assembly 42 comprising a valve housing 44 with a top
surface 46 and a bottom surface 48 and sealed by gasket
to the top surface 28 of the hydrophobic membrane
support 27, A first self-sealing valve 56 is hermetically
sealed to the bottom surface 48 of the valve support 44.
A second self-sealing valve 58 is similarly hermetically
nuledbothetopm:faee“afthevalvehoumngsuppo
44 and in series with the first self-sealing valve 56
wherein the outlet 60 of the first valve opens to an inlet

10
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second self-sealing valve 58, then dispenses to the out-
side of the container 12 via system outlet 66. The first
and second self-sealing valves used are generally of the
duckbill type and are normally closed during storage.
The self-sealing valves used in the preferred embodi-
ment are of the duckbill type, model X6079 and can be
obtained from Vernay Laboratories, Inc. While a duck-
bill valve is described and disclosed in the drawings
herein, it should be appreciated that any suitable one-
way self-sealing valve may be utilized in the present
invention. The outlet 64 from the second sell-sealing
valve opens 1o a system outlet 66 from which the solu-
tion 20 is dispensed. In a preferred embodiment, ele-
ments 26 (membrane housing), hydrophobic membrane
support 27, valve housing support 44, second self-seal-
ing valve 56 and gasket 69 (in the form of O-rings), all
coact to form a hermetically tight assembly with con-

After assembly, during a dispensing cycle, bottle 12 is
squeezed in an inverted position with sterile solution 20
flowing from the reservoir compartment through the
central solution flow port 38, channel 32 in the center of
hydrophobic membrane support 27. through the first
self-sealing valve 56 and outlet 60 of same, through inlet
62 and outlet 64 of second self-sealing valve 58 and
finally out through system outlet 66 of container 12. To
minimize contamination by reducing exposure to out-
side aerial bacteria or microbes, the system outlet 66 is
of a dimension of only about 0.050 to about 0.127 cm.

When two duckbill type self-sealing valves are used
as in the present preferred embodiment, a dead space of
about 5.36 pl is calculated when a cap 70 with bayonet
extension 72 is in position of closing off the system
outlet 66. A dead space of 6.4 pl is calculated for the
system without the cap 70 in place over the system
outlet 66.

Once the solution is discharged from container 12,
pressure equilibrium during the decompression stage is
obtained by the inflow of room air 3 through side port
9 of housing 26 and channel 11 of hydrophobic mem-
brane support 27. The air is then filtered and rendered
sterile by hydrophobic membrane 34.

Protection of the external surface 14 of the container
tip compartment 22 is achieved by means of the cap 70
with bayonet extension 72 which hermetically seals the
outlet of the fiuid dispensing system upon closure. The
cap further is provided with antislip knurls 74 which are
threaded together by means of threads 76. In addition,
the cap 70 can be rendered bactericidal and bacterio-
static by further impregnating the plastic material with
an antibacterial agent such as salts of common heavy
metal oxides, including oxides of silver, gold or copper.

FIG. 2 shows another embodiment of the preserva-
tive-free fluid dispensing system 10 having a dual self-
sealing valve di ing assembly 24 with the second
self-sealing duckbill valve 58 (as shown in FIG. 1),
replaced with an umbrella valve 58A, such as are
known in the art. As can be seen clearly in FIG. 2,
umbrella valve 58A is comprised of a circumferential
seal head portion 80 attached to a stem portion 82 which
slidably is positioned in a bore 84 through a top wall 86
of the container. A biasing member 88, in the form of an
elastomeric spring and a lock step holds umbrella valve
58A in the position shown in FIG. 2. During the dis-
pensingcycl&,awordmgtothenmmpmviouslydo—
scribed with the first embodiment, container 12 is

62 of the second valve to allow solution to pass through.  squeezed in an inverted position with sterile fluid 20,

Solution 20, after passing through the outlet 64 of the:

flowing through central solution flowport 38, through

77
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outlet 60 of first self-sealing valve 56, through inlet 62A
of umbrella valve 58A and finally through an opening
66A formed by the upward movement of the head por-
tion of the umbrella valve. Once the solution is dis-
pensed from container 18, upon the release of pressure,
biasing member 88 would force umbrella valve 58A
bacttoacuvmgrchmmm-crthebornu

The unique design of the umbrella valve 58A allows
the sterile fluid 20 to pass through a center shaft with
the stem of the umbrella at its center position. In addi-
tion, the umbrella valve 58A is positioned close to the
top of the tip compartment 22. In such embodiments,
the preservative-free fluid dispensing system has dead
lpwcvolumedosetozercmsmbecausetheprmre
of the container 12 during compression provides for a
spontaneous expulsion of fluid 20, while release of the
pressure during decompression causes a spontaneous
clasure of the 360" opening of the circomferential ssal
head position 80 of the umbrella valve 58A. Thus the

10

15

umbrella valve 58A only opens as the fluid 20 is allowed 20

to flow out during the phase of fluid expul-
sion. At closure, all fluid 20 is isolated from the outside,
thereby preventing possible contamination of the sterile
ﬂmdﬂmdeﬂhcdmcumfuenualwalhudponﬂon&ﬂ
of the umbrella valve 58A and in the container.

Pressure equilibrium during the decompression stage
is similar to before, obtained by the inflow of room air
3thmn;hﬂdcpon9ofhousmgzﬁmdchmnelllof
hydrophobic membrane support 27. The air is then
filtered and rendered sterile by hydrophobic membrane
34 against circumferential seal 80 on membrane housing
body 26.

FIG. 3 shows yet another embodiment of the preser-
vative-free fluid dispensing system 10 having & dual
self-sealing valve dispensing assembly 24 with both the
first and second self-sealing valve being that of an um-
brella type. As can be seen clearly in FIG. 3, two um-
breﬂavdm“AmdS!Ammedtod;spcnseatenle

eyemﬂmds&omthcmmnern

25

30

35

The dispensing cycle of ihc dual umbrella-valve dis- 40

pensing system is essentially similar to that of the first
and second embodiments described above.

EXAMPLES

The performance of the dual self-sealing valve dis- 45
pensing assembly was tested under the following condi-
tions:

EXAMPLE 1—-DYE DIFFUSION TESTS

A 5% aqueous solution of food grade blue dye was
prepared from a stock concentrate. Fifteen double
duckbill self-sealing valve dispensing assemblies in their
normally closed position were connected in parallel on
a robing set testing fixture. The entire tubing set was
primed with the dye solution and the dual double duck-
bill self-sealing valve assemblies connected to each of
ihe parallel tubing arms. A calibiaied pressure gauge
connected to the tubing assembly was used to monitor
the hydraulic pressure continuously for 24 hours, After
24 hours exposure to a pressure of 20 mm Hg, no retro-
grade '_ofdyewasdetectadpasttheﬁntor
second duckbill valve by direct observation and by
calorimetric determination. When samples of the self-
uﬁngdonbledu&hﬂmb]ywcresubpﬂedho%
hours under 160 mm Hg external pressure
(about 10 times greater than normally expected during
the bottle decompression cycle), no retrograde dye
migration was observed past the firsi or second scif-
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sealing duckbill valves. When samples with the duckbill
valve closer to the dispensing tip outiet were purposely
damaged and tested under the same conditions as above,
the second self-sealing duckbill valve prevented retro-
grade migration of dye past the normally closed seal
surface.

EXAMPLE 2—DOUBLE DUCKBILL BACK
FLOW AIR PRESSURE INTEGRITY TESTS

Fifteen double duckbill self-sealing valve dispensing
assemblies were inserted into the outlet of standard
Wheaton squeeze botties containing 15 ml of water. To
each unit, a 'I"mbmgassemblyconﬁmmgapre-cah
brated pressure gauge and a compressed air source was
connected to the dispensing tip outlets. The self-sealing
double duckbill valve assemblies were subjected to an
air pressure of 160 mm Hg for 90 seconds and isolated
from the air pressure source by cross clamping the tub-
ing. With the squeeze bottle inverted, no air bubbles
were detected entering the water contained within the
bottle while the pressure gauge reading remained con-
stant.

EXAMPLE 3—HYDRCPHOBIC MEMBRANE
AIR VENTING TESTS

Fifteen Wheaton bottles 15 ml of water
were each equipped with double duckbill self-sealing
valve dispensing assemblies and integrity tested for
Jeaks. The valve assemblies were provided with a
freshly mounted hydrophobic membrane disc measur-
ing 8 mm in diameter and hermetically sealed to a
holder on two separate, but concentric sealing surfaces.
The hydrophobic disc contained a functional surface
area of 0.13 cm? and 0.2 micron pore size. The hydro-
phobic membrane discs had not been exposed to water
before the tests. During the tests, the squeeze bottles
were inverted and hand squeezed until 5 drops to 3-4 ml
of water were expelled through the double duckbill
valves and tip assembly. Upon release of the squeezing
external pressure on the sides of the bottles, the differen-
tial negative pressure created within the bottles was
sufficient to allow air in the form of bubbles to filter
through tile hydrophobic membrane into the inverted
bottle. Depending on the amount of water
45 from the bottle, pressure equalization required from 2
seconds to 10 seconds. The same results were obtained
when the bottle was set in the upright position.

EXAMPLE 4—HYDROPHOBIC MEMBRANE
AIR VENTING TESTS

The same conditions as in Example 3 except that the
hydrophobic membrane discs in all fifteen double duck-
bill valve assemblies were immersed in water at room
temperature for 24 hours. The ability of the hydropho-
bic membrane discs to filter air entering the bottle was
similar to the results obtained with the hydrophobic
membrane never eaposed to water.

EXAMPLE 5—BOTTLE CAP BAYONET SEAL

INTEGRITY TESTS

Fifteen Wheaton squeeze bottles completely filled
with water and equipped with double duckbill valve
assemblies were each hermetically sealed by intrusion
of the bayonet of the bottle cap into the dropper tip
opening and hand tightening tile cap on the bottle with
the usual twisting force. With each bottle in an inverted
position, the bayonet seal was challenged with two to
three times the positive liquid pressure than i normatly
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expected for a total of 90 seconds. After the integrity
pressure test, each bottle was set in an upright position
and the cap removed and examined for the presence of
water inside the cap well. In each of the assemblies no
water was found. The bayonet in the screw-on bottle 3
cap coacting with the mating surface on the dispensing
tip hermeticaily sealed the outiet channel on the dis-
pensing tip assembly.

EXAMPLE 6—STERILITY TEST 10

After the sterile fluid dispensing system 10 with a
hydrophobic membrane air filter 34 and dual self-seal-
ing valve dispensing assembly 24 in the preferred em-
bodiments of the present invention was tested with
Pseudomonas diminuta to a population of 10 million per
milliliter (HIMA challenge), the bacterial retentivity of
the membranes and the double self-sealing valving sys-
tem met 2 sterility grade barrier.

Those skilled in the art will fully appreciate that the ,,
present embodiment shown and desirable to illustrate
the present invention is exemplary only and that the
same principles may be employed in providing other
preservative-tree sterile fluid dispensing systems. It will
be further appreciated that various other minor modifi- 55
cations or changes, particularly with respect to details
of component construction, might be made without
departing from the gist and essence of the invention.
Accordingly, it should be interpreted as encompassing
all component constructions fairly regardable as func- 30
tional equivalents of the subject matter to which claims
are directed.

Having described our invention, what we claim and
desire to secure by letter patent is:

1. A fluid dispensing system for dispensing sterile 35

ive-free solution comprising:

a container having an outer surface and an inner sur-

face.

said container further having a reservoir compart-

ment for storing a sterile solution and a tip com- 40

partment adapted to dispense the sterile solution;
said container further having at least part of it elasti-

cally deformable; -

a dual self-sealing valve dispensing assembly sealed to

the inside surface of said tip compartment; 45
wherein said dual self-sealing valve dispensing assem-
bly further comprises:

2 membrane assembly having a membrane housing;

15
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said bottom surface of said valve housing support
further connected to said top surface of said hydro-
phobic membrane support;

a first self-sealing valve hermetically sealed to said
bottom surface of said housing support;

a second self-sealing valve hermetically sealed to said
top surface of said valve housing support and in
series with said first self-sealing valve wherein an
outlet of said first valve opened to an inlet of said
second valve to allow the solution to pass through;
wherein said second sealing valve is a normally
closed umbrella valve; and

a system outlet from which the solution from an out-
let of said second valve passes through.

2. A fluid dispensing system of claim 1, wherein said
membrane housing is constructed of a thermoplastic
material,

3. A fluid dispensing system of claim 2, whersin said
thermoplastic material is selected from the group con-
sisting of polyethylene, polypropylene, polystyrene,
ethylene-vinyl acetate and combinations thereof.

4. A fluid dispensing system of claim 2, wherein said
hydrophobic support is constructed of a thermoplastic
material.

5. A fluid dispensing system of claim 4, wherein said
thermoplastic material is selected from the group con-
sisting of polyethylene, polypropylene, polystyrene,
ethylene-vinyl acetate and combinations thereof.

6. A fluid dispensing system of ciaim 4, wherein said
hydrophobic membrane is constructed of a hydropho-
bic polymer.

7. A fluid dispensing system of claim 6, wherein said
hydrophobic polymer is selected from the group con-
sisting of polyflnorolefins, polyolefins and combinations
thereof.

8. A fluid dispensing system of claim 7, wherein said
ic membrane further has a pore size about
0.01 to about 1 micron.

9. A fluid dispensing system of claim 24, wherein said
hydrophobic membrane further has a pore size of about
0.2 to about 0.24 micron.

10. A fluid dispensing system of claim 26, wherein
said hydrophobic membrane is suitable for resisting the
passage of bacterial and microbial contamination and
has a surface arca of about 0.1 to about 0.2 cm?.

11. A fluid dispensing system of claim 9, wherein said
hydrophobic membrane is suitable for resisting the pas-
sage of bacterial and microbial contamination and has a
surface area of about 0.2 cm?.

a hydrophobic membrane support connected to said . 12. A fluid dispensing system of claim 9, wherein said

wembrane DOusing;

said hydrophobic membrane support further having a
top surface, a bottom surface and a central fluid
channel to allow the sterile solution to pass
through; 55

a hydrophobic membrane hermetically sealed to said
bottom surface of said hydrophobic membrane
support separating said reservoir compartment
from said tip compartment, said membrane further
connected to a central solution flow port which in gy
turn communicates with said fluid channel of said
hydrophobic membrane support to allow the solu-
tion to pass through;

a passageway located in said hydrophobic membrane
support for ingress of air from outside said con- 65
tainer through said hydrophobic membrane;

a vaive assembly comprising a vaive housing support
with a top surface and a bottom surface;

housing support is constructed of polyolefins and com-
binations thereof.

13. A fluid dispensing means of claim 12, wherein said

ing valve is a normally closed deformable
duckbill valve.

14 A fluid dispensing system of claim 13, wherein
said cap is further provided with antislip knurls and
threads for sealing to said outlet.

15. A fluid dispensing system of claim 16, wherein
said cap is further rendered bactericidal and bacterio-
static with an agent selected from the group consisting
of silver oxide, gold oxide and copper oxide.

16. A fluid dispensing system for dispensing sterile,
preservative-free solutions comprising:

a container having at least part of it elastically de-

formable;

said container further having an ouier surface and an

inner surface;

2
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las cuales la sociedad garantice obligaciones de terceros o de los
socios, |se requerira que la operacion sea aprobada con el voto de
por lo menos 2/3 partes de los integrantes de la Junta Directiva.

La sociedad tendra un Presidente , quien ejercera la representa-
cion - legal de la sociedad y tendra las siguientes atribu-
ciones entre otras: Ejecutar las decisiones de 1la Asamblea
General de Accionistas y de la Junta Directiva. Ejercer la Represen-
tacion Legal de 1la sociedad en todos los actos y contratos que se
requieran para el desarrollo del objeto social, de conformidad con
lo previsto en las leyes ¥y en los presentes estatutos. Constituir
apoderados  judiciales y extrajudiciales, recibir notificaciones,
absolver  interrogatorios de parte, confesar obligaciones de 1la
sociedad, transigir, disistir y allanar a la sociedad en cualquier
asunto judicial. Aprobar y celebrar en mnombre de la socieda todo
acto o contrato cuya cuantia sea  igual o dinferior al equivalente
en pesos colombianos a doscienxos cincuenta mil dolares de los
Estados Unidos de BAmerica (US$250.000), liquidados a la tasa de
cambio representativa del mercado v1gente el dia en que se surta
la transacion o celebracion del acto. Las demas funciones que le
correspondan como Representante Legal por disposicion de la ley,
de estos estatutos o de la Junta Directiva. El Presidente tendra un
suplente, designado por la Junta Directiva, quien reemplazara al
Presidentg en sus faltas temporales, absolutas o meramente acciden-
tales, con entidades facultades y sin que sea necesario para ello
acreditar la ausencia del principal. La sociedad tendra un Vicepre-
sidente designado por la Junta Directiva, quien tambien ejercera la
representacion legal de la sociedad, pudiendo ejercerla conjunta o
separadamente con el Presidente. El vicepresidente tendra las
siguentes facultades entre otras. Ejecutar dentro de su competencia
las decisiones de la Asamblea General de Accionistas, de la Junta
Directiva y del Presidente. Ejercer la representacion legal de la
sociedad en todos 1los actos y contratos que se requieran para el
desarrollo del objeto social, de conformidad con lo previsto en las
leyes y |en los presentes estatutos. Constituir apoderados judiciales
y extrajudiciales, recibir notificaciones, absolver interrogatorios
de parte, confesar obligaciones de la sociedad, transigir, desistir
y allanar a la sociedad en cualquier asunto judicial. Aprobar y
celebrar en nombre de la sociedad todo acto o contrato cuya cuantia
sea igual o inferior al equivalente en pesos colombianos a ciento
cincuenta mil dolares de los Estados Unidos de America (US$150.000),
liquidados a la tasa de cambio representativa del mercado vigente

kkkkkkkhkk*x C O N T I N U A **kkxhkkkhkk













| TR

il — s, M 5T W

—-Barranquilla, 04 de Dic/bre de 2012 — Hr:+16:46:07 ————

03-10048657 024802 PROCAPS S.A. No. 18396703

‘ khkkdhkkhkhkhhbhkhkhkhkhhrhkhhhhkhkhbhkbtkkddbhhdhhbhddhk Pag. 5

CAMARA bt CAMARA DE COMERCIO

‘%CJ() D E BARRANQUILLA
DE BARRANQUILLA OB *kkhhhhkhhkhkhhhkhhhk ke kkxkhhkkkkkkkkkkhxkk** &

CERTIFICADO DE EXISTENCIA Y REPRESENTACION LEGAL O DE INSCRIPCION DE
DOCUMENTOS .

PROCAPARS Bl - - - -~ - - - - - - m e e S S R e SR S e e o e SR e e =
NIT: 890.106.527-5.

determinan seguidamente, que conforman el grupo A y B, para, para
que conjuntamente suscriban contratos de suministros de mercancias
y serv1C1o§ con entidades oficiales, hasta la suma de OCHOCIENTOS
MIL DOLARES DE LOS ESTADOS UNIDOS DE AMERICA (US800.000.00), -------
liquidados a 1la tasa representativa del mercado vigente en el dia
que se realice la respectiva transaccion. Grupo A. WALTER NANAKA
TATEKAWA CC.No.16.251.923, CLAUDIA TANGARIFE CASTILLO ------=----—-
CC.No.41.660.293, CARMEN ALICIA FLOREZ CC.NO.22.434.044, IVAN ------
VILLAREAL CAMACHO CC.N0.91.201.749, CARMEN ALICIA HERRERA ——————————
DIAZGRANADOS CC.No.22.377. 540, DAVID ANTONIO CHARRIS GIRALDO -------
CC.No.19.341. 274, RICARDO DORADO HURTADO CC.No.79.715.772, JAIME
FORERO LLINAS CC.N0.19.300.593. b.- Se confiere poder especial -----
amplio vy suficiente al senor WILLIAM ALBERTO BARROS CERRA ----------
CC.No.8.715.941, para que en nombre y representacion de PROCAPS ----
S.A., suscriban declaraciones cambiarias, aduaneras y tributarias a
que este obligada la sociedad, en el giro normal de sus negocios y
operaciones sociales, por tantQ quedan facultados para firmarlas,
como tambien los demas documentos:relac;ona@@s conwellas, ----------
notificarse, aportar y solicitar las pruebas que sean necesarias.

c.-Otorgar poder especial amplio y suficiente al senor MARLON -----
TATIS PAREDES CC.N0.72.176.874 y al senor WILLIAM ALBERTO BARROS
CERRA CC.No0.8.715.941, para que en nombre y representacion de ------
PROCANPS S'A suscriban 1las declaraciones, reportes vy cualquier
documento relacionado con los tramites o registros de Comercio -----
Exterior y o cualquier entidad del Estado que haga sus veces: d)
Otorgar poder especial amplio y suficiente a la doctora CARMEN -----

ALICIA HERRERA DIAZGRANADOS, CC.No.22.377.540 y al doctor WALTER
TANAKANSTATEKAWA, CC.No.16.251.923), para gque en nombre y —---=-r-—-----
representacion de PROCAPS S.A.; endosen los titulos valores de la

sociedad hasta por la suma de UN MIL MILLONES DE PESOS -------------
(1.000.000.000.00) M.L. CUARTO: EI representante legal de la -------
sociedad PROCAPS S.A.; doctor RUBEN MINSKI GONTOVNIK, manifiesta
que la presente reforma fue aprobada por la Asamblea General -------
Extraordinaria de Accionista de PROCAPS S.A., con observancia de
las disposiciones legales y estatutarias.---------------~-—~~~~~~-~~~~_

C B R. TUESE S WETR

Que por Escritura Piblica No. 1,933 del 16 de Sep/bre de 2008,
otorgada en la Notaria 2 a. de Barranquilla cuya parte pertinente
se ingcribié en esta Camara de Comercio, el 06 de Octubre de 2008
bajo el No. {3,748 del libro respectivo, -—---=--------=c-c--cccmouomae
Consta que el sefior RUBEN MINSKI GONTOVNIK, C.C. No. 7.463.982, que
comparece en su condicion de Presidente y Representante Legal de la
Sociedad PROCAPS S.A., confiere por medio de este instrumento ------

————— —— i —

|
|
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consta que RUBEN MINSKI GONTOVNIK, vardén, mayor de edad, de ésta
vecindad, identificado con la cédula de ciudadania No.7.463.982,
expedida en Barranquilla, en mi condicién de Representante legal
y/0 Presidente de la sociedad PROCAPS S. A., conforme a las --------
facultades otorgadas por los Estatutos Sociales, todo lo cual ------
demuestro con el certificado de existencia y representacién legal
expedido por la Camara de Comercio de Barranquilla, que adjunto a
este éscrlto, me permito manifestarles que confiero poder especial,

amplio y suficiente al sefior MARIO LOPEZ LEON, varén, mayor de -----
edad, de esta vecindad, identificado con 1la cédula de ciudadania
No.72.311.558, expedida en Puerto Colombia (Atlantico), para que en
nombre y representacién de la sociedad, realice los siguientes -----
actos: | 1. Endosar las Facturas Nacionales e Internacionales de esas
companlas hasta por la suma de UN MIL MILLONES DE PESOS —-----------
(S 000 000.000.00) Moneda ngal 2. Suscribir Declaraciones -------
Cambiarias, Aduaneras y Tributaraas a las que esta obligada la -----
sociedad en el giro ordinario de sus negocios, quedando facultado
para notificarse, aportar y solicitar pruebas relacionados con las
declaraciones Cambiarias. El sefior MARIO LOPEZ LEON, queda ---------
facultado para notificarse, aportar vy solicitar pruebas, presentar
escrltoé en caso que resulte mnecesario en general a realizar todo
acto, @1llgenc1a o tramite que considere indispensable para el -----
cabal cumplimiento del presente mandato.---------—--——-——-c - ______

C BRI E R €N

Que por Documento Privado del 07 de Mayo de 2012, otorgado en
Barranquilla inscrito en esta Camara de Comercio, el 01 de Junio de
2012 bajo el Nro 4,813 del libro respectivo, --------—-=--=——=————— -~~~
consta que el seflor RUBEN MINSKI GONTOVNIK, identificado con -------
C.C.7.463.982 de Barranquilla, en mi condlclon de Representante ----
Legal y/o Presidente de 1la sociedad PROCAPS $S.A., conforme a las
facultades otorgadas por los Estatutos Sociales, me permito ————————
manifestarles que confiero poder especial, amplio y suficiente a
MONICA DE HART DE OCHOA, identificada con C.C.32.676.025, para que
en mnombre y representacion de 1la sociedad, realice operaciones de
caracter Financiero con 1la firma conjunta de un(l)miembro del Grupo
A y un(l)miembro del Grupo B o dos(2)miembros del Grupo A, sin -----
perjuicios de las facultades otorgadas anteriormente a algunos de
los funcionarios e inscritas en la Camara de Comercio de esta ------
ciudad, como determino: --—--—-——--- - -
GRUPO! A | - - - - mmmm e e e e e e e e e e e e e m e
1. Monica De Hart De OChO@ --===----cmmcmmmmm oo
C.e. i No.| 32.676.025 ——-=s-mrrmm g s e e e e e e e —— e e o e s
2. Javier Otero Arteaga ————————————————————————————————————————————

S V— - e e
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Que por |Documento Privado del 07 de Mayo de 2012, otorgado en
Barranquilla inscrito en esta Camara de Comercio, el 01 de Junio de
2012 bajol el Nro 4,815 del libro respectivo,--------------==——-——---—---
consta que el sefior RUBEN MINSKI GONTOVNIK, identificado con -------
C.C.7.463.982 de Barranquilla, en mi condicion de Representante ----
Legal y/o Presidente de 1la sociedad PROCAPS S.A., conforme a las
facultades otorgadas por los Estatutos Sociales, me permito --------
manifestarles que confiero poder especial, amplio vy suficiente a
GETHEL MORENO ROMERO, identificada con C.C.32.689.958, para que ----
en nombre vy representacién de la sociedad, realice operaciones de
caracter Financiero con la firma conjunta de un(l)miembro del Grupo
A y un(l)miembro del Grupo B o dos(2)miembros del Grupo A, sin -----
perjuicios de las facultades otorgadas anteriormente a algunos de
los funcionarios e inscritas en la Camara de Comercio de esta ------
ciudad, como determino: --—-——-—c- -

GRUPO N A  |--=------ - s e — = R L L - S L R
1., Monica De Hart De’Ochell ---soFcd- St B L8 B8 S L o =
C.C. NO. 32.676.025 --------—s—mme o s e amcome o
2. Javier Otero Arteaga ----=--=--—-—sF= -0 L .
C.C. No. 91.263.993 -----=----- ool e rptel Sode B CREE NICL TR EE.
3. Gethel Moreno ROMELO ----=====-=- oo i
SUE. NO-H32.689.958 --—-c-sumercc o n i C e e o n s e IS e B
R R R . . - - . - e o T -

Marcela carvajalinOo PaganO =--=--=—==-=— - oo
C.C. 22.579.748 - m e e
nalter Tanaka Tatekawa ------"--gme e e e s e e e o e e e m c b ==
EECHGE 250,923 ----<-—----c-modGnetol. © @R . .. WERRLE D&
Alain COrtesSi BIUNNEY -—=--- == - s e e
Cedula Extranjeria 215404 --------m--mmmmm oo
a) Transferencias Bancarias entre cuentas de titularidad de PROCAPS
SLA. , haspa por la suma de USD 5000.000.00. b) Venta de cartera de
PROCAPS S.A., hasta por la suma de USD 500.000.00. c)Suscripcioén de
Contratos de Leasing, hasta por la suma de $500.000.000.00.m.1.-----

C B RAT IESRATENE

Que por Documento Privado del 07 de Mayo de 2012, otorgado en
Barranquilla inscrito en esta Camara de Comercio, el 01 de Junio de
2012 bajo el Nro 4,816 del libro respectivo,---------------——~—--~-~—~—~—-~—-
consta que el sefior RUBEN MINSKI GONTOVNIK, identificado con -------
C.C.7.463.982 de Barranquilla, en mi condicidén de Representante ----
Legal y/o Presidente de 1la sociedad PROCAPS S.A., conforme a las
facultades otorgadas por los Estatutos Sociales, me permito --------

manifestarles que confiero poder especial, amplio y suficiente a
MARCELA CARVAJALINO PAGANO, identificada con C.C.22.579.748, para
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Que por Documento Privado del 01 de Agosto de 2012, otorgado en
Barranquilla inscrito en esta Camara de Comercio, el 17 de Agosto
de 2012 bajo el Nro 4,911 del libro respectivo, -----=-=--c--c=c—co-o--
consta que el sefior RUBEN MINSKI GONTOVNIK, varén, mayor de edad,
de esta vecindad, identificado con la cédula de ciudadania ---------
No.7.463.982, expedida en Barranquilla, en mi condicidén de ---------
Representante Legal y/o Presidente de la sociedad PROCAPS S.A., ----
conforme a las facultades otorgadas por los Estatutos Sociales, ----
todo lo cual consta en el Certificado de Existencia y --------------
Representacion Legal de 1la Camara de Comercio de Barranquilla, que
reposa en sus archivos e inscrito en su debida oportunidad, me -----
permito manifestarles que confiero poder especial, amplio y --------
suficiente a las, personas que se relacionan a continuacién --------
funcionarios de 1la empresa, para que en nombre y representacion de
la sociedad, suscriban en forma Conjunta, Contratos de Suministro
de Mercancias y Servicios con Entidades Oficiales; hasta por la ----
suma de OCHOCIENTOS MIL DOLARES DE LOS ESTADOS UNIDOS DE -----------
NORTEAMERICA (USD800.000.00) . La conformacién de estos dos nuevos
Grupos A vy B, reemplazaran a los funcionanos integrantes de los ----
Grupds A y B, que actualmente ss encuentran inscritos en la Camara
de Comereio de Barranquilla, con las mismas facultades -------------
anteriormente determinada, como relaciono seguidamente: Del grupo
A: 3. DAVID LECLERCQ LARRARTE C.C. No. 79.154.988, expedida en -----
BOgota.-—----------- - e e e m o e oo

CER TP L CA

Que por Documento Privado del 01 de Agosto de 2012, otorgado en
Barranquilla inscrito en esta Camara de Comercio, el 17 de Agosto
de 20312 bajo el Nro 4,912 del libro respectivo,---===-=--cccucanoo-o
consta que el sefnor RUBEN MINSKI GONTOVNIK, varén, mayor de edad,
de ésta vecindad, identificado con la cédula de ciudadania ---------
No.7.463.982, expedida en Barranquilla, en mi condicidén de ---------
Representante Legal y/o Presidente de la sociedad PROCAPS S.A., ----
conforme a las facultades otorgadas por los Estatutos Sociales, ----
todo lo cual consta en el Certificado de Existencia y --------------
Representacidén Legal de 1la Camara de Comercio de Barranquilla, que
reposa en sus archivos_e inscrito en su debida oportunidad, me -----
permito manifestarles que confiero poder especial, amplio y --------
suficiente a las, personas que se relacionan a continuacién --------
funcionarios de la empresa, para que en nombre y representacion de
la sociedad, suscriban en forma Conjunta, Contratos de Suministro
de Mercancias Yy Servicios con Entidades Oficiales; hasta por la ----
suma de OCHOCIENTOS MIL DOLARES DE LOS ESTADOS UNIDOS DE -----------
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