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Comprobante de pago de la tasa.

Poderes. si fuere el caso.

Pruebas de los fundamentos de la oposicion.

Documentos que acrediten el legitime intereés, si fuere el caso.

Documento que acredita la existencia y representacion legal de las partes, cuando sean
personas juridicas.
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Instrucciones para el diligenciamiento def presente formulario, ver reverso de esta pagina.




Derecho de la Competencia, Propiedad

Optlmum Industrial y Comercio Exterior

Senora Jefe,
DIVISION DE NUEVAS CREACIONES

Superintendencia de Industria y Comercio

E. S. D.

Referencia : Expediente N° 08 127148

Asunto : Oposicién a la solicitud de patente de Invencion titulada
“FORMULAS INFANTILES PARA EL DESARROLLO
TEMPRANO DEL CEREBRO.” |

Solicitante : ABBOTT LABORATORIES

Opositora' : PROCAPS S.A.

Publlcada enla Gaceta dé'la Propledad Industrlal :
N° 610 del 30 de noviembre de 2009

- 4 !

Yo, CIELO ANGELA PENA RODRIGUEZ, abogada en ejeruuo idéntificada como ‘i

1panu dl pie de su firma, con tarjeta profesional No. 82701 del s nsqo Superior de

la Judlurum en mi condicion de apoderada de la sociedad PROCAPS \S/A/
conformada bajo las leyes de la Republica de Colombia y domlulg,id.\ ‘en la ciudad de

Barranquilla, Colombia, atentamente manifiesto que estando dentro del eérmino de ley <
; b ;s
y por orden expresa de mi represencada, presento oposicion a la concesion del registro -

de la Patente de Invencion titulada FORMULAS INFANTILES PARA EL
DESARROLLO TEMPRANO DEL CEREBRO”, cuyo ntuhr es ABBO’IT
LABORATORIES, y pido a Usted declarar fundada esta oposicion y en consecuencia

. negar el registro de la patente solicitada.
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1. INTERES PARA ACTUAR

Conforme a lo dispuesto en el articulo 42 de la Decision 486 de 2000 de la
CAN, estando dentro del término estipulado por la ley, manifiesto el legitimo interés
de nuestra 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
comercializacign de algungé productos de mi representada, que conticnen, en
particular un #cido sidlico. Por lo tanto, solicito respetuosamente a ese Despacho se
sirva tener en cuenta la presente oposicion dentro del tramite administrativo que se

surte en esta Superintendencia. e

" 2. FUNDAMENTOS DE HECHOS
2.1 Ln 50 1utud ObjetO de la presente fue presentada el 28 de novnembre de 7008
e ruvlndu_ando prioridad bajo la solicitud US20060479621 del 7006 06-30; v fue
pubhmd.\ en Colombia, en la Gaceta de la Propiedad Induatrml N" 610 del 30 de

noviembre de 2009, cuya publicaciéon internacional ;(.Orr_upondc a la
7 H

WO2008005869 del 2008-01-10.

i

~2.2.La solicitud colombiana 08 127148 objeto de la presente oDosicién, se refiere A 4

una formula infantil que comprende: A. Al menos 6.5 G/L sobrc una b§
nllmenmrm, de un concentrado proteinico de suero ennquecndo, B. Al‘ menos
s/

0.13% de acido docosahexaenoico por peso de dcidos grasos tomles, ys C.Al menos

.

0.25% de #cido araquidénico por peso de dcidos grasos toralu, en donde Ia

formula incluye al menos 5 mg/L de g,mohosldos '11 menos 150 mg/L de
,,»f" rr"

e e T
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Derecho de la Competencia, Propiedad
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fosfolipidos, y al menos 70 mg/L de acido sialico total con al menos 2.5% en peso
del dcido sialico como acido sidlico enlazado a lipidos; en donde enrre el 50% v el
100% en peso de la combinacion de ganglidsidos, fosfolipidos y dcido sidlico
proviene de un concentrado proteinico de suero enriquecido; en donde el acido
sidlico enlazado a lipidos representa entre el 2.7% y el 5% en peso del icido siilico
total; donde ademas comprende, sobre una base alimentaria: (A) entre 7 mg/L y 50
mg/1L. de gangliosidos, (B) entre 200 mg/L y 600 mg/l. de fosfolipidos, y (C) entre
90 mg/L vy 250 mg/L de acido sidlico; que comprende, por peso de icidos grasos .
totales, entre 0.4% y 2.0% de dcido Ar"{qmdonlm y entre 0.15% y 1.0% de acido
docosahexaenoico; en donde los fosfolipidos rotales comprenden al menos 209% en
peso de esfingomielina; en donde los fosfolipidos comprenden esfingomielina,

fostatidil, ctanolamina, fosfatidil colina, fosfaridil -inositol y fosfatidil “serina; en

kY —~

donde la formula contiene menos que-0:5% en peso de glicomacropéptidos libres, »
. b : S
sobre una base alimentaria; 'y, en donde la férmula infandl estd substancialmente - -

libre de fosfolipidos de soya,'fésfblipidos de huevo y coml)inaciones de los mismos.

Y
o ' LN

2.3.En primera instanci’n se debe advertir que algunas ruund]muonca también se
rchcrun aun mctodo de tratamiento que incluye la admumtmuon de In f6rmula y i

“no soloa la composicion farmacolégica o a un método de fabrmauon mediante la ,
7 | /!
cual se obtenga un producto tangible y segin la lcgislacic’m,‘ decisién 486 de la ’

~Comunidad Andina de Naciones, Articulo 14.- “Los Paises Miembros otorgardn 7/
; s
patentes para las invenciones, sean de producto o de procedimiento (..J)", los usos no estain 7,

. ,
R
contemplados como patentables; y, Articulo 20.- “No serdn patentables (..) d) los*
P /
mdtodos terapéuticos o quirirgicos para el tratamiento humano o cmmml ast como lm

métodos de diagndstico aplicados a los seves humanos o a ammales. Solés seran

/ /

patentables los productos o procedimientos. Por lo tanto a luz de h-normn, dicha

materia referente al uso y a un mérodo de tratamiento no seria‘patentable.

.

" .
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2.4 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
procedimiento, en todos los campos de la tecnologia, siempre que sean nuevas, tengan nivel
inventivo y sean susceptibles de aplicacion industrial”. Asi las cosas, las invenciones
objeto de patente deben ser nuevas y tener nivel inventivo. Bien, pues antes de la
techa de prioridad de esta solicitud se encuentran los siguientes documentos que

afecta la parentabilidad de la presente solicitud:
o DI: WO2004093557 publicada el 4 de noviembre de 2004.

2.5.Ahora bien, el documento DI revela una féormula para bebés nutricionalmente

completos que contienen acido sialico derwados de und’ o wmas de las fuentes de

nutricion adecuada. PdrtlulldrmentE“Dl revela una nutricion LOlllplC[d dc

- .

productos de alimentacnc')n'mfantll_que"mcluye 300-600 mg /| de dcido sidlico para .o

apoyar el crecimiento y desarrollo normal de la infantil. Segim este documento DI,

’ : Y

~

la fuente.de dcido sidlico N puede estar libre de acido acetilne'uraminico (NANA),

-

smhllu()sa Lontlencndo acido sidlico ganglidsidos y caseina nnc.ropcp[lda En un
// - i

I'C-llln&LlOn particular de esta anterioridad D1, se revela que el prodm to comprende »
,/
1denms, ARA, DHA y lecitina (de ser un fosfolipido), en cmtldades como se indica

Jen Ia reivindicacion 1, y el dcido sidlico se deriva de concenrjrndof de proteina de iy

H

suero de leche y caseino glico-macropeptide. Segin se indica en esta anterioridad

i H
i H

DI, el suero de leche concentrado de proteinas también es ln; fuente preferida def/
dcido sidlico, incluida la fraccion de enlazado 2 lipidos e indica %que incluye t:lmbi'c}’n ’
gangliosidos. En el caso de los ganglicsidos, el enlazado a lipillo:?de zicidofs’i;ilico
esti presente en cantidades significativas, asi, la proporcion de al m’cni?s«?.,’f) % en

peso de dcido sidlico iniciando con que el enlazado a lipidos-esti implicitamente

divulgada en el documento DI. De esta manera, ¢omo lo evidencia dicho

~ e -

Carrera 13N°11995 Of. 104T€1 (57])7 13]"13 6705071—1"'1)( (571161219 79
‘ E-mail: negocao:@opnmum«_o com - Www.optimum-Co.com
e o -© " Bogotd Colombia



Derecho de la Competencia, Propiedad

Optl mum Industrial y Comercio Exterior

documento DI, la presente solicitud no es novedosa pues lo revelado ya se
encontraba en el estado de la técnica

2.6.En consecuencia y de acuerdo a lo descrito anteriormente, se deriva que la solicitud
colombiana 08 127148 no puede pretender un monopolio por patente toda vez
que lo que pretende no cumple con los dos de los tres requisitos necesarios para su

proteccion.

2.7.Que por consiguiente, respecto a la solicitud pretendida se tiene que:
.-/‘
2.7.1. CARECE DE NOVEDAD: Segun la decisién 486 de Ia Comunidad Andina de

Naciones, Articulo 16.- “Una invencion se considerard nueva cuando no estd

comprendida en el estado de la técnica. El esta{io»de 'li‘t""tWéEnica comprendcrd' todo lo que

haya sido accesible al publlco por “ung descnpaon escritd u uraI utilizacion,

"

comercializacion o cuafqu:er otro ‘medio antes de la fecha de presentacton de la solicitud

de patente 0,21 su caso, de 1(1 pnrmdad reconocida.”. A la feuha de prmnddd 30 de

Jumo de 7006 ya era conocido, pues como se dcmostro era parte del arte

, I

antcrlor con base en el documento D1, una formula mﬂm}rll que incluye dcido
|

sm!u_m enlazados a lipidos, sobre el cual busca protecuon en el capitulo

'rcmndimtorlo. |

1
P
'
5

ecision 486 de la CAN

2.7.2. CARENCIA DE APLICACION INDUSTRIAL L

consagra en su articulo 14 lo siguiente: “Los paises miembms otorgardn patentes

para las invenciones, sean de products o procedimiento, en todos los campos dé la

. v . . o : /. ".
tecnologia, siempre que sean nuewas, tengan nivel inventivo y sean susceptibles de

aplicacion industrial”. La presente solicitud carece de aplicacion Industrial ya que

I3

como se demostrd anteriormente, algunas cliusulas _reclaman el método

~ terapéutico y estos no son aplicables industrialmente.porque primero no se
.‘v/" ,“(""
e J,~"""" ~ r’/“v’ e
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obtiene un producto o proceso; vy segundo no es reproducible o repetible a
escala industrial. Por lo tanto, el objeto de la presente invencion referido a los
usos y métodos terapéuticos, no cumplen con el requisito de la aplicacion

industrial.

2.8.  Dado lo anterior, es posible deducir que la solicitud y lo reivindicado no es
objero de patentabilidad pues es contrario a lo que diCt'r; la Decision 486 de Ia
Comunidad Andina de Naciones, Articulo 14.- “Los Paises Miembros otorgardin
patentes para las invenciones, sean de producto o de procedimiento, en todos los campos de la
tecnologia, siempre que sean nuevas, tengan nivel inventivo y sean susceptibles de aplicacion

industrial.”. La solicitud pretendida no cumple con dos de los tres requisitos de

patentabilidad. e

i . . :5 : f N

2.9. Porrtodolo anterior a‘t'entamcnte"éolicito a usted que se sirva decl;lralr fundada

la presente opouuon y em consecuencia negar el registro a la xohumd de parente
tl(l.llddﬂ fFORMULAS INFANTILES PARA EL DESARROLLO TEMPRANO
DEL CEREBRO % cuyo tirular es ABBOTT LABORATORIES,, solicityd

S i
o Colomblana que aparecio publicada en la Gaceta de la Proplcdad Industrial N°
1

610 del 30 de noviembre de 2009.
3. PRUEBAS L

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

.

como prueba en este asunto los signientes:

-~ I3
>

e Di WO2004093557 publicada el 4 de novieu}‘bre'déﬂ‘zool‘i;

R w1 -
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4. FUNDAMENTO DE DERECHO
Fundamento esta observacion en las normas legales siguientes:
4.1.  Numeral 1 del articulo 586 del Cédigo de Comercio.

4.2, Articulo 42 de la Decision 486 de la Comisién del Acuerdo de Carragena.

4.3.  En las demas normas concordantes.
5.ANEXOS ...~~~ 7 -
Para los efectos correspondientes anexo al presente escrito los siguientes documentos: o
_x‘ ’ ] . <

1. Podu pam actuar en el presente. :
2. Doulmcnto que acredita al representante legal de PROCAPS S A. )
- 1 i
<73, Reubo de caja del respectivo pago de tasa. j

i

s
.

4. Copms de los documentos:

o DI: WO2004093557 publicada el 4 de noviembre de 2004

- e w"'/
T s e
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Optimum
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 Carrera 13 Ne 11995, Of. 104 de esea ciudad de Bogora.

Senor Superintendente,

/. |,L;',Z‘:?.

-

d

/

CIELO ANGELA PENA RODRIGUEZ T

C.C. 51'940.252 de Bogota e e 1' :
T.P.A. 82701 delCS.dela). " ;
: .
e A a | ‘
, /! |
S o

L R e
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PROCAPS

PODER ESPECIAL

Yo, WALTER TANAKA TATEKAWA, mayor de edad y vecino de la ciudad de
Barranquilla (Colombia), identificado como aparece al pie de mi firma, quien en
presente documento actda en calidad de Representante Legal de la sociedad PROCAPS
S.A. sociedad legalmente constituida y domiciliada en la ciudad de Barranquilla
(Colombia), por el presente documento otorgo a la doctora CIELO ANGELA PENA
RODRIGUEZ, abogada en ejercicio, identificada como aparece al pie de su firma, con
tarjeta plofesional No. 82701 del C.S. de 1a J., poder especial, amplio y suficiente, para
formular oposiciones u observaciones a la solicitud de patente No. 08 127148, titulada
“FORMULAS INFANTILES PA?& EL DESARROLLO TEMPRANO DEL
CEREBRO”, cuyo titular es ABBO4'T LABORATORIES., publicada en la gaceta
No. 610 del 80 de noviembre de 2010.

Nuestro apoderado queda facultado, de manera expresa, para realizar todo tipo de actos
necesarios para llevar a cabo el trAmite de la oposicién,-incluyendo;..sin Jimitacion,
preparar y presentar sclicitudes, hacer dec]aramones*"pagal tasas"*ccm;t”bucmnes € th
lmpuestos recabar los titulos o certificados. Asimismio- quedan autonzados .panas ,_.!3

impugnar administrativa todo lo que fuere resuelto® en“e]"e\pedlentelwqu@se thace..

Hy ¥ g in ," n.-t
expresa referencia en el presente poder, con todas lag. facultades  generales y « especificas
que fuera requerido para ella. e B e "":'T'_

ORI R 1B ¢ 0t 28 R L 4 (han e g
De la misma manera, ademés de las facultades que le confiere la naturaleza del presenté™ ™
mandato, se encuentran facultados para recibir, desistir, transigirysustituirs-y-reasumirem.
el presente poder, incoar acciones, interponer recursos y demis facultades conferidas

pol la ley S e PRS- DT gty P St A el

Dado y Firmado en Barranquilla (Colombia) a los 17.dias del mes de febrero de 2010.

///////

L C.C N° 16'251.928
NIT: 890.106.527-5

Representante Legal : '

Acepto:

|\ =

CIELO ANGELA PENA RODRIGUEZ
C.C. 51'940.252 de Bogota
T.P.A. 82701 del C.S. de fa J.

CALLE 80 No. 78B-201+ A A 50330 P.B.X.:(575) 3530783 - 3789000 - 3719900 - 3507900 - FAX:(575) 3730815 - 3730813 - 3730247 - 3730818
BARRANQUILLA - COLOMBIA - NIT.: 890.106.527-5
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\DlrectlvaJr,El Suplgpte reemplgzara a}uGerente Géneral, enxsus faltaé)
~temporales, absolutds o méramente acc1dentales”/qu1en ]unto con ‘el
gerente general llevaran la Egpresentac1op legal de la soc1edad
Conuuldentlcasqbfacultades pudlquolas ejercer conjunta o} separada-
menté~ con el Presidente y Vlcepre51denté\vc0n identicas facuiltades
Zque el ;Ggyente General y/81n que seaknecesarloxpara ello acreditar,
\1a ausencia del (q;yular. hEl) Gerengs,General(tendra 1a5151gu1ent§sw
\wfacultades entre ‘“otras: Ejercer la representacion’ legal ‘dé”1a socier-
dadwf~en todoéﬁ los actos Y contratos que ~se requleran para eln@esa—
rro}lgj del objeto soc1a} de | conform1d§§P con lolprev1sto en las
leyes Yy en NiSs presentes estatutos Aprobar’y celebrdr en nombre de
/~la sociedad todOﬂﬁacto o contrato cuya\cuantla”Sea igual: Q inferior
TN
xal equ1valente en{ [pesos Colomblanosba/Clncuentaﬂmll ddtares de l’ J
“WEstados “Uriidos déﬁ“Amerlcanﬁ‘US$50 0007, lquldadOS a VI tasa ‘de’
cambio representatlva /del megcado glgent%;el dia enyque se surta la
aproba01on o‘\celebrac1onndel\act0“ sTempre(que no\se‘trate deféna]e~
nar ua’ cualquler tltulonblenes‘unmuebles o cualquler“otro actlvo fijo
de la soc1edad//}1nclu81ve'fde naturaleza muéble* acciones, cuotas.-c
partes def:1nteres,:)1nver81ones v todor tlpo/de derechosfdé“la SOC1e'“
‘\dad o de” constituir /gravamenes'!sobreicualqulera)de lasranterlores/
. ey i ! s
facultades que‘&gadlcanf excludiva:; 'y pr1vat1vamente~gen cabeza del
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Q\Que se unL’Acta Nozl 116 del/ 27 de Junlo de r997 corres éndlentéQ
g9
la Asamblea deﬂaS01onlsta§\en Barggnqu1lla de la sociedad: o
FEAN IS /./«‘\\ /Im‘ I./l \\ (;_/1__«\\ _____
PROCAPS S.A/Eir------4¢ '-_——----;ﬁp;—----»;T———-————q-j ———————

cuyé /parte pértlnentevgéé 1nscr1b10 en esta Camaralde Comer01o el
,;15 de %gosto de 1997 bajo: el N0‘7.70 838 _del 11bro;respect1vok
\y/ segun’; CActa No'{({h127 def’?22 de (‘Marzo de 2900 correapondlentec
T4 Asambléa de Accishistas eﬁ\Barranqu1i} de lagsoc1eda SN

PROCAPS  S.A f === oo — = — = o —— oo s s S s

cuyaﬁlparte ﬁ;rtlnente’/ HEE

[se 1nscrqb}o en esta Camara de Comeré;o el
29 “de Mayo “de' 2000 bajo el No§387 250 dei/llbro respectlvo,vfueron
J

~~hechos losisi ulentes nombramientos: 7L =, o :
) O @ G0N G 7 (775 R
MY 2, N\ xun) U L) S 1Y VA
VCLASE: N~ N JUNTA DIRECTIVA N O N
7 ; ,gﬂ pran 7 s
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N MinskiNGéntovnik\Riben V\37 N4 CC&J******7\463 982
ik 2. Minski Gontovnlk Meyerﬁ\ R ~nCC. *AEEEEET, 461, 324
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Wi 3. M%&Skl GontoXPlk Joseh\ﬂj ) (Q1CC ****\n*s 671, 834N
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(A MlnskﬂfirrberbluékElllot 4ﬁh; Qﬁﬁ\ ccfEﬁ****72h219 541
e % N NS N2 17

AR EARETHT C ONTTINUABD **x*xxxxkx%xX




' 03-13002842 024802 PROCAPS S.A. ~ |No. 14271556

Barranquilla, 01 de Febrero de 2010 Hr-10-04:32
Ty . h 7 NN 7
i i******************************Lh*******dpa 4
- DE ) el ] el Wiz
~iT C A MARA D B c O M "R C I O~
- 1 ko) ST
comenqa DNE B AZRR AN QIO L L ATL A
1 i '/ 3 | f LAY £ \
Si; DGBHRRH"QUKmenmn03***ﬁ:;f******tgt*******tiij******ﬁng*****t$§J

CERTIFICADO DE”EXISTENCIA“Y REPRESENTACTION LEGAL 0] DE/INSCRIPC ON.DE

P 4 Ay
1,5{\ "_:i\l\ ’1\5 Y IFU\\]
pocufisiros. (1) WY W W N WY
PROCAPS S. A e e BT e e R EEE T e e T T e e e e T e
. ‘J u’) P \J\i L Y N N\ W WL
Q&“ 2. Ml%Skl DeiteliDaniel N N Q&“’ ****}*fi******i%
37 Minski ,Sharon L L LN PA -*950,212, 082 805
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wQue segung‘Acta NOij 116 dely 27 dewgunlo de 1997 correspondlenteg@
\id Asambled de Adcionistasven Barranduilla, de1a sociedad: PROCAPS“
S.A. Qﬂpuya parQ@ pertlnente se 1nscr1blo enfesta Camara de Comerc1o,
el (15‘ de qugto de '1997 ba]o\el No. 70¢838 del llbro respectlvo,
fueron hechos ‘10§ 51gu1entes nombramlentos g N
i * prl i 1
Q/;\Cargo/Nombre TN ,/ N R fzﬁb Idenﬁ%glcac1on23%
\Presidentel]) Gb WY W S &) &)
A RN . P S
N Minski® Gontovnik Ruben % N CC, >k *xk*k+*7 463,98
Suplente del Pre%;dente PR " Ep
YT

{{Minski MlgSliAbraham
Vlcepre81dentxff/i) ‘Q&::
AN Minski. Gontoynik. ] Meye

CC/*-A}I:******BO?_, 575
hﬂ\m}’ Ny

N SOCCL****akkT 461, 324"
\\.Plente\deﬂ v1cepre81denté:L/-\ HTVH\VZ%r (?V \) (ﬂﬁ) ﬁ@ﬁ)
Ny Minski Gontovnlk José ) \55 J\SE;**** *8,671,834
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~Que segin: Acta Nen 11 del:0l de Febrero de 2001 correspondlente/aR
’la1 Junta\gBlrectlvaern Barranqullla;kﬂae la éoEﬁedad PROCAPS S AT

\cuya parte/ pertinente se “mscribié “Wen esta Camira de comercio, él/

12 de  Febrerg; de 2001 bajo elﬂ\No. 91”273 del %}bro respectivo,

(‘

AN N\
fuergp;hechosflos 51gu1entes nombramlentos K”” ;JD} !f&%;
Cargo/Nombre&/ Qy/ RN \ NIdentificaeisn

Serente Geperal. . P 7 a5
) Uribe) ®choa Gurﬁlermo Lui's H) gjﬂcc ******70 073,75
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Que “ségin Acta” No. 406 del 02 de Sep/bre\de 2004 correspondl erite a

/;a Juntanylrectlva;\en Bagranqullla ﬁfde la 8001edad PROCAPS S.A7.
fcuya parte pertlnente se '1nscr1blo\uen esta Camara de Comerc1o, %l;;

\\s

09  de Sep/bre de“5"2004 bajo” el NoN"113,263 ‘del llbro\respect1v5T“

fueron hechos los 51gu1entes nombramlentos. e AN L
o s RN ,fn A
Cargo/Nombre” i Wb Wva f;g hIdent1f1c9c1on
Suplénte del Gérénte. N~ Ny Ny NS N
/EF\ Tana%a\TatekawaNWalter ,g\ SN ﬂ,w ccC. *****7}6 251, QQ?J\
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Que{iéegﬁn Act‘u No. 1243 29 de Marzo de‘1999 correspondlente a
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CERTIFICADO DE EXISTENCIA Y REPRESENTACION LEGAL O DE INSCRIPCION DE
DOCUMENTOS .
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‘“ila samblea de Acc1onlstanen Barranguilla, deﬁla sociedad: PROCAPS.
l( A ; 18 q ]
\SEA. cuya ) parte Qpertlnente\se 1nscr1bio en esta”Camara(de\Comerc1ou)
AL el 04 de Agosto ~'de 1999 “bajo el N&7 82,226 dé1 11bro\respect1vo,
fuersn hechos /los 51gu1entes nombramlentos RS N
Y £7TRY i \ i/ ‘\ / TS
Cargo/Nombrep ) ‘., IdentlflcaClon
AL \" ] \~ \\\( l) ./ \j NS
Revi&dér Fiscal<Ppal. T/ N
/f?\ Vargas Pertuzfﬁ?a Isabe/;a 436\ \gc ***ttﬂéz 696, ié?\
i1 } 1 i i {771 \
N\ \y.w '/ W\ b WU/ ghu hw/, W
L Ny W C EXR T IF T3C A - N

/T \ /"1 f =1 /;:,l\\ ,-/t"i_\ m-\
Queansegun Acta No. »15ﬁ) del \3 3de Marzo1de 2009\co§respond1ente a
la “Asamblea “d€ Accionistas en Barranqullla//de la ‘s6¢iedad: “\PROCAPS
AS.A. cuy31 parte pertlnentemse inscribidé en estakpamara de Comerc:Lo1

"hl 30 ﬂe‘)Julloi'dgj 2009 \Pajo el Nolesl 129{de1 1ibrd réspectlvdD

“f{leron hechos los 81gu1entes\nombram1entos N =
Cargo/Nombre\ “1 A /IdentlflcaCLOn
rs \ T Fy \
Suplgﬁte del|ReV1sor Flscél ﬂﬁy‘ {?iﬁ\ HD Q(wﬁ
N7 \\\:1‘_/ \\L/) L\ L /
wDuarte Diaz Dav1d v e CC *****73\&15 965
el il el -3
P75 ,{/ :\ /o .\ @ B\ //Jf.\ /?/ o s
N 1) ) E e A {0y 7im
‘igsfif & \:;»',D/’ CERTIF & S W ( '”’

Que zpor Escritura_ Pablica No,.«x2,784 .dela 07 de/ch/bre deL2007

otorgada en(ﬁla Notarlafle(é\ﬂdeDBarranqu}lla cuya parte pertlnente
se “inscribiéYy en lesta\\Camara ‘de-‘Comercid; rel 20/de Dic/bre~dé” 2007

ffba]o el NOg\3/492 del llbro respect1vo;113—;5-—~-~----—--———————--—711
\xJ las (1nscr1pc1ones 3 492 5 3\493*V3(4949‘3/495J~3\496[h3\497 5
"37.498, '499\\ 3. 500 3 501«u3 202, |3 503,13\504 ¥3.505, \3~506

3. 507~ Consta\ que RUBEN—MINSKI GONTOVNIKﬁ:d\C No'/7«463 982,
obrando como(Pre81dente y\Representante“ggg lkﬁe’la socredad C/f)‘
NATURMEGA S.AYS’ que obtindo en ‘U condicion de- Presidente yasl o
,-Representante Legaql de la sociedad PROCAPS S. A, el pre51dente -
q\\C’xebldamen\t\:e facultago por - “16s  Estatutos Soc1a1es Y pogyel Max1méﬁ
WOrgano $6¢ial, otdrga los sfgulentes\poderes Otdkgar poder -----2u2
general ampllo Y suflclente a %95 doctores; JOSEFINA-DEL CARMEN -———-
MIELES‘ BUELVAS} CC.No. 33“138 491,Ja1MARCELA”CARVAJALINO PAGANO’Lq————
CC. No/22 579. 748 CRISTINA VIOLI\/FRANCESCHINI CC. No_22 463,716, con
4,1as facultades que, se transcriben a cont1nuac10n a.- Para que -—?——
’Mgepresenten\ a la{soc1edad PROFAPS SIA4Wante todoftlpo d'f?ﬁ ———————— g
Wautoridades admlnrstratlvas s jurlsdr001onales \en asuntoéyde ———3¢3’
natgrq}eza c1vy} laboral, comerC1al penal, aduanera, camblarla
trlbutarla *p911c1va "admlnlstratlya Y flscal b. Cogtestar y —————
presentar demandas, requerlmlentos, recursos pedlr\y aportaru-é—---
,;p;uebas,u;rec1b1r "notlflcarse, ejercer\}a acc1onkge tutela ——————
aytramltar *1nc1dente{Pde desacgto comparecer envlo procesos“que ---(r‘
“idlrsen contra 1a¥vsoc1edad\wjéllanarse en nombre de laYsdciedad“en’
los/wasuntos ~due sean. fggcesarlos“ tran51glr, de31st1r, sustituir,
renunc1ar Y reasumlr elﬂpoder ’c=?‘La facultad expresa de ——ﬁgm —————
con¢idiar, por— tanto pueden llegar a acuerdos concrllatorlosﬁ: ——————
~.transacciconales, ﬁaud1c1a1e§;to extrajud1c1ale§: ] extrajud1c1alesl

*ﬁeﬁalqu1efa:,que seablsu cuaﬂp}a parau\lo cuaL las apoderadas debeﬁ,
la

\\!‘ S Q _./ W u/.
~aportar autorizacion \Slmple A Yescrita del Representante legal
de ~la .sociedad. d.- Pod;an presentar sollg}tudes de devoluc1qp y/o

compensac1on!~dé‘ 1mpue§£os venta 8) Yy rentas, re01brr los pagos por
\i\.x/ N 5 \\"_/ \\1 \}, / \}/
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CAMARA N oA MR A DE” co M ER C 1 o )
COﬂ'IEﬂCIOX /#D\E B A,IRR ANQUTILLAN /72y
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CERTEFICADO D%/FXISTENCIA#X REPRESENTACION QEQAL 0 DE/IQﬁCRIPC%O&}DE
DOCUMENTOS . Ub) Wi ) WL W) Y2
PROCAPS S.A. __\\:’Z? _________ e . N \:ﬁ"‘i _______ RN
> 23 30 s ,/“ﬁ o l/”-‘k
NﬁT 89077106 . 527 -5 ) (718 an i (D) @
\\\\!. 4 \\\\‘J \I / \\ia/, ‘\"v’/ \“\\;"ILL/ \\\LV; \\!‘//-’
Nlas devolliciones y ~ adelanta¥ todo tramite o proceso administrativo

antezilla DIAN de tal fo¥fma que en*nlngun némento guede sin —né?—;———
representa01on<‘legal deILa soc1edad PODERE§}ESPECIALES a.- eDr———
confietre poder” espec:.alﬂw ampllo‘ty suficiénte a las™ personas que se
/determlnanu seguldamﬁnte, quezkconforman\ el grupo Ay B’bpara par as,
zque conjuntamented,suscrlbaniﬁcontratosu/de sumrnlstros dewmercanc1asj
\y' servicios con ‘éntidades “oficialesy hasta 14 suma de @CHOCIENTOS
MIL /DOLARES ;DE LOS ESTADOS UNIDOS~DE AMERICA (USSOO’GOO 00), / ;“
llquldados a\“ﬂa tasa(&;epresentatlva debtmercado v1gente eny elldla

que Wse realid& la resSpectiva  transacciont Grupo\A WALTER" NANAKA

7IATEKAWA 71, CC.No. 16{1251.923,,/CLAUDIA TANGARIFE CASTTLLO -zZ3kc------ EE N
&gl No. a1 éso 293, 15%ARMEN ALICIA FLOREZ!CC.No.22{434.044,(TVAN --——%{{é/))
WILLAREALY-CAMACHO “YCC.No.91.301 . 749, CARMEN ALICIA HERRERA\~———————>~—

DIAZGRANADOS ,CC.Nao. 221yﬂﬁfﬁp~\ DAVIQ/ANTONIO%CHARRIS?GIRALDO 23 i
cc.NG!ll9.341. 274VAIRICARDO ’DORADOPJ HURT ADOW CC. Nop79L715 . 772 /4 ’\;UAIME
FORERO” LLINAS>/CCJNO 19" 300~L93LJb _JLg‘confl re poder espec1a1Tf——-—
samplio y; suf1c1ente\af\senqx “WILLIAM ALBER?Q/BARROS CERRAZI L - - - - - - - ﬁ?ﬁ
=CC No.8. 7&5»941“ péra) que” en’ nombréfyérepreséﬁtaC1on de PROCAPS --
VSTA. suscrlban déclar501onesf/camb&g{iﬁgjjaduaneras Y triButarias™
que,/este obllgadaLdla /489C al” de\sus negoc1os y
) TS [} ,\’)‘(F‘ m\ !%h‘ ~ Tl
operac1ones soc1ales \Por, Nétant \jqued Lgacuﬂtados para flrmarlas
w/ AL S 4 /.

comovirtfambien “WIds demas\documentos relacionadds con ellas, ---222-__.
/notlflcarse aportar“y solicitar las pruebas que,sean necesgrias. 7
cf—Otorgar‘ﬁpoder (espec1a1 qmplao Y suf1c1ente aILsenor MARLON ——meL
“TATIS PAREDES CC. No 72.176.874 vy al“-genor WILLIAM ALBERTO BARROS"
CERRA;, CC.No. 84715.941, qpqra que en. nombre i representa01on de /5 fa:——-
PROCANPS S.A!: Qﬁisuscrlban las decbarac1onesL repo;Fes Yy cualquler
documenito reldcionado ‘¢Gon los tramites o reglstros de~Comercioi<----

/Exterlor Y., © cualquler entidad delZnEstado qué. haga suslyeces d)s

1Q§prgar \poder especfal ampllo y suf1c1ente a la{(doctora GARMEN ——{5}@}
“ALTCIA HERRERA DIAZGRANADOSCC.No.22+377.540 N\ y al ddctor WALTER™
TANAKA, TATEKAWE, CC.Noxl6.251.9237 para qugien nombréhy ----- bbb
representac1onﬂ'de PROCAP§ S.A. ,\Jendoseniylos tltulosﬂvaloreSQde la
socieddd hasta por la ‘Suma de UNSMIL MILLONES DE PES®S ------ P
4(1 000.000%000.00) ?M L. CUARTQ: EI representantg'%egal derdla ----- ;4?3
xsoc1edad\\PROCAPS =S”A doctor} RUBEN\LMINSKI \GONTOVNIwamanlflesq§g
‘que la presente reforma fué\aprobada por la Asamblea General ----->%
Extraordlnarla/“de Ac01onlsta dez: T'PROCAPS ~S.A. cofiobservan€ia de
1as{<d18p031c1ones 1egales,y estaEPtarlas L
\ ‘\E ,/‘ 1‘\‘4 v \ \\\i) \ ‘Vi ] Y

. \ I s
‘Qlle por \Escrltura Publlca \No 1, 9337 del 16 de Sep/bre de 20087
otorgada en 1a\ Notarla«\z a. de'BarranquLlla cuyaxparte pertlnente

se irnscrlblo Qen esta\ Camara q?[Comerc1o£;bl 06 d§\®ctubre de”2008
< vy
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CERTIFICADO DE EXISTENCIA Y REPRESENTACION LEGAL O DE INSCRIPCION DE °
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‘7bajo el NO‘\B 748 del libro réspectivo;Zic------z fl-------fl\----—-viﬂ
\\Consta quel el senor RUBEN\;MINSKI GONTOVNIK, c CY/No. 7! 46; 982, qu‘e‘)

”Comparece en su ¢ondicion'd& Presidente Yy Representante -Legal de 15

Soc1edad PquAPS S.A. Jpconflerefpor medioc,de este 1nstrumentqﬁ ——————
publmco Poder\Jespe01a1 Ampllo yzSuf1c1enteﬂaila doctora MILENQWD————

ESCAFFI PARDO™ C.C. NO332.758.420, para que€ en nombiré y ----u=t_-_-

ﬂrepresentac1on de,qPROCAPS fSkA., suscrlba declarac1onesycamb1arlaaﬁ

(f 1INy O AN
\aduaneraSq/y trlbutarlas a%&que esteeog;lgadalla soc1edad|en el g;ré)
“formal de  sus negoc1os y opéraciones “8dciales, “por tanto- queda - D

facultada paraa\flrmar,fcomo tamblep los demas documentos ———7QQ<————

relac1onados Hcgp ellasnbnot1f1c8rse, aporga{)y sollcltar las&l{j”"‘

pruebds que “§€an necesarias.--->% et CEEEEEE T o
SN iy P o2l ra o)
ZTN ,f; j /T'\ Ve i 721N o \ i,
f7m On 7T i/n[\ ;é;,’\ 7 Ny
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Queﬂ?gn esta/Camara de§Comerc1o ne aparecen/lnscrlpCloneS posteriores
de Qé,documentos, refergntes a ’reforma dﬂsolu01on“br11qu1daglon o)
nombramlentos 'dé” representantes legales de I'&- expresada soc1edad~

e o n T
&) ‘,(, ) an c HR)T I F ;iﬁa\ A @ Ny (/’47\,
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\\\h‘;../ N N 4/ \3\1}_/ \\\}SL / k Y
Que .su ultlma Renova01on fue el: 21kde Marzo”de 2009. . -
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La 1nformac1on, sobre\\embargos‘Vde"establec1m1entofse suministra en

;ﬂCertlflcados de, Matrlcula,/;la de“éontratos sujetos a registro, .en

TEN o S
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Que\los actos~ de aqulﬁcertlflcados quedan/en flrme¢c1nco

/—dlas habiles despues de la- correspondlente /1nscr1p01on 81empre
q e, dentro de dieho termlno no,(sean ob]eto de los~recursos de

~
Q&rep051c1on/' anteNjésta entidad, y/oi de apeldcién para” ante ‘ﬂa’
Super1ntendenc1a de Industria y Comercio. -1
8 (771 [N o (AR 7z
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COMPOSITIONS AND METHODS OF FORMULATION FOR ENTERAL
FORMULAS CONTAINING SIALIC ACID

FIELD OF THE INVENTION

[0001] The present invention relates generally to infant’s and children’s

nutritional formulas containing sialic acid and methods for manufacturing

such formulas.

BACKGROUND OF THE INVENTION

[0002] Sialic acid is a naturally occurring component of human breast

milk, where it is found associated with various oligosaccharides and
glycoproteins. While human breast milk contains substantial amounts of
sialic acid, most infant formulas contain less than 25% of the sialic acid
found in colostrum. Moreover, 70% of the sialic acid in formulas is
glycoprotein-bound, uniike human breast milk in which 75% of sialic acid is
bound to cligosaccharides. See Heine, W., et al., Monatsschr Kinderheilkd
141:946-50 (1993), Wang, B., et al., Am J Ciip Nutr 74:510-5 (2001), and
Nakano, T., et al., Acta Paediatr Taiwan 42:11-17 (2001). Not surprisingly,
the accumulation of sialic acid by breast-fed infants is generally higher
than for formula-fed infants. See Wang, B., et al., J Pediatr 138:914-6
(2001). Evidence suggests that N-acetylneuraminic acid (NANA, or sialic
acid) is imponant in the development and function of the neonatal brain
where it is a major component of gangliosides. See Carlson, S.E., Am J
Clin Nutr 41:720-6 (1985), Morgan, B. and Winnick, M., J Nutr 110:416-24
(1980), Svennerholm, L., et al., Biochim Biophys Acta 1005:109-17 (1989),
and Wang, B., et al., Comp Biochem Physiol A Mol Integr Physiol 435-3
(1998). Therefore, infants fed commercial formulas may not be acquiring
sufficient quantities of a nutrient important fof early development.

[0003] Cow's milk-based formulas generally have low sialic acid content.
In one study, the concentration of sialic acid in several casein/whey
combination formulas was less than 200 mg sialic acid/L. Moreover, soy

protein-based formulas contain substantially reduced levels of sialic acid
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as compared to cow’s milk-based formula. Therefore, formulas that are
both lactose free and soy protein-based would exhibit very low sialic acid
content.

[0004] There are several known sources of sialic acid in its various
conjugated forms. These include, but are not limited to, free N-
acetylneuraminic acid (or sialic acid}, the oligosaccharide sialyllactose,
sialic acid-containing gangliosides, and the protein casein macropeptide
(CMP), also referred to as glycomacropeptide (GMP).

[0005] The addition of sialic acid or sources of sialic acid to certain
nutritional formulas is somewhat known in the art. For example, U.S.
Patent No. 6,506,422 discloses a particular nutritional formula containing
casein glycomacropeptide and complimentary essential amino acids other
than phenylalanine for administration to patients suﬁering from
phenylketonuria. The levels of sialic acid found in infant formulas are not
mentioned.

[0006] U.S. Patent No. 6,270,827, discloses a formulation containing
human milk proteins or recombinant host resistance factors, one of which
is recombinant human kappa-casein, to supplement synthetic infant
formulas.

[0007] U.S. Patent No. 4,762,822 discloses the use of N-
acetylneuraminic acid or gangliosides containing sialic acid in infant
formula to protect the newborn from gastrointestinal disease-producing
organisms.

[0008] International patent application WO 01/60346 A2 discloses a
nutritional formulation containing the oligosaccharides oligofructose and
sialyllactose as prebiotic substances to promote the growth of
bifidobacteria in the gut that may be used in conjunction with infant
formula.

[0009] While the use of sialic acid and sialic acid sources in infant
formula appears to be present in some of the prior an, the particular

features of the present invention which provide a nutritionally complete
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infant formula with enhanced amounts of sialic acid similar to breast milk
are absent therefrom,

SUMMARY OF THE INVENTION
[00010] Briefly, the present invention is directed to a novel infant formula
and a method of formuiating such a nutritionally complete formula that is

suitable to support normal growth and development of infants and children.
Specifically, this composition includes one or a combination of nutritionally
appropriate source(s) of sialic acid. The level of sialic acid in the formula
is designed to mimic the total sialic acid found in breast milk over the
period of 0 — 12 months of lactation.

[00011] Centain of the innovative aspects of the invention involve the
combination of appropriate ingredients to achieve sialic acid levels that
mimic that found in breast milk, based on the sialic acid content of the
various source ingredients. This invention is directed to a composition and
a method of formulating milk protein-based formuias, both with and without
lactose, non-milk-based formulas, including soy protein-based formulas,
amino acid formulas, and rice protein formulas, that contain sialic acid at
concentrations comparable to that found in human milk. The nature and
novelty of the invention involves the appropriate selection of sialic acid-
containing ingredients to achieve both appropriate sialic acid levels as well
as appropriate nutrients for specific infant and children’s formulas.

[00012] For example, in cow's milk protein-based formulas that contain
lactose, the supplemental siaiic acid in this composition may come from
one or a combination of sources, particularly free sialic acid (neuraminic
acid), 3'-sialyllactose, 6'-sialyllactose, or other sialic acid-containing
oligosaccharide, and casein glycomacropeptide (cGMP) or other sialic
acid-containing milk protein fraction, including whey protein. The
sialyllactose conjugate(s) used in this invention may replace a portion of
the lactose customarily used in these formulations, while the casein
glycomacropeptide (cGMP) and other milk protein fractions may replace a
portion of the protein fraction of the formula. In the case of lactose-free

formulas, which are also milk protein-free, free sialic acid, other non-cow's
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milk protein fractions containing sialic acid, or sialic acid-containing

oligosaccharides other than lactose may be used. The fat, vitamin, and
mineral concentrations of these compositions are otherwise nutritionally
appropriate for infants. The total concentration of sialic acid in these
formulations would mimic that found in breast milk and may typically be
within a range of about 250 mg/L (as found in mature human breast milk)
to about 1500 mg/L (as found in human colostrums).

DETAILED DESCRIPTION OF THE PREFERRED EMBODIMENTS

[00013] Reference now will be made in detail to the embodiments of the

invention, one or more examples of which are set forth below. Each
example is provided by way of explanation of the invention, not limitation
ot the invention. In fact, it will be apparent to those skilled in the art that
various modifications and variations can be made in the present invention
without departing from the scope or spirit of the invention. For instance,
features illustrated or described as pant of one embodiment can be used
on another embodiment to yield a still further embodiment.

[00014] Thus, it is intended that the present invention cover such
modifications and variations as come within the scope of the appended
claims and their equivalents. Other objects, features and aspects of the
present invention are disclosed in or are obvious from the following
detailed description. Itis to be understood by one of ordinary skill in the
art that the present discussion is a description of exemplary embodiments
only, and is not intended as limiting the broader aspects of the present
invention.

[00015] The present invention provides a nutritionally complete
formulation that includes one or more sources of sialic acid, in amounts
which mimic the concentration of sialic acid found in human breast milk.
The present invention additionally provides a method of making such
formulations, in the form of milk protein-based formulas, both with and
without lactose, non-milk-based formulas, including soy protein-based

formulas, amino acid formulas, and rice protein formulas.
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[00016] The form of administration of and incorperation of sialic acid in the
method of the present invention is not critical, as long as an effective
amount is administered. A convenient form of administration is to add
sialic acid to an infant formula (including those for both term and preterm
infants), follow-on formula, toddler's beverage, milk, yogurt, or fermented
product. Alternatively, sialic acid can be administered as a supplement
that is not part of a formula feeding such as, for example, drops, sachets
or combinatibns with other nutrients such as vitamins. Sialic acid can be
also added to other nutrients suitable for feeding to young children such
as, for example, solid baby food, fruit juices, gelatines, cookies, candies,
etc. Other examples of administering sialic acid in nutrients can be
developed by a person with ordinary skill in the art of infant and child
nutrition, Ali these forms of sialic acid administration, as well as others,
are within the scope of the present invention.

[00017] In one embodiment of the invention, sialic acid is administered as
part of an infant formula. The infant formula for use in the present
invention is, typically, nutritionally complete and contains suitable types
and amounts of lipids, carbohydrates, proteins, vitamins and minerals.
The amount of lipids or fats typically can vary from about 3 to about 7
g/100 kcal. The amount of proteins typically can vary from about 1 to
about 5g/100 kcai. The amount of carbohydrates typically can vary from
about 6 to about 16 g/100 kcal. Protein sources can be any used in the
art, and may include, for example, nonfat milk, whey protein, casein, soy
protein, hydrolyzed protein, and amino acids. Lipid sources can be any
used in the art such as, for example, vegetable oils such as palm oil,
soybean oil, palm olein oil, corn oil, canola oil, coconut oil, medium chain
triglyceride oils, high oleic sunflower oil, and high oleic safflower oil.
Carbohydrate sources can be any known in the art such as, for example,
lactose, glucose polymers, comn syrup solids, maltodextrins, sucrose,
starch, and rice syrup solids.

[00018] Conveniently, several commercially available infant formulas can

be used as the basic formula for the sialic acid or sialic acid-sources
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additions. For example, Enfamil® Lipil with iron (available from Mead
Johnson & Company, Evansville, Indiana, U.S.A.) may be supplemented
with an effective amount of sialic acid and used to practice the method of
the present invention. Particular infant formulas suitable for use in the
present invention are described in the Examples herein.

[00019] The total protein in the formulation from all protein sources should
be nutritionally appropriate for infants, which is typically from about 12 g
per liter to 18 g per liter and, in some embodiments, may be about 14 g
per liter. The total sialic acid in the formulation may be between about 250
and about 1500 mg per liter and, in one embodiment, between about 300
and about 600 mg per liter. The formulation may contain one or a
combination of the following sialic acid-containing protein components:

(1) Up to 100% of the protein fraction from a whey protein concentrate, as
commercially available from several sources including Davisco, New
Zealand Milk, or Formost Farms, exhibiting about 20 — 30 mg sialic acid
per gram of protein and, thus, contributing between about 140 and about
560 mg sialic acid per liter of farmula; (2) up to 100% of the protein fraction
from a nonfat dry milk product, as commercially available from several
sources including New Zealand Milk, exhibiting about 2 — 10 mg sialic acid
per gram protein and, thus, contributing between about 27 and about 139
mg sialic acid per liter of formula; and (3) up to 6 mg per liter of casein
glycomacropeptide (cGMP) or related protein fraction, as commercially
available from various sources, exhibiting between about 40 and about
300 mg sialic acid per gram of protein and, thus, contributing between
about 194 and about 1458 mg sialic acid per liter of formula.

[00020] When cGMP is employed, the particular casein
glycomacropeptide used in the protein source is not critical to the
invention. For example, the caseino-glyco-mécmpeptide'may be extracted
from milk using suitable processing. For example, the casein
glycomacropeptide may be extracted from the retentate obtained from the
concentration of whey protein. This may be done by at least partially

removing lactose from the retentate and then adding ethanol to cause
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precipitation. The supernatant is then collected and dried to provide the
casein glycomacropeptide. U.S. Pat. No. 5,216,128, which is incorporated
herein entirely by reference thereto, provides a more detailed description
of this process. Alternatively, the casein glycomacropeptide may be
purchased from commercial sources. For example, the casein
glycomacropeptide may be purchased from MD Foods Ingredients amba
of DK-6920 Videbaek, Denmark or from DMV International of NCB-laan
80, NL-5460 BA Veghel, The Netherlands.
[00021] The remainder of the components of the tormuia, including fats,
carbohydrates, vitamins, and minerals, should be nutriticnally appropriate
for infants, as found for example in various commercial formulas such as
Enfamil with LIPIL, Simitac with Iron, or Similac Advance.
[00022] The infant formula supplemented with sialic acid for use in the
present invention can be made using standard techniques known in the
art. For example, sialic acid can be added to the formula by replacing an
equivalent amount of other proteins or oligosaccharides.
[00023] The following examples describe exemplary embodiments of the
invention. Other embodiments within the scope of the claims herein will be
apparent to one skilled in the art from consideration of the specification or
practice of the invention as disclosed herein. It is intended that the
specification, together with the examples, be considered to be exemplary
only, with the scope and spirit of the invention being indicated by the
claims which follow the examples. in the examples ail percentages are
given on a weight basis unless otherwise indicated,

Example 1
[00024] This example illustrates the nutrient components in a commercial
infant formula suitable for sialic acid addition for use in the present

invention.
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Table 1
Nutrient Information for Infant Formula
(Enfamil® Lipil with Iron)

NUTRIENTS {Per 100 Calories
(Normal Dilution) 1(5 fl oz)
Protein, g 2.1
Fat, g 15.3
Carbohydrate, g 110.9
Water, g 134
|Linoleic acid, mg 1860
Vitamins:

A, IU 300
D, iU 160
E, IU 12
1K, Hg 8
Thiamin (Vitamin B1), ug |80
Riboflavin (Vitamin B2), ug 140
B6, pg 160
B12, ug 0.3
{Niacin, pg _ 1000
Folic acid (Folacin), pg {16
{Pantothenic acid, pg 1500
Biotin, pug 13
1C (Ascorbic acid), mg 12
{Choline, mg {12
Inositol, mg 16
Minerals: ,

{Calcium, mg {78
|Phosphorus, mg 53
Magnesium, mg 18
Iron, mg 1.8
Zinc, mg |1
|Manganese, ug ns
Copper, pg , 175
lodine, ug {10
Selenium, pg 2.8
Sodium, mg 27
Potassium, mg 108
Chloride, mg 163
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[00025] The ingrédients of this particular formula are: reduced minerals
whey, nonfat milk, vegetable oil (palm olein, soy, coconut, and high oleic
sunflower oils), lactose, and less than 1%: mortierella alpina oil,
crypthecodinium cohnii oil, vitamin A palmitate, vitarnin D3, vitamin E
acetate, vitamin K1, thiamin hydrochloride, vitamin B6 hydrochloride,
vitamin B12, niacinamide, folic acid, calcium pantothenate, biotin, sodium
ascorbate, inositol, calcium chloride, calcium phosphate, ferrous sulfate,
zinc sulfate, manganese sulfate, cupric sulfate, sodium chloride, sodium
citrate, potassium citrate, potassium hydroxide, sodium selenite, taurine,
nucleotides (adenosine 5'-monophosphate, cytidine 5’-monophosphate,
disodium guanosine 5'-monophosphate, disodium urldine 5'-
monophosphate).
100026] To use this particular formula to practice the present invention, it
would be necessary to add, for example, from about 250 mg per liter to
about 1500 mg per liter of sialic acid-containing ingredients to the
composition described in Table 1. This added amount of sialic acid would
be part of the total amount of protein (total protein of approximately 2.1
grams per 100 calories).

Example 2
[00027] This example illustrates a particular protein source combination
for a total sialic acid content of approximately 250 mg per liter. The
ingredieﬁts listed in Table 2 would be used to replace the protein

component of the formula described in Table 1.

Table 2
Protein Source Composition A
% of
Ingredient mgrig/ir?m proteinin| gingredient/ L | g protein/L [mg SA/L
P ingredient
Whey Protein
Concentrate 23.00 35.00 20.26 7.09 163.08
Nontat Dry
Midk, 6.37 34.00 15.38 5.23 33.31
Low Heat
cGMP 52.00 81.00 1.45 1.17 61.07

Note: SA in table refers to sialic acid
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for a total sialic acid content of approximately 360 mg per liter. The

Example 3
[00028] This exampile illustrates a particular protein source combination

PCT/US2004/008451

ingredients listed in Table 3 replace the protein component of the formula

described in Table 1.
Table 3
Protein Source Composition B
mg SA/ gm % of
Ingredient 9/ g protein in| gingredient/ L | g protein/ L imqg SA/ L
protein ; .
ingredient
Whey Protein
Concentrate 23.00 35.00 37.00 12.95 297.85
cGMP 52.00 81.00 1.45 1.17 61.07
Note: SA in table refers to sialic acid
Example 4
[00029] This example illustrates a particular protein scurce combination
for a total sialic acid content of approximately 600 mg per liter. The
ingredients listed in Table 4 replace the protein component of the formula
described in Table 1.
Table 4
Protein Source Composition B
% of
Ingredient mg SA/Igm proteinin | gingredient L | g protein/ L Jmg SA/L
protein . .
ingredient
Whey Protein
Concentrate 23.00 35.00 13.00 4.55 104.65
cGMP 52.00 81.00 12.00 9.72 505.44
Note: SA in table refers to sialic acid
Example 5

[00030] Table 5 illustrates one possible complete nutritional formulation of

an infant formula with a total sialic acid content of approximately 250 mg

per liter.

10
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Table 5
Amount per
Ingredient Weight 10000 liters
Lactese (95% Solids) 573.000 kg
Fat Blend 332.500 kg
Whey Protein Concentrate (36% Protein, 5.8% Ash) 202.578 kg
Nonfat Milk Solid (36% Prot., 52% CHO) 153.844 kg
Caseino Glyco Macro Peptides (cGMP, 81.18% Prot.} 14.500 kg
Mono-and Diglycerides 7.233 kg
Calcium Phosphate, Tribasic 6.520 kg
Single Cell Arachidonic Acid OIl 6.485 kg
Dry Vitamin Premix for Enfamil AR Liquid 5.250 kg
Ascorbic Acid 2924.250g
Inositol 834.750g
Corn Syrup Solid 654.938g
Taurine 582.750q
Niacinamide 119.438g
Calcium Pantothenate 44.730g
Vitamin B12, 0.1% in Starch 29.400g
Biotin, 1% Trituration 25.095g
Thiamine Hydroxhloride 13.913g
Ribotlavin 10.238g
Pyridoxine Hydrochloride 8.138g
Folic Acid 2.363g
Lecithin Concentrate 3.694 kg |
Potassium Citrate 3.350 kg
Single Cell Docosahexaenoic Acid Qil 3.243 ky
Nucleotide Premix for Enfamil Powder 2.900 kg
Maltodextrin, 15 DE 2552.290g
Cytidine 5-monophosphate, free acid 202.710g
Uridine 5'-monophosphate, disodium salt 59.740g
Adenosine 5'-monophosphate, free acid 47 3579
Guanosine 5'-monophosphate, disodium salt 37.903¢g
Carrageenan 2.826 kg
Magnesium Chiloride 1.657 kg
Calcium Chloride, Dihydrate 1.200 kg
Choline Chloride 0.700 kg
Ferrous Sulfate Heptahydrate 0.682 kg
Sodium Citrate, Dihydrate, Granular 0.455 kg
Trace Mineral Premix w/Selenite Trituration 0.392 kg
Zinc Sulfate, Monchydate 276.238g
Sodium Selenite Trituration, 0.5% 65.907g
Cupric Sulfate, powder 29.510g
Lactose, Grind A 16.323g
Manganese Sulfate, monohydrate 4.022g
Vitamin A,D,E,K Premix, Enfamil Liquid 0.324 k
Tocopherol Acetate 160.882¢g
Soybean Ol 139.612g9
Vitamin A Palmitate 17.253g
Cholecalciferol Concentrate 5.7159
Vitamin K1, Liquid 0.538g
Ascaorbic Acid 0.150 kg
L-Carnitine 0.150 kg
Water, Deflucridated, q.s. to 10310.986 kg
Potassium Hydroxide —

11
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[00031] Table 6 and Table 7 detail the content of specific components of
the formulation described in Table 5 as a percentage of 1) weight to
weight, 2) weight to volume, and 3) calories. The specific gravity of this

particular formulation is 1.0310986.

5 Table 6
Component % wiw % wiv

Protein 1.38 1.42

Fat 3.50 3.61

Carbohydrate 7.20 7.43

Ash 0.37 - 0.38
Total Solids 12.45 12.84

Table 7

Caloric Distribution

Component %
Protein 8.38
Fat 47.83
Carbohydrate 43.79

10 Example 6
[00032] Tabie 8 illustrates the nutritional content of the formulation

presented in Example 5 per 100 calories, as well as per 100 milliliters of

formula.
15 Table 8
Per 100 Cal Per 100 ml
Calories, Ca) 100 68
Protein, g 2.1 1.42
Fat, g 53 3.6
Carbohydrate, g 10.9 7.4
Linoleic Acid, mg 860 580
Linolenic Acid, mg 80 54
Arachidenic Acid, mg 34 23
Docosahexaencic Acid, mg 17 11.5
Vitamin A, 1U 300 200
Vitamin D, 1U 60 41

12
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Per 100 Cal Per 100 mi
Vitamin E, U 2 1.35
Vitamin K1, mcg 12 8.1
Thiamin, mcg 120 81
Riboflavin, meg 140 g5
Vitamin B6, mcg 60 41
Vitamin B12, meg 0.5 0.3
Niacin, mcg 1200 812
Folic Acid, mcqg . 16 10.8
Pantothenic Acid, mcg 500 340
Biotin, mcg 3 2
Vitamin C, mg 14 8.5
Choline, mg 12 8.1
inositol, mg 6 - 41
|_Taurine, mg B 4.1
L-Carnitine, mg 2 1.35
Calcium, mg 78 53
Phosphorus, mq 53 36
Magnesium, mg 8 5.4
Iron, mg 1.8 1.2
Zinc, mg 1 0.68
Manganese, mcg 26 17.6
Copper, meg 85 57
lodine, mcg 15 10
Sodium, mg 27 18.3
Potassium, mg 108 73
Chloride, mg 63 . 43
Selenium, mcg 2.8 1.89
Sialic acid, mg 37 25
Calcium/Phosphorus Ralio ---
AMP Equivailents, mg (a) 0.5 0.34
CMP Equivalents, mg (a) 2.5 1.69
GMP Equivalents, mg (a) 0.3 0.20
UMP Equivalents, mqg (a) Q0.9 0.61
Nucleotide Equivalents, mg (a) 4.2 284
TPAN-AMP, mg - --
TPAN-CMP, mg -- -
TPAN-GMP, mg -- -
TPAN-UMP, mg -- -
Total TPAN, mg - -
TPAN-CMP/TPFAN-GMP Ratio - --

Note: Sum of the nucleotide and corresponding nucleoside expressed as the nucleotide weights.

[00033] These and other modifications and variations to the present

5 invention may be practiced by those of ordinary skill in the art, without
departing from the spirit and scope of the present invention, which is more
panticularly set forth in the appended ciaims. In addition, it should be
understood that aspects of the various embodiments might be

interchanged both in whole and in part. Furthermore, those of ordinary
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skill in the art will appreciate that the foregoing description is by way of
example only, and is not intended to limit the invention so further
described in such appended claims. Therefore, the spirit and scope of the
appended claims should not be limited to the description of the preferred
versions contained therein.

[00034] All references cited in this specification, including without limitation
all papers, publications, patents, patent applications, presentations, texts,
reports, manuscripts, brochures, books, internet postings, journal articles,
periodicals, and the like, are hereby incorporated by reference into this
specification in their entireties. The discussion of the references herein is
intended merely to summarize the assertions made by their authors and
no admission is made that any reference constitutes prior art. Applicants
reserve the right to challenge the accuracy and pertinency of the cited

references.
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WHAT IS CLAIMED IS:
1. A nutritionally complete product for feeding to infants wherein

said product comprises sialic acid.

2. The product of claim 1 wherein the product is selected from
the group consisting of infant formula, follow-on formula, toddler's
beverage, fruit juice, milk, yogurt, and fermented product.

3. The product of claim 1 wherein the product is selected from
the group consisting of solid baby food, candies, cookies, and gelatines.

4. The product of claim 1 wherein the product is infant formula.

5. The product of claim 4 wherein the infant formula comprises
fats in an amount from about 3 to about 7 g/100 kcal of formula; proteins in
an amount from about 1 to about 5 g/100 kcal of formula; carbohydrates in
an amount from 6 to about 16 g/100 kcal of formula; vitamins; and
minerals.

6. The product of claim 4 wherein the amount of sialic acid
present in said formula is from about 250 mg per liter of formula to about
1500 mg per liter of formula.

7. The product of claim 4 wherein the amount of sialic acid
present in said formula is from about 300 mg per liter of formula to about
600 mg per liter of formula.

8. The product of claim 4 wherein said infant formula comprises
arachidonic acid and docosahexaenoic acid.

9. The product of claim 1 wherein the source of sialic acid is
chosen from the group consisting of free N-acetylneuraminic acid, the
oligosaccharide sialyllactose, sialic acid-containing gangliosides, and the
protein casein macropeptide.

10.  Aninfant formula comprising sialic acid in an amount that is
equivalent to the amount of sialic acid typically found in human breast milk.

11, The infant formula of claim 10 wherein said infant formula
comprises arachidonic acid and docosahexaenoic acid.

12.  The infant formula of claim 10 wherein the source of sialic

acid is chosen from the group consisting of free N-acetylneuraminic acid,

15
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the oligosaccharide sialyllactose, sialic acid-containing gangtiosides, and
the protein casein macropeptide.
13.  The infant formula of claim 10 wherein the amount of sialic
acid is from about 250 mg per liter of formula to about 1500 mg per liter of
5 formula.
14.  The composition of claim 10 wherein the amount of sialic
acid is from about 300 mg per liter of formula to about 600 mg per liter of

formula.
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Con fundamento en lo previsto por el articulo 43 de la Decision 486 de la Comisién de
la Comunidad Andina, se le comunica que la oposicion presentada por la doctora Cielo
Angela Pefa Rodriguez, en su calidad de apoderada de Procaps S.A., redne los
requisitos formales exigidos por la ley al momento de su presentacion.

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

Notifiquese el presente oficio conforme a lo dispuesto en el numeral 5.2, literal e}, del
capitulo quinto del titulo primero de la Circular Unica N° 10 de 2001.

ALIX CARM ESPEDES DE VERGEL
Directora de Nuevas Creaciones (C).

El anterior oficio fue notificado por fijacion en lista de fecha, 16 JUL—‘- 2010 .

202021

1 Sede Centro: Carrera 13 No. 27-00 Pisos 2, 5,7y 10
Sede CAN: Tr. 40A No. 38-50 Conmutador; 5870000
Fax: 5870284 Linea 018000-910165
Web: www.sic.qov.co e-mail: info@sic.qov.co
Bogota D.C. - Colombia



