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55 3. ', EP*0471 153 Bl Bisclosure of the Invention There is disclosed an
infant formula, said fornul a cgppufigylt 1) protein, said protein being of
a concentration of between 10 and 25 grams per liter of formula; 2) fat,
said fat being of a concentration of 5 between 20 and 45 grans per liter
of f omsubsaire & thedavedtiolmydr at es, sai d car bohydrates including those fromtotal
dietary fiber being of a concentration of between 60 and 110 grans per
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processi ng and honogeni zi ng the conbi ned solution; 7) adding water soluble
vitamns to the conbi ned sol uti qgps g affigypfddi ng water to dilute the
conbi ned solution to the desired caloric density, approximtely 670-725
kcal per liter of fornula with the total dietary fiber content of said
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formula to alleviate the synptons of colic in infants 25 is that the use of
drugs, which have not been proven to be particularly efficacious in the
treatgent of colic, could be reduced or elimnated. One aspect of the
present invention resides in the discovery that total dietary fiber
adm nistered to infants within specific ranges as part of the fornula is
effective in the treatnent of infantile colic for the majority of infants.
Levels of less than 3.1 grans of total dietary fiber per liter of formula
have sbeen 30 denonstrated to be ineffective in the treatnent of colic.
Wil e | evel s above 14.1 grans of total dietary fiber per liter of formula
have been found effective, they have been deened unacceptable due to
abnormal stools resulting fromthis |level of fiber intake. The additive
fi ber source for the formulas of this invention was soy pol ysaccharide. The
scope&®of this invention is limted to soy fiber since the state of the art
does not allow one skilled in the art to predict wwth 35 any |evel of
certainty the effect of other fiber sources or the efficacious |levels for
t hese other sources of fiber. The particul ar soy pol ysaccharide used in
this invention is preferably FIBRIM 300[err] , a product of
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Protein Teéhnbl ogi és International. The nutrient conposition of this -
particul ar soy polysacchari de gsg@aiPygsf by the manufacturer is shown in
the following Table I. 40 45 50 55 5 EP0471 153 Bl TABLE | Approxi mate

Conposition of FIBRIM 300[err] Nutrient FI BRI M 300[err] per 100 g
Protein - 11.6 g FaFTABLEI ' 1.0 g
Car bohydr at e 71.0 g Ash 6.5 g 10
Mbi sture _ Appraximatd CorApdsioBf FIBRIM 3008 440 ng Phosphor us
33Q ng Magnesi um - 220"o—t5 Sodi um
R50° ny Pot assi um Nutdent 70 pjp AN BQO0Rper 1009 170 ng Iron
12.0 ng Zinc Protein 2.2 ng 30e6g
Copper Fat 0. 26 ng Thiamin 10g 0.09 ny
Ri bof | avi n Carbiohydiateny ri doxivneg 0.008 ng N acin
0.Q93 my 25 Ash Fol 889Aci d 5.47 ntg
Pant ot heni ¢ Aci d Moispr@017 ng Hiotin 65g 0. 054 ny
Chol i ne Cagigmy | nosijt ol 440mg 121 ng 30
Di etary Fiber Phosphosusy Fyr tfher no@M9t he fiber conposition of the
preferred soy pol ysadchdfaesUsed in t hi 22 M¥enti on has been anal yzed by
several investigatorg V\,iP UPhe resulfts ofP%Bfe of these anal yses presented
in the fol l owing Tablle I(.’I‘:“:‘si varyilng pelt®t ages of the constituents is
| argely due to vari at|i oqro'g)f % he anal ytical, hods 3pb and may al so refl ect
possi bl e changes in tlhe ganposition |of thez:grnaduct over time. 40 45 50 55 6
EP 0 471 153 Bl Copper 0.26 mg
. 20 I
W Thiamin 0.09 mg
Riboflavin 0.22 mg
Pyridoxine 0.008 mg
Niacin 0.093 mg
25 Folic Acid 5.47 meg
Pantothenic Acid 0.017 mg
Biotin 0.054 mg
Choline _ 85 mg
Inositol 121 mg
30 Dietary Fiber 7829

Furthermore, the fiber composition of the preferred soy polysaccharide used in this invention has been
analyzed by several investigators with the results of some of these analyses presented in the following
Table Il. The varying percentages of the constituents is largely due to variation of the analytical methods

35 and may also reflect possible changes in the composition of the product over time.
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[err]i1 EP'0 471 153 B1 Soy pol ysacchari de has been used in adult

nutritionals and has been foundep® 47¢ 188B9.
purposes of illustrating this invention that the tested infant

and healthy except for the presence of infantile colic. The effectiveness

of alternatijv

| arge chunkgq o
t-he same nar

significantl
and processi

n

Even fibers |wil
y
n

10 inventign |sh
The i nfant flor|nu
and total diletjar

can be betwdge

bet ween 60 4gn
st at ed above
liter of fon
dietary fibe
L, Asp, NGJ3
| nsol ubl e, $
\+hterlaborat
shoul d be ng
i ncl uded in
"dietary fil
I nvention skH
Total dietarn
general ly L
muci | ages, ug
fornul ati o
synpt ons of
per liter of
appr oxi mat el
bei ng a bl e
car bohydr at ¢
car bohydr at ¢
corn syrup (
provi des 504

(Jietary fig}

Ifve

[y
rigu

-

g

of Sy PofySaoaeIBRRI 500 By Ta

i 0

i nfant for
result ini

Cdmgostii

al ternativelenbo

appr oxi mat elfy
protein soulceg

aclh having diff
\he¢at] bran fi be
s |1 grge quanti
simflee Faneng
ghydilvRogit& S
reftents. It i
pull d [not be app
aloff this inve
y {iker in spec

b&rs in the tr

bat gent of colic is unknown.
er et g shysi-ol ogi cal

%5

PDE}ermination‘0f

&

sngl | pari
r Eogpos §
dgegto;ﬁg

>
D

h
c
0
f

h
e
t

—h

L

_1
<

ang—25—grans
bet ween 20 and
hclludi ng total
10{grians per |i
be¢ @f a concen

gFor g%é@&ﬁ
b

Sind Total D

ht=(in the fol

odD
Gir.Soc

QD
mul

=)}
ig-' For

3

NS, 3782 ARSUSDA-W.
@mﬁfﬁdqﬁ%&iﬁm

Gaffn g1 Fidg 2pRe

o
d Li
AR, 3989,

3

ned us

2 i
2

,-SLTa
Al

Clhmqﬂgg

g
7

e "

St hgy", J. Asso
h
|

i $8|ng of "car
" ber" and "t
onstrued a

iIncl udes fi

) bhuwt _not |
)I3§h§d§5§§H£4
na$ been show

l ¢ colic inc
ajwwth the p

bhgr an
< <
FeBdZ tther2
al ories an

=)
angPEti

I%e?SA'ugm

18 Bdle of Distely B iEMerl Nuiriidh, ALBoEig.

d

Q I
| Sciences

er Gastromtestimal

[

y*

©

o

tigng)"
"THg Ghomishy

Pfad

® =~ O
|
it
B, Sl

onsuming

3 Unfyelife Ceioy@ils: Sty PolySaochiies

TS o< ™D |
O OUIDdDT WNVWT S—00Q

at ob
FibertinTouds®, & Assor
3. o —
&f (EyPelysdchafide}”
e

oS~
and Samesappl
iberIp Ep@s"angFSb

g,

e
ot

@
ie|

&dw'[)epmjtme

& (8

yros;
Fib
Quagn

o)

b
"The)MBagiitemen

otal Dieta
L
&

Bhi;

)
oy,
ts; Pro
o <~
ation oEC&PbEhydr

&

o — —

Apparerd
ibrimes
é,:

Firi

/e tbeen shown

i ilRcident § 9

.3l glans of pro
| hpgla bl end of

protein isolfat
the fat soulqce
car bohydr at ¢s
that from diet
this particyla
car bohydr at ¢s
calories. 4

coconut or ¢or
possi bl e sofir g
i ncl ude sucH os
bl end t her e¢f .

& for
Best Mbde for

t he formul ajof

this ifnvention i

appfoxi mately p4.
bei ng|corn oil,
per lifer gof fornul
ary filber£ bei gg
r for I@;ti%e £at

(mnus |[Eh&gfr
& Possi| § § léoug?e
goil, g}%a&ot
8
ke

z&
2

cor i

ak ovgestah
aratls Redgdh
‘P
» B, As)
(‘D Q) N = —h
afd

g
,ﬁ L
hg
Londo

thod fap Determinal

‘8

ign

QD

t

ag
g, " me?al(ﬁeﬁn?onqin#oﬁngl\ﬁ%n%

alioFSofheanties mptfBd, 563

al VB
f Soutl
Tok

S

eNE gfes whE $or

n

et obVan Soést, Pind, Nie

andMariett, FA. 3
of Soulthgatey DATP"Det

ora @l

&

(1)
Py

100

t

S.th_n ab(%f 89
ofih

&

n
\Ee{ARP:
D

Ml
8.2 O
noeBublicati

DBt
metho

:

f,

ucted

QD
>

endentanal

by method of-P!

d
e,
dd

Bor )

&1
sk by

Rtk &R NG

iyl

assoRL, Fsche
alyss
5

a

SHiOn

2|

gesToNn
O
po

y!

QBALIRish Fnedifi

" i i —_ — —, N
hysilegical Function*~JIN@r 19882 = T'® T A2 =~ -~ _ 3

#3

oo

F

m RS
@mathod

KW,

& R

NG
19

ata:
r_|_I'9WS‘D
igk, PLy-H
FH,=3
IR
yth

RSy
rONGr 2

. Assqc

%

&

por.d.J,
NBlitral dotergantiitidr hefys by the

<
iber anglyRd®

Ex

Vgh SRt P SorForageFi

[PEos

®- Thdap

B/

#
P

consuned does MOt —apprecTaoty it
infant formula. A representative
formula of the invention is set forth in Table I

consunption of

It has been assuned for

i's nornal

THere are many °

For exanpl e,
0 behave in

eqt bran fi ber.

cal |inkages

heg. gaqhi ngs of this
:|® hgn soy fiber.

ar bohydr at es,
the protein
an be of a

t he
entration of
ary fiber as
grans per
f total

h in Prosky,
nati on of

Pr oduct s:

It al so

"fiber" is

e terns

s of this

w se defi ned.
i nsol ubl e,

I n, guns,

Dne particul ar

g the
of protein

i sol at e,
fat source
grans of
mula with the
ucr ose or

he f at
fromtotal
trations of
nfants and
efore, an

i on i ncludes
the 35
and soy
formula with

—

e, other than
polynmers. In
ies while the

T% of the

cl ude soy,
eof while

jetary fiber

ydrates or a
actual use,
The anpunt
t he nor nal

ormula for the infant



50 55;8 EP 0.471 153 B1 TABLE IIl Formula According to the Invention 5

Nut ri ent Concentrahmwﬁggpr of formula Protein

13.0-20.3 g Fat 4.0-38.2 g Carbohydrate

70.0-110 g Cal ci um S 510 910 ng 10

Phosphor us 390- 600 ng Magnesi um 50- 100 ny

Sodi um Soy polysaccharide has been us9d)in381Dlt nyjriteodisasli hambeen found to be safe. It has3ided 100 Ny
Chl or pgswmed for purposes of illustrating AtgineREdN nigxt the tested infant is normal and healthy ex¢epbiiar the

8:16 sezpqﬂf infantile colic. per

\5@(7 1 Od' h l\@mSﬁQf alternative fibers in the treatmenlggcql;g_g l.mgrgwwa r9rfte; many types of

34-50 vmg different physlologlcal functions. Foy example, large chunks of wheat bran fibeyody- @800 | U

Vita ?I' uman body to behave | sg’eﬁ)mme I%mq gpa |t|es of small particles of wheaQUaQG | U

\/ t |ber ven flbers with similar monom cwgtsr:' (‘\ﬂh ?ry(fsﬁlgmﬂcantly in physiological funqslen rrg
arrhl% differing chemical Imkages;r& %;ﬂ;ie smg redatments is reasarbglatlﬁq)ﬁa%? ﬁlﬂB%f | avin

i d her th
6160 2869 il ShO notﬁz)ﬁp{lheﬁ t|?|vent|on c:r:;:;ezr:) an %I ggg Igtey atng%tg aB etary fiber in

1.7-6 sdgﬁlﬁc Mn@&l{rﬂxons Generally the g‘(Sal'otem can be b %ﬁi d’ liter of formula, the ?t 7 5
Fol i CcafOdeChbf a concentration of betwe P45 Grend | tIIQF arbohydrates (mcludl

Bi ot i fatal dietary fiber) can be of a conceriatib® Of BhGben B ahd§10 grams per liter of formula an
Cangi Hibta® fiber as stated above can be ofkbcoR€bnti@ion-bi®etwdéh 3.1 and 14.1 grams per liter of forﬁ\glazoz n‘g
| Nosi t olFor purposes of this invention, theZiholrd¥0f 15t dwlbeﬂvﬁtd%febfmr[‘gddmaﬁg the AOAC mdthdd 14. 1 ¢
40  as sBhtertp &xRrosky.iLC Asp NG, tSchweidor, TErDBWtigs, OW ahd\Fisidd, 1) YBétérinthation S sdibR[ abl y
pr epafables sadhTptd iPistaoFibayin FgpdsretchEndd PAsduas itediptiratdre STyt Y.i AsyocOOff.pxnalt €i n i s
di speﬁmmﬁﬁ sufficient water to solubilize it, thereby formng a protein
- soPUt i off.alsyywhquidzhel npted hat inghepfoliawing Jeblescli-Viand) I@%é’flmyls fncludesd im thedigtingtob. A
ar bolFppydiates sontent Fuiien, thasteqmec"digtaryrfibers. Hbert andn"tala) digfarysfibed” der purpases otiext r i ns
and sHiripeation shoyld; e, consiiugd as,peing r Synqnaeus ipleps, ptherwige sefinag. b"@tﬁyd\eBWeﬂ@bl ution.
Appr off9g¢ o9 W 'H‘jha‘f% b%{T é°"!h'°s§‘8l“\?%‘l‘}"? Hem'éi“"'“‘%’@ by nqt §mited o ligning peless)
sol,ut 6&"9‘,&1‘ 5'" el % &yquc fles %‘dh |n a suffi C|ent uantlty

s
of Wact.o‘lzfé milﬁdesc‘i | at ra 81 B rP lyrlln}‘?oun‘s Is?y t ons
(pr t& %ﬁﬁ(ﬁ&?j gll o uI bel
quanténh'cﬁt.sonw Jll bo 9 atd %ﬁc RﬁT fj% er er | er o
sol ut fofual vﬁthttme&r fratd E&Ec%so%%%!thgﬁ] eﬁﬁ? bein
WabEr bisal theddol WY infsdréiad MrRuid e G4t prJ bl thePehiokiss nﬂq
that from total dietary fiber) provide 40% of the calories.
Typical fat concentrations of infant formulas have been shown to delay gastric emptying in infants and
result in increased incidents of gastroesophageal reflux. Therefore, an alternative embodiment of the
formula according to this invention includes approximately 20.3 grams of protein per liter of formula with the
36 protein source being a blend of sodium and calcium caseinates and soy protein isolate, approximately 24.7
grams of fat per liter of formula with the fat source being com oil, and approximately 106.6 grams of
carbohydrates per liter of formula with the carbohydrate source, other than that from dietary fiber, being a
blend of sucrose and glucose polymers. In this particular formula the fat provides only 32% of the calories
. while the carbohydrates (minus that from total dietary fiber) provide 57% of the calories.
N 40 Possible sources for the fat in the formula include soy, coconut or corn oil, or another vegetable oil, or a
blend thereof while possible sources for the carbohydrates other than that from dietary fiber include
sucrose, corn syrup, glucose polymers, or other carbohydrates or a blend thereof.

Best Mode for Carrying Out the Invention

In actual use, the formula of this invention is consumed by a colicky infant. The amount consumed does
not appreciably differ from that associated with the normal consumption of infant formula,
A representative formula for the infant formula of the invention is set forth in Table Ill below:
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wat er “to the ‘ap'propri ate cal oric densi ty,
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approximately 670-725 kcal

per
0 cont ai ners and
he fornul a contains

appropriate nutrients in conpliance W|th the Infant Formula Act as of the

date of this application.

It shoul drasigan be recogni zed that the unique

formul a of thgslinvention could be prepared for use in powdered formor as
a concentrate i qui re 1 | ter understood in view of
the follow ng exanpl gs-—S5 0%/'% Ef&%r%fﬁt&%%vﬁ%nmm:m MENTAL Det ermi nati on
Qf/ Fer nul a Conposi ti dnN@rieaXAMVPLE 1 SO@mtaﬁmperm@otfemuiao formul a was a
commerci al 'y avai | abllepggy-based flor nul ahagssg the fol | owi ng conposition.
TABLE 1V 10 Cpntrol Hoggrul a Nutri gnt 24.0-382 §oncentrafion per liter of
formula Protein Carbohydrate 18. 6 7godreig 36.5
g Car bohydrate Calcium .3 g Cal cs104910 mg 817 ny
Phosfthor us Phosphofm 7/ g |20 390-600 mg Magnesi um
56 ng 20 Magnesium Soq| um 50-100 mg 314 ng Pot assi um
943 ng Chloride Sodium 560 ny 199860 mg 14 ng
25 ' Potasgiumc 730-1100 mg 619 ng Copper
1.1 4, ny lodine Chloride 0. 2 420 Menganese
0.3 + ng Vitamin A Iron 2680 | UBWMnin D 408+
U 30 Zinc  \jitamh 5-8 mg 22+ |U Vitanin K-
178 + ntg Vitamn C :ZZ?::' 126 i"5ii n
0.8+ ng Ri boflavin 0. 93 I doxi ng
0.57201g Vitanin B-12 :‘ﬂf"génise 4. 23 cin
43+ ng Folic Acid Vitamin 196 + Migg.ehf Ot heni c| Aci d
7.2+ g 40 Hamin D g ot 5
Y Vitamin E otin 2026w 68 + ntg
Taurine Vitamin K52 ng| Car ni t ig8200 meg 14+ ny
Chol i ne vitamin ¢ 18+ nO| | nosi t &o-200 mg 100+ ng
2 Thiamin 405-4100 mcg
Riboflavin 610-2000 mcg
Pyridoxine 400-800 mcg
Vitamin B-12 1.7-6 meg
Niacin 7-15mg
% Folic Acid 100-275 mcg
Pantothenic Acid 3-75mg
Biotin 30-150 mcg
Taurine 45-70 mg
35 Carnitine 35-60 mg
Choline 50-202 mg
Inositol 30-100 mg
Total Dietary Fiber 3.1-141 g
-/ 40 The pediatric nutritional formula of this invention is preferably prepared using the following method. An

appropriate quantity of protein is dispersed in sufficient water to solubilize it, thereby forming a protein
solution. Typically this protein source would be soy protein isolate. A carbohydrate source such as one or

more of corn syrup solids,

maltodextrins and sucrose is dissolved in water, thereby forming a carbohydrate

solution. Appropriate minerals are dissolved in water, so as to form a mineral solution. Also a purified fiber

is dispersed in a sufficient quantity of water to form a low viscosity solution.

Once formed, the four solutions (protein, carbohydrate, mineral and fiber) are combined in appropriate
quantities with vegetable oils and oil soluble vitamins. This resulting solution is then heat processed and
homogenized. Following processing, water soluble vitamins are added. The solution is then diluted with
water to the appropriate caloric density, approximately 670-725 kcal per liter of formula. The formula is then

50

dispensed into containers and retorted to obtain commercial sterility. As prepared, the formula contains

appropriate nutrients in compliance with the Infant Formula Act as of the date of this application. It should
also be recognized that the unique formula of this invention could be prepared for use in powdered form or
as a concentrated liquid. '

The invention will be better understood in view of the following examples.
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g’pe ef fects of

fi ber suppl enmented product

clinical product
the formul a of
in

As can be seen by a conparison with the

t he conpositions were simlar except for the addition of

Dizak di etary
Bogdey si s Of
lodine
Manganese
Vitamin A
Vitamin D
Vitamin E
Vitamin K
Vitamin C
Thiamin
Riboflavin
Pyridoxine
Vitamin B-12
Niacin

Folic Acid
Pantothenic Acid
Biotin

Taurine
Carnitine
Choline

Inositol

Total Dietary Fiber |

F i ber peremnger of fol
Sever al
0.2+ mg
03+ mg
2680 IV
408+ IU
22+ IV
178+ mcg
126 mg
0.8+ mg
0.93+ mg
0.57 mg
4.2+ mcg
13+ mg
196 + mcg
72+ mg
68+ mcg
52+ mg
14+ mg
118+ mg
100+ mg
3.1g

bat €kgs of coptrol

fiber and the constituents added to the control formula by the fiber. 55 10
EP 0 Bst¢rmirgtpnid FoPmER Borgpdsitionrul a According to the Invention 5

Nut ri ent Concentration per liter of forrmula Protein

g5 BXAMRLE 1 - Control 8 2 g Car bohydr at e

81.0 Cal c

Phos pﬁ orfig control formula was a commerqglmavﬂfbm%l@g?qumula having the following composﬂ;qp

Sodi um 333 si um 1078 ng

Chl ori de 456 gg"‘ggéﬁ’s lron.

14 'ng Zinc L2y Copper

1.2 ng | odine Control Formitla g Manganesé¢

IOUB:-A trrg.m'\ﬁnt Em n A Nutrient quo%geﬁpgi BeraY'mBﬁaﬂdﬂmR 178+ 408+
Vi C o g by 25 | 1880 Thiamn
1.42 nmy Ri bofl avin g“b 0. 8858y Pyridoxine

0.56 ng Vitanin B- 1262:0:3';“’“"3“ 4.4 s?rgg Ni aci n

égnggtﬁgnic Aci d Phosphorus 7F;LIC A%: 96 ngg+ nc

Magnesium ' g 9

Taari ne Sodium 52+ mg Carny}j.he 14+ ny
\€hol i ne _ Potassium 122+ My | nogid A - 100+ ny
Total Dietary Fiber| chioride 14.L g + Magamgatch val ugs, clinical product
not anal yzed. 40 In|wbis formlal accordiypggto the inyention, approximtely

mula i s provided by
formul a showed

+ Mean baich values, clinical product not analyzed.

The effects of the formula of Example 1 were compared with those of a fiber supplemented product in
accordance with this invention. As can be seen by a comparison with the control formula, the compositions

&5

10

were similar except for the addition of fiber and the constituents added to the control formula by the fiber.



approxi mat él'y 2.1-3.1 g*total dietary fiber is present as an inherent
ingredient. Further, the protei gpspa#Cafgyr this formulation is soy protein
isolate, the fat source is a blend of soy and coconut oils, and the

car bohydrate source, other than that fromtotal dietary flber, IS sucrose,
corn syrup or a blend thereof. In cawpeEvng nutrient levels with the
control fornula, additional nutrients are provided by the soy pol ysaccha-

ri de. EXAMPLE 3 50 :Istl ng OngrﬁBbéAQE %tgﬁéw&t@py basec wi th Fiber

Fernmul as The fol | ow Sty es+ghred—te—-ae Ad the efficacy of
fiber in infant for [ Nutfiest  he 55 _|rapragesration bey Peff"tet@ilfw@u'al nfants enrolled in
Study 1 had synpt ons |ofre@l i ¢ docufrent ed asjg@g sting onla soy-based
formula. Al infants|{wegte placed ofi a comegs@igal soy-baded fornmula (Exanple
1) for a 6 day basel || nearpadratel (unbl i nded) .s1lBrgedom nant [i nf ant behavi ors
(cryipg, fussing, eafiOdcius| eepi ng] awake &mstmgcontent) vere recorded by the
parents for each 15 i Phesphorumt er val over sém@mguccessi ve |[days. Fussi ng was
defined as "an EPp4Magned®B1 agi {at ed belv@mgr consistli ng of considerabl e
nmotor activity and |ift8edsmyocalizali on; any®vegcal i zati o occurring al so not
awake and content ei{hBqtassiugy ying was def "¥8dndas "t he hilghest |evel of
agitation the baby e h?'ﬂ?"ﬁ’% t he i pfant glﬁ?é“gt he i npregsion of extrene

distress." Infants wer&consi dered]colicky |4f"‘9c hey crieq and/or fussed for
more than 3 hours fof 4fleast 3 of the 6 5728s. Al ilnfants were at

| east 2 weeks of age Z?fnot ol def than 8 of age|prior to initiation
of the study. This cyifallog was uged si nce dMcolic Has been observed to
resokve without trealngpiiQy 3 to # nonths, ag% Al so,| colicky synptons

%l ch first manifest|t{gRma ves when inf an10§+qge ol der ghan 8 weeks of age
are not likely to be|sygpin@®®s of tfue coligyput rather |due to other
causes. Study fornul asviming | abel efl and boygd s that neither the
investigator, parents,viamind he stufly nonitasmh0 knew the identity of the
infafft' s study fornmul|amhidgsans were [dentified.4ongy by the study number on
the | abel and one of | thkibeflevilbl i nded| codes foonsemgh produgt (total of 6
codes) enbossed.on t hePwidexineop. Capes were b&bebed for ¢ach subject for
each period. The for n¥itaminBt®d werfp those sd@nfegrth in Tables IV and V.
Infagts returned to fhiadstfice 7 dhys foll gRimeg the inifial visit. Infants
wi t h document ed cryi hgfodtdidr fuss|ng for W8Femaghan 3 hgurs per day for at
| east 3 of the 6 dayp NioloWerinAdd | el in the 2Hd¥ At thils second 15 office
.~ visit, the parent(s) iotiy gi ven sufficient 839 a to | 4st until the next
schedul ed eval uati on "'l?ays | atef. The pafé&M% were allso given a fol der
cont®i ning records tp "tl"l |led ouf for th 41(5“%ays prigr to the next
eval uation. At the ep the firsg 10- day0 gr'n':%d, the ifnfant was seen in
t he hone by a nenber %gtalryeﬁijgpr,h team JFQr were agsessed for
conpl et eness and t helparents grer—-he cdcondformil a and the set 20
Qf forms to be used dd‘rM?Rﬁ?b?ﬁ@"%‘@&GMFaMOQQQWQW@ﬂMeﬁe study. The infant was
een®by the investigator at the end of the second 10-day period for a final
eval uat i om.thigNoin@ila, bdterding Bthe iAvAtidAAdPhRIAMatbih @1 RALGREN{s D) tofab@idthry Bbr bér\iRdr 62SES
of the forowias$ arovitkat by Soyt fobissiccharicks MRaYsisOEH doddral Datchisi o icomlrof dRhula sHowethatS
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13 wer esarbpliydratocaoureg Sthorithgnethet ffopmtatalediotary filkent iy suchuse ccomfsytup @r 8 bishe demofwar e
Cauc asicamparigg autjgat lemiiswite thegentral forraula, giiditionat ngirientsiese prevdded by dhpesom polysaeché-i r st
day of "dfe baseline period was 35 days (range 10 to 54 days). The nedi an
age col :é “ [st appeared was 1.6 weeks (range O to 4 weeks). Three subjects

wer esoe in the study and were considered protocol failures due to
unr el at.le.'nl I!&e S lofe e theI study period. Data fromthese
t hree stbje re—ahar yses. OF the 27 subjects, 15 were

d e " sed ber_ £
oy basag el %vﬁ’ief‘é”ﬁ? ﬁ%s@%ﬁ "%%Y"s"ﬁ LR SN B B v,
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285 ldextevalmdtion 471 153 Bl TABLE VII AVERAGE M NUTES CRYI NG PER DAY 5

Basel i nét the Soy -oBths dicst 10-Gyypebiat: ¢hd ivdritwhe seehirathe home by a meihbér of the researcl 33

91 MetdamiForms were agsBdsed for completen@sé and the parents were give® thel sacontl formula and the2&bt
. 3920 of forms to be used dging the second 10 days of the study. TheNefarit wasiseen by the inRgsgator at the 324
\272 T 9k the|spgond 40-day period for a final evaluation. After the Airglravrlugtipm B REre@IRY resieived ke FUSSI NG

PER DeevesReidbg qowyla that gb}’}IBIB&Igwnt beggryallgaagquhwlpfprgé rsyrmggpp Infants were seen BB
297 the mvestlgator 4 to

Medi 300
182 of 27 chlldren wi@§nrolled in and mleted Study 1. Of the 27919bjm§“ pﬂyﬁge males and 548
61§5 were emales ggy ee of the subjects were Caucasian, one was Black, and three Hlspamc

e S S tga; : e:fﬁgggugw%wz;%é% T e

262

. considered pr 0. failures d gc%p)n penod Datﬁ m these 604
MEd mree subjects excluded from t alyses. Of the 27 subj jzed mtot q ence
648 MoPdofHaBed with fiber licwed by soy-baééd_ formula, while the othér into

| ITPT 06 Bdubnde! o BbyEEEE fobived B séiltasddli by Brmifas |nﬁht€ Wefe m 0\4 e ea%te@r whi | e
| Nf anfofmuledBSal FBdlar 619 2Py (rdhgs 2o 1)) 4Rt ok aVkhddlan ot @eéys%ﬁaaa;rtsdo)tda sbflBasePy - based
f or mujomnuiswishibetn bel ow in Tables X, X, XlII and XII1I.
TABL ERe$ulis| FialsbednTiheg Sifferéricad\in Bétakibd li\_iEveEtUﬁﬁb&ﬁthe results of this study evidence that the
35 soy-based formula with fiber decreases colicky symptoms in a large subgroup of infants. Parents of 18 of
the 27 infants (67%) selected the soy-based formula with fiber feeding period as the period when the
infant's behavior most improved. The parents of the remaining subjects selected the soy-based formula.
Data of the infants whose parents selected the soy-based formula with fiber as the better formula were
: analyzed to examine the effectiveness of the addition of fiber to infant formula in alleviating colic.
K/' 40 According to the parents who selected the soy-based formula with fiber as the better, the infants wers
found to fuss, cry, and cry and fuss significantly more while on the soy-based formula than while on the
soy-based formula with fiber, with these results being set forth below in Tables VI, VIl and VI, respectively.
These same infants slept longer while on the soy-based formula with fiber than while on the soy-based
formula, with these results being set forth in Table IX.

45
TABLE VI
AVERAGE MINUTES FUSSING PER DAY

50 : Bassline | Soy-Based Soy-Based W/Fiber
Mean 174 163 133
Median 167 137 114
Minimum 18 62 13

55 Maximum 330 446 285
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Soy- Based * * Soy- Based W Fi ber Mean 27 -14 Medi an

529 118 50 55 13 £P047 153B1 TABLE Xl DI FFERENT (% FROM
BASELI NE CRYI NG Soy- Based Soy- Based W Fi ber Mean 57

-19 Medi an -25 TABLE¥#® M ni num -61

-100 Maxi mum 1338 1107 10 TABLE X I 15

DI FFERENT (% F BASELT NG vERX NOTES ERFNG Based Soy- Based
W._Fi ber Mean A é’m 6 Iy%ggxﬁ"w%eh &R Y -16
35 20 Bmelmen}uﬁpy-Based Soy-Based WiFiper -67
Maxi mum MeafH 156 153 25

TABLE Xl |1 DI FFERENTmé8En FRPM BASEL NE1ﬁLEEE> Soy- Besed S0y - Based W Fi ber
30 Minimum |Mecazs 39 1 o 6 Medi an

3 10 M Metifuth 278 | 23324 27217 Maki num 14
21 3% For the fibe preferrers, as can be seen, nedian mnutes of crying,

fussing, sleeping, and crying and fussing behaviors were statistically
different between the two products.pagigistically significant differences
i n behaviors attributable to forrrula wer e not observed for those infants
V\IhOS% parents selpetetg—the—soy-—tased—fornmta—_as—the—etterfornula. 40
The results from|this AYERAGEMINYTES GRYING ANR FHSSING RERROYof stlool
characteristics, suggested t haBadsl® §OSoyrBabass psvh@asedav/Eibsd was hi gher than
desi rabl e and/ or uegree onmjc T pTEn} atton of the ffiber in the .
stool of these i nfa ﬂdverselg r=1ffect t he] st ool &onm stlency. Generally
. stootes fromindi Vi fdﬁwgn h gé be{ diggs ale descgl bed gs bul ky, soft,
\formed, and gassy|. $ Of54é nf %lnt s61§/m | B on tggg soy-Hased fornul a
with fiber were |quH‘i+"raF‘Tc| fret-e—-orred—to—hara—thar—stoeol s passed when

they received the soy- 45 based formul a. Concentrations of 14.1 grans or

nore of total dietary fiber per liter of formula will result in the
occuPrence of dry, pellet-1ike, for%ﬂ%rd stools in a substantial nunber
of infants. Thus, i i ppeared to be

efficacious in the t r eat NTEAMERAGE BMNUTES SLEERINGIBEROPAY y of i mfants, Study 1
concl uded that duefto undesi rggge%s ggk@gr a%BﬁﬁéédW?F?ber otal diet ary

fibey at |evels of Fgreater—ihaR—H4——50— 5—F of formul a woul d
be suboptimal int heMeanoat mant 8@% cpl i 84 EXAVPLE 850

Median 822 855
Minimum 634 604 648
Maximum 915 947 1076

35 :

The percent improvement from baseline for all behaviors was significantly greater while infants
consumed the soy-based formula with fiber compared to the soy-based formula as shown below in Tables
X, X1, X1l and Xill.

O @ TABLE X

DIFFERENT (%) FROM BASELINE FUSSING

Soy-Based | Soy-Based W/Fiber
® Mean 27 -14
Median -7 <22
Minimum -67 -65
Maximum 520 118
50
55
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Testing of “Various’Levets of Added Fi ber 55 Based on the concl usion of
Study 1 that fiber addition tepig§Anissfgar mul a appears to be efficacious in
the treatnment of colic for a majority of infants, a second study sought to
ascertain a nore optinmal treatnent |evel and whet her a lower limt existed,
taking into account the | evel ascdMBiXled in Study 1 which appears 14 EP
0 471 153 Bl to be a reasonable upper Iimt. Wile this study is presently
ongoi ng, data from § corgFreNT PHROM BastLRERRRINGAD! € The criteria for
enroll ment in this gtody—were—the—sarme—ps—those—+or—Study 1. It should be
gtsed that in this $tudy. infartSoyiased Fibel lcolicky during a

basel i ne period of o dmgs durirg whsxh {hey regeived ffheir habitual 5
formul a. There was ho medignpt tlo st-2dafdi ze baseline formula, as was done
in Study 1. If the {nf&mmuwual i|ffi edéf or |t he stioely he/jshe was enrolled into
a gontrolled, randofi zMeimgoublie- IB88d, | 6- dayl19iri pl g crossover feeding
trial. It is notable that of the 8 conpleters, 3 of the infants qualified
for the study while receivi ng a casein hydrolysate forrmula currently
pronoted to alleviate colic.- Two ggliebiyonal infants who participated in the
10 study had received this sanme casein hydrolysate formula prior to the

basel i ne w t hout o 11 nposition of the
formul as used i 1 hD'z:l\éE%I\l%) m&#&‘m&‘?’ qum% 5‘&@”&; he st udy as
Formula A, B, and C respect ivel y, SaycBaset f 0BeyrBdsed WiRibem| Tabl es X Vv, XV,
and Xvi. 15 _ 30 TABLE XIV Fornula A
Nut ri ent , Con,ﬁgdgg,r_ation per J1gter ¢f forrjgg a 20

. Prétein - Minimum 18} 9 0 kat 67 38.0 g

\@ar bohydr at e Maximum 68| 9 g Gal ciup 58 830 ny
Phosphor us _ 54425 Magnesi um
54.6 ng Sodi um 324 ng Pot assi um 944
ng, ChI oride 46 on 13.6 ny
30% Zi nc isAé[E)&'{ 6 nmg Copper

‘0.7 ng | odine 0.3 ng Manganese

0.3 ng Vitamin A DIFFERENT (%) PRYONS BASIELINE SLEEP Vitam n
D | 430 1U Vi t amggy. ] 22.5 11U Vitamn K
17 Vitamn C SOy-Based | Soy-Based WiFiber

Itamn -t e

1.45101ngng 40 Mean Ri Bof | 4vi n 6 0.8 ny

Pyri doxi ne m_e‘?'a" d. 62 Vilt am n E; 12 4.5 ntg
N aci n M::;:“::‘ 3 mgFolig Acid ';1 190 ncg

35

For the fiber preferrers, as can be seen, median minutes of crying, fussing, sleeping, and crying and
fussing behaviors were statistically different between the two products. Statistically significant differences in
behaviors attributable to formula were not observed for those infants whose parents selected the soy-based

. formula as the better formula.

K/’ 40 The results from this Study 1, from the pomt of view of stool characteristics, suggested that the soy
polysaccharide dose was higher than desirable and/or the degree of colonic fermentation of the fiber in the
stool of these infants adversely affected the stool consistency. Generally stools from individuals on high
fiber diets are described as bulky, soft, formed, and gassy. The stools of infants while on the soy-based
formula with fiber were predominantly more formed to hard than stools passed when they received the soy-

46 based formula.

Concentrations of 14.1 grams or more of total dietary fiber per liter of formula will result in the
occurrence of dry, pellet-like, formed/hard stools in a substantial number of infants. Thus, while fiber
addition to infant formula appeared to be efficacious in the treatment of colic for a majority of infants, Study
1 concluded that due to undesirable stool characteristics, total dietary fiber at levels of greater than 14.1

s0 grams per liter of formula wouid be suboptimal in the treatment of colic.

EXAMPLE 4

Testing of Various Levels of Added Fiber

85
Based on the conclusion of Study 1 that fiber addition to infant formula appears to be efficacious in the
treatment of colic for a majority of infants, a second study sought to ascertain a more optimal treatment
~ level and whether a lower limit existed, taking into account the level ascertained in Study 1 which appears

14
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45 : b * Pant ot henic Acid 6 ng Biotin

53 ntg Taurine EP 0 4PP18¥0B{-ar ni ti ne 13
ng Chol i ne 130 ng 50 | nosi t ol
50 ng Total Dietary Fiber 3.1 + g+ Anegligible quantity of soy

pol ysac ira reksonshie uppkd rdit.i N addi tion to i nherent content. 55 15 EP 0 471
153 Bl TABViie s Fodynis|pges@itip ongoing, data from 8 completed subjects |dret aviailahle. The criteria for
Concent prieliment ipdhis $tidyewerepthe fsaparas thospifastStidy 1. It should be noted that in this studyifa@s g Fat
37.4 g wap WG?!;}'GF'@@ @s colicky during a baseline perjog of) sglaxgaqu&q\gjmich they received their habitual

&84 nt] fopmula: There was no attempt to standargiggg ipp jatmula, as was done in Study 1.gf/the r}rﬂant
Magnesi gyglified for the study he/she was eprpliagd Wﬁ L eaoligd. randomized, double-blind, 6-day, tply Ny

. grassover feeding trial. )
Zgaaizl ﬁrnjd is notable that of the 8 compjfeQeAfrg 3n;9 th]é%ﬂa lif'Efi o the study while recei\%?%I z? tr:a{sg!n

6 ny ysate formula currently promoted to allevigtt: .f.o% g} [jdc%gnal infants who participated in the
1g0 y had received this same casein hydm%s formdla’ pri |l the baseline without allezsiat'gn of

0.3 ng ptoms of colic. ganese ) g

Vitam n The composition of the formulag §&3 ir{ Hls\gtu% eﬂtide for purposes of the study as Fon‘?ft’é%flsu

! [
Vi t am NgBand G respectively, are set forth belowdn Fables/ XX}, SoREhdxclA. - ny
25 Vitamn C 175 ng Thiamn

20

1.48 gy Ri bofl avin TABLEG( g Pyri doxi ne
0.6 ng Vitamn B-12 4.5 nctg 30
Ni acin ' T g o iICA/-\ci d 190 ntg
Pant ot heni ¢ Aci d 6 BIOtT A 53 ntg
Tauri ne Nutrient 50 ny Gmcaniratiom per liter of formula 13 ny
(Chol izpe _ Protoin 130 MY I nositojggqg = 50 ny
tal D et ary Fi ber Fat 7.4|9 40 3809
Carbohydrate 689g
Calcium 830 mg
25 Phosphorus 544 mg
Magnesium 54.6 mg
Sodium 324 mg
Potassium 944 mg
Chloride 463 mg
% Iron 13.6 mg
Zinc 6 mg
Copper : 0.7 mg
lodine 0.3 mg
Manganese 0.3 mg
95 Vitamin A 2848 IU
Vitamin D 430 1V
Vitamin E 225U
Vitamin K 175 mg
_ Vitamin C 177 mg
-, Thiamin 141 mg
o w Riboflavin 0.8 mg
Pyridoxine 0.62 mg
Vitamin B-12 4.5 mcg
Niacin 11 mg
pu Folic Acid 190 mcg
Pantothenic Acid 6 mg
Biotin 53 mcg
Taurine 50 mg
Carnitine 13 mg
s Choline . 130mg
Inosito! 50 mg
Total Dietary Fiber 31+ g

+ A negligible quantity of soy polysaccharide was added in addition to
, inherent content.

55
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45 50 55 16 °

| IéF’O471 1533B1 TABLE XVI

Formula C 5

has a |ower fiber c
casgi nates (85% as
fromdietary fiber
in Formula C, conpa
provi di ng

30

35

Dnvitaih K The p
Wethrhin @S SOy
DITolamided 57%
dibotlavincar boh
Pyridoxine

Vitamin B-12

Niacin

Folic Acid
Pantothenic Acid
Biotin

Taurine

Carnitine

Choline

Inositol

Total Distary Fiber

otein sy of Form
protein ¢ Car bohy
pf t he caliogings and f @
ydrat e (modusg t hose f
0.6 mg
4.5 meg
11 mg
190 mcg
6 mg
53 meg
50 mg
13 mg
130 mg
50 mg

749

40

50

65
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Nut ri ent Concentrati ogp g1 I15§ gy of fornula Protein
20. 3 g Fat . 7 g Carbohydrate 106. 6
g Cal cium 993 nmg 10 Phosphor us
601 ng Magnesi um TABBEXY Sodi um 342 ny
Pot assi um _ 952 ng Chl oride 489 ng 15
Iron 15 SF(;mu,%bnc 0 g g
ganese Nutrient 0 3 rﬁa°"9P'1t’ai’ﬁ"rl?°Wtef of formula 2944 |Eg
Vitamn D Protein 430 U Vi tam fg.ég 21.7 11U
Vitamn K Fat 175 fg 25 3749 Vitamin C
154 ng Thi amn Carbohydrate 1.45 mgo §i bof | avi n
0. 8,y Pyridoxine Calcium 0.5988ymyi t anmi n B-|12
4.5 nctg 30 Phosphorus Ni acin 573mg 11 ng Folic
Aci d Magoesiry Panf ot heni c 765 wg 6 ng Biotin
" 53 ntg Taurine Sodium 50 g 38%mai t i ne 13 ny
Chol i ne Potassium | nosi t§ft8 mg 50 ny Tot al
Di esary Fi ber Chlotigp 5 43 As 48hmge seen, tlhe total dietary
fi ber concentrationg 'ér?f' the formyl as rangé‘ﬁ"r‘?omS 1 dqrans of total dietary
fiber per liter of f " da for the control 9oduct (Fdrmula A) to 7.4 grans
and 10.5 grans of t )t,@f di etary {iber per ®r of formula for the two
experi nmental product %arﬁJﬁGsem)St bt ri ki ng rence bgtween Formul as B and
(C,i®8 in their protelnushHaces anl the p ge of tqtal calories fromfat
hd car bohydrate. FOngathapB 1S alsoy-bas ormula, identical in nost
respects to the fibengigapeal ni ngjformul a gﬂ,ﬁt udy 1, 45 however, Formula B

la Cis from

drate m nus those

t 32% of the calories
omdietary fiber)



40960f7the;0aio}Fe§ and*fat providing 50% of the calories in Fornulas A and

B. A total
recent six nonth peri

study and was consi dered a protocol

of 8 children were egp

od. One 50 a

gdltlonal

|47¢4s3 B1and conpl et ed
subj ect was

failure due to pare

the study over a
enrolled in the
ntal renoval. The

study was conducted in the same germaBefEXvwianner as Study 1. O the 8

subj ects who conpleted this study, 3 were males and 5 were fenal es.

Seven

of the subjects were
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0.2 Maxizemg
lppear ed 15pmgry | ess
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XVII
25 Basel 0586smg For mul
2.2 45meg 1.9
0.6 M Al mam
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&nula B

Tota Dl&am

Maxi riffincg 6.0
at infant&™@ry and fu

tl(?lthan vvhlle on th&°Bther formll as,
XIX and | XX respe g?eely 35 TABLE XI X AVERAGE
ING PER DAY 40

seto8agt h bel ow.
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r when the infant

e, the iphagts chosenf for the studies

hough the study

woul d notsebmgol d enough such that the

posed to being
% EP 0 471 153 B1
la B, while the
the formul a used
| ected Fornul a A
by all parents is
the study thus far
wth these results
A Fornmula B
3.1 Medi an
M ni mum
4.8
Formul as B and C,

3

n
q? period or while on

TABLE XVI |
a A Fornmula B
0.9 Medi an
0.1
7.5
ss less, and sl eep

mnth t hese data

5

6.7

5.6 5.2

Fornulasgw§han
10. g

Basel i ne Formula A

5.3 4.6

4.0 M ni mum :
\v} O.g 9.6

\J\J

6.7 45 TABLE XX

0.4 Maxi mum

8.0
As can be seen, the total dietary fiber concentrations of the formulas ranged from 3.1 grams of total

dietary fiber per liter of formula for the control product (Formula A) to 7.4 grams and 10.5 grams of total
dietary fiber per liter of formula for the two experimental products. The most striking difference between
Formulas B and C is in their protsin sources and the percentage of total calories from fat and carbohydrate.
Formula B is a soy-based formula, identical in most respects to the fiber-containing formula in Study 1,

however, Formula B has a lower fiber content. The protein source of Formula C is from cassinates (85%) as

well as soy protein (15%). Carbohydrate minus those from dietary fiber provided 57% of the calories and fat
32% of the calories in Formula C, compared to carbohydrate (minus those from distary fiber) providing
40% of the calories and fat providing 50% of the calories in Formulas A and B.

A total of 8 children were enrolled in and completed the study over a recent six month period. One

50

additional subject was enrolled in the study and was considered a protocol failure dus to parental removal.

The study was conducted in the same general manner as Study 1. Of the 8 subjects who completed this
study, 3 were males and 5 were females. Seven of the subjects were Caucasian and 1 was Black. The
median age at the first day of the baseline period was 43 days (range 34 to 49 days). The median age at
which colic first appeared was 2.0 weeks (range 1.0 to 2.5 weeks). Since the symptoms of infantile colic

often disappear when the infant reaches three to four months of age, the infants chosen for the studies

ranged from 2 weeks to 2 months of age, such that even though the study would last one month, they still
would not be old enough such that the symptoms could disappear due to the effect of age as opposed to
being attributable to the infant formula of this invention.
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i

50 Y *
Formul a A Formul a B
14. 4 55

14. 4 M ni num

7.3

AVERAGE TOTAL HOURS SLEEP PER DAY Basel i ne

For nul
EP 043 B1, 4

Medi an
9.6

12,

12.0

4
13. 8
12.1

13.4
13.1
Maxi mum

13.7

15. O Results - Pdréntd of four of thd Ghidnts selected Fdrul® Bl &hile thé&iparontdt 6fLthd DtheBburShiasts
char aecdletadFompda Qs ¢checfomplarusel wien\thecinfant’s Hehewiof mistiimgyeved.NdSpanehys sblected
Pr edofermalatA. Steaiistidally eeledtigt of adibersortainingsiveduct biyrall pabriteis Mddkelyioi have aceunseby f ort h

bel owchalggl E XXI

AVERAGE DAILY RANKED STOOL CONSI STENCY Basel i ne

For mul a

W /'8 For rihp despits of g studyathes feedipclose no observablg differences in fussingZbehavior, with tiesg

3. 1 1tpsults being set forth below in Talple\ XYk 1.9 2.3 2.9

3.1 M ni num 1.0 1.0 2.0 2.1 Maxi mum

2.7 3.6 4.0 TABLEX¥Il] = vatery 15 2 =
Soft 3 = Forned, 4. =_Hard 20 Watery and soft stools conprised the

maj ori ty of stodl s dunA‘gﬁRAlGETDaAIeHOMRs PUSSINGIPERTDAY pr edon] nant st ool

consi stency was[soft for i gy n h A, whereas it
was fornmed for i-faRts—w % oy V&ﬁﬁhléﬂ& E&@!qu gtrﬂfuglﬁ One infant had
hard stool s whilleMsenal| |t hrd& s ud;i”f or ful @87 Addi t Bdnal y one ot her

i nfjant had hard|sMsdiets wHi | S&n Forf a ¢ THis, |t he3B8ercpntage of hard
stool s while on|t HEnimpy fidfer bont'a@ nifg f®¥ nullas PR th|s study was | ower
than that observed&PA tlhe 3 ghbr contBinilng f8rmila 25 in Study 1.

The results fromthese experinents denonstrate that the infant fornmula of

t hi s i n\Howéveniinfants appdaecdito vry lass ob Feralias§ aod ) thé twoi highdibdr Sormilae cdmgaesd td evel

t heo f the ivedelin® peripdion whilben GorhulatAuas\can Be sberd By, Tablg/XVIl set ferthimiow. opt i mal from t he
int of view of stool characteristics. Additionally, the fornmula is

nutritionally conplete as an infafBLE&VIhul a. The manufacture of the formula

utilizes conventional equipnment and may be readily acconplished. 30 O ains

of

Clains for the l‘ol | owi ngvarmfALnguﬁsehaﬁG PEADAYBE, CH | LI, DE, FR GB,

| T®NL, SE 1. AfTiamt—fo Ut COTp |>| T 35 1)
protein, said platein hej nuaﬁ‘?"“e }d PNt v a%f in 10 and 25 grans
per liter of fofnMea 2) |fa28 sajd fzat bei ngl.of 4 coo.eentration of between
20 and 45 grans|pWedign t e of2.2f orjrul &1 3) | car@®hydr at @8, sphi d car bohydrat es
i ng} udi ng those|f Mmimurot 41 @iSet af y Ditber | bei®dy of| a 8dnceptration of
between 60 and L1MagPums [peBOitler @5 folnul4 arjd 422tothl dietary fiber,

said fiber being of a concentration of between 3.1 and 14.1 grans per liter
of 40 I also apfsarsLthal indh&r &Y Bnd {18 1658 Udnd 1B Ioﬁ%;drhifei dForrhia & Mén MAlySARE har i de
der i veiferfidraiiass @ith thesa data set forthbelod A TIbEXR andcCXottesFRtveIR. Cl @i m 1 wherein said
presein is of a concentration of between 15 and 21 grams per liter of
formula, said fat is of a concent TABLEO#X of bet ween 23 and 40 grans per
liter of fornmula, and said carbohydrates including total dietary fiber are

of a concentrafl on WERRGE%?KL ,]&,Rgr& @AND Fl}s]sm(g,r,@{r&per iter of fornula.

3. The fornul afe preteA—as as its source

\éoy" protein isglate, or spdPaainand FemmuaAim Fosrawla Bt Bamule Cal bl end t her eof ,
said fat has a$ imensource s@yz cpcomut of cogg oill ogqanof her vegetable
oil or a blend|thmssmf, ahd %@ d [carBghydfat ese2 ot Her #ban fotal dietary
fi ber have as {heMihimum 3.0 1.6 1.2 0.4

- Maximum 10.6 9.6 8.0 6.7
TABLE XX
%0 AVERAGE TOTAL HOURS SLEEP PER DAY
Baseline Formula A | Formuia B Formula C
Mean 124 13.4 13.7 14.4
o Median 129 138 13.1 14.4
Minimum 73 9.6 12,0 12.1
Maximum 15.0 16.5 165 17.8
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50 sohrce sucrose, corn s gl ucose polymers, other carbohydrat e%
a blend thereof. 4. The formFR PaBted in claim 1 wherein said protgjn:
is of a concentration of betvveen 1 and 20 grans per liter of fornula, sai B

fat i L Qr rmul a,
) o SR A SR A0l At S 0
bet ween per liter of fornmula, and said total

dietary fiber is of a concentrat |1qg,_@fo(,bet ween 3.5 and 14.0 grans per, I|ter

“ofs formula. 19 St ool char acteristi CS were conpar ed in-view of the
findi ngs i n St gpdy—t—Predonrent—stogt—consistencres—are—shown in Table XX |
which is set forth befYREACEARNY ROKER STOPERRPRSIBNGY RANKED SsTOOL t
CONSI STENCY Bagel i ne  FbrBashime 4 Fotrlaml| aFodBnula B]r Formaia@ ean 1.9
2.3 2 9 Moan 31,10 > VegLan 1.9 '@
2.18 2.9 po Bl @l ni rrumzs ' 3‘1 1.p 2.0 |
2.1 Maxi mum Minifo 3.6 3. 1 = wWatery 15
2 = Soft 3 = For m= ﬂarg-,ZO 3@Ate y gl sdft §goo| 5 conprised the |
majority of st ' t+re—bdsere—per-ot—FRe—prederq nant st ool

consi stency wa$ 'soMatemor i nfants when they wer e on For mul p A, wher eas it |
wds forned for|icnf&ts when they were on Formulas B and ¢ One infant had |
hard stool s whil3=6&omalll three study fornulas. Additional{y one other
i nfant had har ¢l 4% @aldgs while on Fornula C. Thus, the percgkntage of hard
stools while o The Nigh-—fTTOer contal Nt g™ rorrml as |n Thi s study was |ower

~, than that obserye Ygéo*ﬂn Qﬁ U 906k T B8 9‘9 e Iﬂa“ dbrRinant Udy 1. |

obos kb CE U
n For i d i I X ¥

the by &kt Fant fhalhB@ skiel WAL ﬁiﬁb’arxula ; o agead? ﬁarﬁ@foféas ARl y zltllom the 3

poi nﬁbe%oma.rmg BrmufRab ROthis Sllay WastiSer &Hah ehaz o atwma% Higher ftbb.ecomm?l lro?mux§
nu;rhtsﬂmgal y conplete as an infant fornula. The manufacture of the fornul a

uti| i zerme ceannscthi 6! expeiiieMERBhordfdle taythd BiahtRthulayof ARCiHVERldnSH efbetvdln C ai N5
Cl ai freatihg tolithyantarad. [TasVilsbg 1kl of tha Gdrinaigs ibtied SsondATudy,Big-10E8Hy/L, late médk optinks)  GB,

| T, #bm tH8Epoibt of Adew ot staoltchéradterisiica., Adalitibrebliy, thorfarimala ésonupitiorailngpmpBie as an infant 1)

pr ot trmyla. Ibeé tlapfaotumi af thedarmgla oflizes cooveotionél eadiprasmt @kl nipy tbeeedilyl@cammdshi@d gr ans
pes liter of formula; 2) fat, said fat being of a concentration of between |
20 afteim® grans per liter of formul a; 34 car bohydrates, said carbohydrates
i ncl Giimg,for thefeliqwing,ContragtingiPlates: (T BE &H, WPk FROEB, 4T, %Nt ration of '

bet ween 60 and 110 grams per liter of fornula; and 4) total dietary fi ber,

[}

sai d1f i dpias &rpyja. i é?"&k‘i?l&‘é‘??f‘?‘&ﬁlo of between 3,1 an 14 1 ams per liter:
ofs40  Vppig daP' ‘E‘é’f ’8 apq %569’3’1‘% ’?%'%ccharl de
deri ved fzﬁ % a° °° o??ﬂfé’ A ? in said
protein i °a§w §Qﬁ% 'faf;%lzf;?' .t‘:r'f;c f;%’é i} ' ﬁ‘Eg armp?ef‘ oy |
formla, f%&a d.E oS O f BBl eemat.ert 81 5 304 g 00D o1

iger of o Ny eauia e o 9@@ | hfsaochiiah ifBbindr? er are
of a concentration of between and gr anms per I|ter of formul a.

" Zhernb Q5 s Rhinkdaah TRfh nvhsﬂealsa?d?pratéi@ fsedta e%aéedué%rosﬁwwaﬁsaﬁa bis
sour Ce gvlYs PérQiteRion idnHilh,daR, fal0 of QCdoHEBnEdNn GAbEWesN 2BGaI 405gr@Ss Pér Ifor RF end
t her eoffornfuR] ghdfsaid dadshydfates irkiugingl (ot distaly, ib60REe BLIE cantentratiod oDbdtwédh 7arad her
vaget abite gaamk pariiter obb@inth. t her eof , and sai d carbohydrates other than total
dietary fiber have as their
3. The formula as claimed in claim 2 wherein said protein has as its source soy protein isolate, or sodium
and calcium caseinates or a biend thereof, said fat has as its source soy, coconut or comn oil or another
vegetable oil or a biend thereof, and said carbohydrates other than total distary fiber have as their
50 source sucrose, corn syrup, glucose polymers, other carbohydrates or a blend thereof.

4. The formula as claimed in claim 1 wherein said protein is of a concentration of between 15 and 20

grams per liter—of formula, said fat is of a concentration of between 24 and 38 grams per liter of

: formula, said carbohydrates Including total dietary fiber are of a concentration of between 75 and 110

55 grams per liter of formula, and said total dietary fiber is of a concentration of between 3.5 and 14.0
grams per liter of formula.
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50 . sour'ce sucrose, ceorn syrup, glucose pol ymers, other car bohm ates or
a blend thereof. 4. The fornul a | in claim otein
is of a concentration of bet meﬁﬁ?sﬁéﬁ'ég% gr ans pe \“‘“\ﬂm“‘“ Na sai d
fat is of a concentration of between 24 and 38 grans per | Fter of f ormul a,
sai d car belyidharhdsisics MordTomBarddih dibw 8 18 Midhigd ih1SRKly 3 Reddhinant GRBIGERMisteAibON Of
bet weenard shoan th Thibie xXbwhich is St RAMbd, | iter of formula, and said total
dietary fiber is of a concentration of between 3.5 and 14.0 granms per liter
of .formul a. EP O 471 153 B1 5. TraBLEXKIhul a as clained in claim1 wherein
gaFdsprotein is of a concentration of approximately 19.6 grans per liter of
fornula and has ds 1ts i%%ﬁﬂﬁﬂ(ﬁl(%'s'?obﬁﬁbﬂé@ﬁ@' d fat]is of a
concentration of Epprexret -g-ars—per—tefq—ef—Foerrll a and has as
its source a blend of soy cnéa*‘@lﬂ@oE@mM% ForrauiaBild FeramB Shlydr at es
including total dietgny fiHer jare pf ascongentzgti qn ofqappfoxi mately 75.9
gram¥? 5 per |]i tmedi@f fdrmilea ahd escep| fagthdse gnomHietary fiber -
have as their sour cdiniuey 0de aw cofn gwrupfor 20 bl gnd eherepf. 6. Use of

t he ingredients ;s Meeiriwned in2@ aim 13@r 5|for4oranyfacsaring a forrmula for
feeding to infant|s, T gr%eaﬂ ng colrc. 10 /. A method tor mpnufacturing the
infagg formula of 2631 sai d nethod conprising the steps|of: 1)

di spersi ng an appr te gquantity of a protein source in water sufficient
to sol ubilize the pri t°é’T“?ﬁ’ thereby forming a protein solutipn; 2)

di ssol ving carbohyfiraf®& in water, thereby forming a carbohlydrate sol ution;
15 3) mxing mnerals in water, thereby formng a mneral solution,

. 4) desper Wategy dndlson siobls dorbpiibéd 1hé @ajority] WA BbOIE Yurind thedasslind @bribd) ITHS pretidhant

\\LF SCOSI ool eambistbricy was Sdftdordsisantst whomihag were bi Barmuls 8] whsteasiit wis) foroed o Infanig when

appr oprthep wsre om Atrmiilae 8 asd Cs@iednfant badchard siarlsuvhile pn alsthiedl sigdyr fowhady Ardigionally

sol ut i oore othai igfantinachand steald whilp om Formula §- Thubdie perdentedemi hard sidols whils [on the dighof
veget abiber esnteinag farmulas in thisgitydy was \gtwerdhap i“tamhsﬁsed v the higher fibgy) copfeiaing ferradessi ng

and PonB§EAY ¥i ng the conbi ned sol uti on add| ng water soluble vitamns to
t he conbi MeRIresYF frem dpse 9???&"'8‘3"‘3 EI' "ﬁ'iae"ftt'}'ﬁe'"‘(?t}%l'%@‘ﬁc'é’ﬁl"ht i on
to the 'ff’é%']gr‘i? igky. iofagts; Tf‘edgq‘é? | “laﬁ ﬁ" j PP opt 'Q'Fﬁent
of said ‘ﬂ"b"“ %‘%’e & risfics lf'°’ia B s'ru ’i"%ﬂab rﬁﬁla "

d ai ns ‘Pé'}“ RPESPRANTe RigNCBMuiad z?%‘ij’“@f‘% 8's°““ ?ﬂ‘-%“lay R/

sai %o a corrprl sing: 1) protein, said prote| n bei ng of a concent rat | on
of Dbet weg tﬂgq%llaaln Ciitadiith sHééserA'rOEE fcw, Ei“b@ Fnzéa,fna?u*éea' d fat being of
a concentratlon 0 ween rans ter of formula; 30

3) car bphygfdneRmukdédh fg,a.{uigqmp,[sﬁ €s incl ud| ng those fromtotal dietary

fibegs bei Ng1)Qfotsin, cAH EBRInTLBIG 61k &ﬁcehla&.w& raetﬁ&naaqndléébraﬁm tBYESF okt Of

formul a; an@i 14) salddit dbinglbrl Bhcéntfatihedt bet®eeno bhd )4y grdey geitefof RmemACent rat i on of

bet ween 3. 13)asambohldrafbs,aia Earbehydrates inlidingf thdse froml kotal wibiedy dibét bbilg of adficeRtrafidn Sai d

fiber is soytpblssacnlard gandier iiterat fobmiwaragioy beans. 35 2. The fornula as

cl ai med i n 4 tarinidaryfiter, said fubexlbdmgmba eincentration bf etveem 8.4 ahd 34.1 grame perlier ween 15
\and &  gr anmorapda whefeinghe spiircé ofrsaidifiber issspy dolysaccharisie dérived taymsayrbeargt | on of

bet ween 23 and 40 grans per liter of fornula, and said carbohydrates

i ncl udi hig The fosmulzipeelaimed nj glaim 1awhereir sajg RE@Pi Esraf reaqopesntragien picheiweem 157 enchaid 110

granms per 9@medier B‘P’ piofPimylag saidy fat is3of arppncengsatiof jof, befween| 23 and 0 grares gar ffep of

wher ei n s&Qvi% 33 T‘hcar‘i%?gydaﬁeﬁ ipcluding iqte! dietapy gy 4P 8 heaneeprraion of btwesp dP &t and

cal cfum caé%ﬁ" R ltgr ot oMWl hereof, said fat has as its source soy,

coconut rn 0|I or an th i or_a hl nd t hereaf , and said
as cl me: alm re% ?%r lts Sour Y roteml qgt 'or sodium

car bohyhr I8 ‘ﬁ"age f DAV e iu" tar ..%?arﬁ, G ose,

2 Toe ol %Hggs%? ko o &a&&ﬁ"&gtﬁi a5

. bishihbreds

concentratlor‘la Sf lgetween 1 an grams pery |terr of or?ru | a, sa| d fat is

of a cogcand frhlifBs QhimbE I\ 1%e?éﬂ1dsa§l8pr&éuﬁlf§ﬁofﬁeéon&eh{ra@i6n 6 betwdbATYS 8nd SR d
car bohydr ata@g pon Gtbilék fBehulaDbald fafl isCérad Yonkdnbtion F BotéenR4CANE I8 Yrdndt P hteP b
bet ween 7%or@ié sdid @arbohydrates Including total dietary fiber are of a concentration of between 75 and 110
65 grams per liter of formula, and said total dietary fiber is of a concentration of between 3.5 and 14.0
grams per liter of formula.
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grans per 'i‘t er of formil a, and said total dietary fiber

concentration of between 3.5 apsloh$ 9s9Bps per liter of”lmﬁﬂllﬂmHmHm"_he
formula as clained in claim1 wherein said protein is of a condent'rati on of
approximately 19.6 grans per liter of fornula and has as its source soy

pr ot eish Theobtul, assddinded i tclaing 1othersin ceid peawin &t of @ncondentzglipy oh@ppmkiakiply 3964 gr ams
per | it egrarn$ pérditemaf frmeutedanidches asits sagireg sow protein igsllaten daid fat isayf azaepettstionelt oi | s,
and sai darpreximelely B dtasamsi pee fitadof feymula tapd hagi astits squrge) Hlendgf goyodnd coeappiclnit r at i on
of ... appr o¥X1dreaid eprpohydraigs igeluging towl dietary fiker ampiof & pongentratigp of aPRrodiRgtel: 7e-8 gtamsor
ihoe freAniig %‘tf%ﬁ“&"afaf“b@f“?ié?iéh%% from, dietarydiger hawe & IheiiRowe), puctose o @V?ﬁ!ﬁ’por a

bl end t h¥Adtand thgredfa ey hod for rranuf acturing an infant formula, said nmethod

o1 0t o1t Q%gﬁ e 3 ou b % SR PR AL BRRER B S L, o

forging a pro lécl n solution; 2) di ssol ving carbohydrates in water, thereby

For'fi ng ﬂm%fawfamg{u qf‘ .aqﬂ,e%fsr%rma’fa of Bt B CkaldinffHoA boingriin %ﬁ s drher eby

formng a 1%@&'& g, anpbropriats: qu t|ty of a protéh soklics REkaRdr rs‘ﬁl‘f |én 6 soluliik8 'tfe! ghotbif €

source of gdey idrinil§h protoinSsMitidh®! ysacchar| de derived fromsoy beans, in a

suf fi ci enta) gissdiing tibdhldries @ fvaleR) thoRb oY arbioffitd do)itie®! Ut i on, thereby

forging a Q;hb@@ néRtailih @fter, bdrelSOBMIing a1Bine gl B6IGBA,I at € quantities of said

pr ot ei n Saf) dispedsing fiBé ifla edidsahiyiditil & wakh Wifdrmr love dsodsityistiatiod) thaebydérindg a sai d

fi ber sol uberaalpticand a sol uti on of vegetable oil containing oil soluble

Vi tam ns; S porfidnirtg gppropratssquanditiesnad séid prolgvrseintiongsaidirerbolydiaterseitigosaid miosral 10

7) addi ng spigticnr saisidberisblatiop and dispiution of epetabieonitisonziningsal| salublevitamised 8) addi ng
wat2er to ) hept progasingeandhpmeggnizeg the ¢ambinedsaluien;desi red. cal ori ¢ density, such

\t«hat t he t7eddingqyater spluplervitasains to diacambinadrsolationand or nul a i s between 3.1 and

14. 1. gr ane>) geding yater o gilute fie eambined; solution, 19 the dpsipegfaloris density, gychdhah thedotalng 25

grams per Jigtane fibep,pontepi, g saidformuylads petyeep 342,141 wapRReRIER Pt B d 45 grans per

I d | ud hat f I
i ?ér%%'mfgoé?“a@"%%vmgsﬂe Rt e (O 0" o per i ter of formila. 7.

The gt hR'gm gﬂ;"gmgl:o% % .wherein said prote| n |s of a concentration
of bet Weery co c onQ) thvWe ﬁ'!dzg‘%i' gttlltél’%f fgnfmu@
Concen”at %E‘s&fi S‘éuﬁﬁeo?Qc e@ie@ﬁ@oﬂﬁ% th@relq. PfBrmdaa and said
car;aohydr ea'?bd bd?cﬂcér&hv}”ﬂra&' uﬁcﬁuﬁw LePRIm Bl w%e@@é’k@%‘ﬁh E&chr%tuoﬂf

bet ween 7Q,fg§me %andﬂb% loadWer BA6rmuial 8 Of formula. 8. The nethod as

cl ai med i ny) edtaRididter) ANBCER fibe Bainh ¢ aQofideRtrali@Sof BEtwbénS3. B I A AYS fF oeéfN

i sol at e, GormelaGkhersh Biddowed df saldriRAR ebypulyssccdideddiledidmibebend., said fat has

as its source soy, coconut or corn oil or another vegetable oil or a blend

t hese@ , Therfdrmsaiai a8 aatmedoloih\ctiimat ewereih [said ptoltedmis tob b &bneet@tiaarof bbtwber 15Shand21as

t hei r 25grams pgroliter o famule, oY, fatcie rof asopnasptratiori ofcleptvese @B \ande B graps hper liter of

car bohy dicemuies ansy sajgl datbelrudraten dncluding totl digtary fihestareoef azpgnashteatioreef bistweert &) and6

wher ei n S&iopmsiPet ltaref founulsf a concentration of between 15 and 20 grans per
cljiter of formula, said fat is of a concentratl on of between 24 and 38 grans
\p’ r4| i3 eTh°d1""’f"6raﬁﬁ'P'5‘°d §‘aﬁ'aﬂ“€ F‘ﬂﬁf @ hﬁ'ﬁ?ﬂ 'ﬁdP‘f‘@ 0% Profeings iMer are

" a_corgEl sy ko cpm pllpragptharcy
and_ sai "8 o) ;ﬁu L e o !bdm;@%“r- o ol eﬁavgasﬂz?ﬁﬁrﬁg

Bgly"ﬁ{é OFr'ert%ar s clo':a"’1 lr?rleﬁ‘" |°rr1°°cl aimo6 wherein

sounl'ce Fucrose

granms per er a

sai g B oflyl Brrdufds K %J&%%Emli%égn 8 FORRT 976k ratloh 8dIB1eP4nk ol ter of
formul'a g a"sht@scff e RN LN g el 1 aﬁamgﬁfef"

concent rﬁﬁﬂuﬁ”s ratesSiRINIARY o1 ldRlaly fibér dte BF ABOhceMRhtioh lof Biwesh 75 @id™Hba and
has as |§r§m§9anfeeoafo¥9ﬁmdmp $aidSoM @ty GiBér G816k a inbstratiRh &f Bobvddn BT ANy Ar at es

i ncl udi ngrah®perhitetldt @rmiity. fiber are of a concentration of approximtely 75.9
grags per liter of fornmula and except for those fromdietary fiber have as
t hei r s oTheCfermmilacasOdaimarlr in @i 1 SWhbraip said protdid BNl at dosderiedtion dilappidgitnetaly aRSpPr ache
Pat ent angamdpdrditer oF fofnpllagand dhes ad/ity saqueg Sey pratedrisolatel saidiat isCifla concentfalion R, GB,
| T, NL, #@Broximaighiiji4igramsrren litor effermale and\bescs dts sbundegreblend df sbyadndsocanfitfalis,unf af t :
and said carbohydrates including total dietary fiber are of a concentration of approximately 75.9 grams
565 per liter of formula and except for those from dietary fiber have as their source sucrose or corn syrup
or a biend thereof.

6. A method for manufacturing an infant formula, said method comprising {he steps of:

20



1) Prdéteiné; wel che eine Konzentration zw schen 10 und
Pr Apar at haben; 45 2) Fegp®y gglgq ei ne Konzent ‘\E‘EWB“ mﬂmﬁo
und 45 Gramm pro Liter Priparat aben ) Kohl enhydr at e,

einschlieflich darer von den Ball aststoffen ei ne Konzentration zw schen 60 ,
und 110 G afmdispersing ar appropriagguantity bfcdyaétein souetedn wiler sutficiérs toodofubilizevitd priw@inei ne ;
Konzent r at i beretwiorsiigerpr@eiisaltion; 14, 1 G amm pro Ut er Pr Al parat haben, wobei i
die Quel | e AalissBang cadrhytaied in vitsy.dherd Jormiog b earbaipdrade salytiondi e aus Soj abohnen ‘
gewonnen wefdebrng rigergls inmelep; tereby foruito 2misgrelisoliion; worin die Proteine eine
Konzént r at i YrelisparpiagFher wheveip thg sgurcet saichiibay i ey rolypacrheridasigrived flamisenbsanmini n di e
Fette eine Kﬂt’f?@?&quﬂt"tycﬂftwitwt%@ﬁﬁﬂ'%ﬂ'sm?ﬂy spiytien: Rsebyslowning & fiver @Wﬁ@ar at haben

und worin d?)f @’amE'F’sn%f(,sﬁ'F’ PE’I‘q"l oltion, paid caihopvdrpissofution. sald @ingref en

ei ne Konze 3?’1 P%'"'E? Pifoluple WSt haben. 55 3
Pripgrat n Iﬁd?t Irs° ss' ?]ubdwtgx‘ﬁts othe I:#" Hs i solierten Soja-Proteinen
oder "Nat r| adbt ?:t%%aﬁ dirgd LMo Ma h% the 5%t

st amren, nttgfs%HSfo A}f‘a %@H 14P %f 8' ro%nnem
anderen Pf |<§:ﬂt€ﬁt Pﬁo grtd'ﬁ ﬁ HEH Ot onfiRCthe

Kohl enhydr gper #idr of for a"rg&rﬁ content including that from total dleta hﬂe s b 60I m

I[ t@, die gaiinegraEnd b@ﬁﬁa,sgf(ﬂfnt,ﬁa sind, aus Saccharose, Maissirup,

G ukosepol yneren. ander en Kohl enhydraten oder einer M schung dieser

St amerv. Zhe Méthqubssatlaifedin ofsins Brwheldinlsaid\edtdin isCbf @ dofidahtRitisheof Weth@er<tBZRANd1r at i on

zwi schen gamsiper BE dhformntapsaini fat tseof aRtong@atralibn bibevwsen \@3rand 40liglanfsgdet Btecbine

- Konzent r atormauie, 20d saivherboRyliratasdncB8ing>tataindietarydibén dreof dRroagsatraibn bicdeavaen Wardn di e

. Kohl #nhy di trgsamseienertef fogBlla. ch derer von den Bal | aststoffen, oine
nzentration zwi - schen 75 und 110 G amm pro Liter Prlparat haben und

wor i n d eThenethadias claimed inglaira 7 dpreia seid aroteinrhag of itscsawree Dy Profaindisdlate. @ fdigmm pr o

Li ter Praff§realciun gaieinates oy a bjendtheraeh said fahhas|as i souice 69y, qoconybericamil er guplherei ne

ei ne Konz¥9e1R0le ofb Ar & blend theeok gndssaig sarhphysirates othes thap tatal elary fiek bave as dheifus

i sol Fert e?f’“§8f&°“?9fad?@|sﬁréﬂ’ alueos PRI Mers, e cafiopydratas opa BIPRthetent s ent r at i on von

t 3G 4 t t. h d -
5n\évaKokosThC?c Is clalI de in cal; a&gﬂ:g in cfgi %n%jflgg us rgcie%aé?n {‘}vug%] OJ a

Bal | ast st Ri & gé“gtgar %mfglh een ¥ and ams7 agﬁﬁ? at
habeg uUndgra@ylpea Bk %ngséjﬁgmt &bt fﬁer .@u:sa E%tm R 3 Yl P 15
oder aus ghRepereSsiidtaladi €ser stanmen. 6. Verwendun er I'nhaltssto

nach Anspruch 1 odor 5 zur Herstellung e| nes Nahrpraparat es, mt dem

Saugl i ngeThsUMhstRRNANHiméDin e 6 Whedsinksa@Graidin R df VdhabRinatior? B apBrong%lfyalbrSen zur
Her st el | ugramslger i@ wgtomn@s aidi Has s |1 sduio @0y Profln iduhad) said fat &, of WelordaRtRatibrpbigende
Schrast t e appfosiviately 137.4[rBymcpeg iier efrformulaand pcisGlE abete dvVBlagEof @by &rid doedatiediiquel | e
I N WAsser andvseid clrbshydraies incloding totaindietaly $belPare toba nonzentrhting aﬂappmdﬂi’elyWS.GIgI%s

Pr ot ei nl 6pantitgr efiforquigland exppt serfthogs from diotaryidibbr tewdhgsciheit sorce suckdés sregorn sggur ch

ei ne Kohl efijasderegsung ent st eht; 25 3) M schen von M neraistoffen in
. Wasser, wodurch eine M neral stoffl 6sung entsteht; 4) D spergieren von

\_gal |45 PeleBAERIIGNe of ner ausr ei chenden I\/En e Wsser, um eine Losung mit

ger i ngEPteltasRRIUsha iir f?@eﬁ‘fﬁ"d@ﬁ"gﬁﬁﬁ?}%tﬂép CHzkh PEFR: BB Wi Ms8Rg ent st eht: 5)

Zusa ng net er en d Pr o ei nl osung, der Kohl enhydr at | osung,
der mTlr?er H‘fgﬂ’ Er ?g‘?’el ] nﬁl' gd ej [te ng von

P Zen0| E&n%hﬁraﬂ @i'jfhﬁlél Z&U rdmm ropr(:er|Pr ar ;ben,

H tzever ar &et’éi' &‘ern BXfRlstlofiin Lﬁ z'w.sth n

Hi nzuf Ugen u\q@.$ﬁﬁ§r FaXS pyocl_t}g,rpr aa@ﬁgb der vererni gt en osun c1°

Hi nzuf Ugen 4YQEIIa¥l‘§§f%erechérﬁrﬂ|I@nééﬁﬂ‘aﬁbmiu@écﬁenl-éjlsmg4b'(§an?1“ Qqqtergﬂmr}-é \Qﬁi%ﬂrf
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2. Préparat nach Anspruch 1, worin die Proteine eine Konzentration zwischen 15 und 21 Gramm pro Liter
Préparat haben, worin die Fette eine Konzentration zwischen 23 und 40 Gramm pro Liter Préparat
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3. Préparat nach Anspruch 2, worin die Proteine aus isolierten Soja-Proteinen oder Natrium- und Kalzium-

Kaseinaten oder aus siner Mischung dieser stammen, worin die Fette aus Soja-, KokosnuB- oder Mais8|
oder aus einem anderen Pflanzendl oder einer Mischung dieser stammen, und worin die Kohlenhydra-
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55 oder einer Mischung dieser stammen.

4. Priparat nach Anspruch 1, worin die Proteine eine Konzentration zwischen 15 und 20 Gramm pro Liter
Priparat haben, worin die Fette eine Konzentration zwischen 24 und 38 Gramm pro Liter Préparat
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56 8) traiter thermiquement et homogénéiser la solution associée,
_7) ajouter des vitamines solubles dans I'sau 4 la solution associée et
8) ajouter de I'eau pour diluer la solution associée jusqu'a la concentration calorique souhaitée, de
sorte que la teneur en fibres alimentaires totales dudit lait diététique est comprise entre 3,1 et 14,1 g
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25 comme source, un mélange d’huiles de soja et de noix de coco et lesdits glucides, y compris les fibres
alimentaires totales, ont une concentration d'approximativement 75,9 g par litre de lait diététique et,
excepté pour ceux provenant des fibres alimentaires, ont, comme source, le saccharose ou le sirop de
glucose ou un mélange de ces derniers.
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