- 1 Papaya Puree and its Use The invention relates to
a nethod for preparing a puree pre- paration from
Carica papaya fruits. Carica papaya (nelon tree)
bel ongs to the famly of Cari- caceae, order Violales,
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The first written reports on possible healing effects go
back to the Spaniard Oviedo (1526). Dr. Mario Rojas Alba, Pres-
ident of the Mexican Institute for Traditional Medicine, has
been intensely engaged in exploring the healing effect of this
fruit since 1996.
So far, six different enzymes have been isolated:
- papain
- chymopapain A and B
- lysozyme
- lipase
- glutamine cyclopherase
- callose
In additicn, papayas are very rich in:
- pectin
- vitamins A, B, C
- esgsential fatty acids
- bioflavonoids
- potassium
- calcium
- magnesium

- phosphotides



- phosphotides - 2 - peptides - amino acids (e.g.,
arginine) The glycoside carpain is said to exhibit a
cardiotonic activity. In addition to their use as
food, the fruits of Carica _pgpaya are used to produce
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least 30 minutes in an oxygen-containing atmosphere,

- optionally crushing, mixing and straining the cooled fruits or

crushed fruits until a homogenous puree is obtained.

In a surprising manner, a puree thus prepared under consid-
eration of the appropriate cooking and cooling times turned out
to be particularly suitable for the treatment of digestive dis-
orders; a property that will net occur, or occur only to an ex-
tremely slight extent, if said cooking and cocling times are not
observed.

The minimum period of 30 minutes refers to cooking condi-
tions at normal pressure, yet the minimum cocking time will be
accordingly reduced if the raw material is ccooked under pres-
sure.

The fruit cooking according to the invention - as a function
of the water content of the employed fruits - is preferably per-
formed with at least twice the volume of an aqueous solution



of the water content of the enployed fruits - is
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morérégéflﬁret§g %98% hg%m%e peeled and stoned prior to cook-
ing. On that occasion, the fruits may also be crushed straight-
away prior to the cooking process, e.g. by sieving.

The best results will be obtained with Carica papaya fruits
that are half-ripe to ripe. The state of ripeness of papaya
fruits may be defined by way of their colors: unripe fruits have
100% green skins, half-ripe fruits are 50-75% yellow, ripe
fruits are 80-100% vyellow.

According to a central aspect, the present invention relates
to the use of a puree preparation from Carica papaya fruits,

which is producible by the method according to the invention,




According to a central aspect, the present invention
relates to the use of a puree preparation from Carica
papaya fruits, which is producible by the nethod
according to the invention, -,4 for the production of
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the invention.

Thus, tree-ripe picked fruits, for instance, have a water
content of around 88% and a sugar content of 8 to 12%. If they
were used to produce a 1:1 product, twice the dose would, for
instance, have to be administered with the dosage indications
listed below in order to provide improvement in the case of con-
stipation, i.e., actually four tablespoons twice, or 40 ml
twice, instead of two tablespoons twice, or 20 ml twice, re-
spectively. At a concentration of about 2:1, based on tree-ripe

picked fruits, which concentration is particularly preferred, a
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its excellent prophylactic and therapeutic properties, and, in

particular, special immune-strengthening and wound-healing-pro-
moting effects, particularly with ulcus cruris, as well as ef-
fects for the reduction of the insulin demand in diabetic
patients, for increasing vitality and for improving conditions
of patients suffering from Parkinson's disease have been ob-
served in the context of clinical studies carried out with the
preparation obtainable according to the invention. These indica-
tions, therefore, definitely constitute an outstanding aspect of
the present invention -~ in addition to the treatment of digest-

ive disorders.
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water for 3 hrs and then allowed to cool, opened, at room tem-
perature for & hrs.

After cooling, the coocked material is supplemented with cit-—
ric acid until the pH drops to about 3.8% (around 600 g).

After this, the cooled cooked material is mixed or strained
to a fine puree, filled in 1l-liter glasses, closed and pasteur-
ized.

2. Larger-scale production of the puree according to the inven-
tion

For the production of larger guantities and, in particular,
for on-site production (in the country of origin of papavas),
the following preprocessing has proved to be advantageous:
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In this case, the puree concentrate (according to the ordin-
ance on food stuffs, a concentrate is referred to as such from a
concentration of 2:1) is filled into glass bottles and sub-
sequently pasteurized.

B) Pillow bags or stickpacks

The puree concentrate is portioned into stickpacks (of 20 ml
each), welded and subsequently pasteurized as well, or aseptic-
ally filled at once in the hot state.
3. Study on the effectiveness of the papaya preparation accord-
ing to the invention in geriatric patients suffering from chron-
ic constipation

3.1. DESCRIPTION OF THE PREPARATION UNDER STUDY

Tree-ripe picked papaya fruits are peeled and stoned and
subsequently cooked with twice the volume of an aqueous solution
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During the entire examination period, the stool behavior of
the patients was documented extremely precisely on special docu-
mentation sheets.

The escape therapy, i.e., where no defaecation occurred des-
pite the administration of the study preparation, comprised 2
Microklist™ administered on the third day without defaecation
and 1 Relaxyl™ administered on the fourth day without defaeca-
tion.

3.3. STUDY COURSE

Forty patients or residents who complied with the above-
defined criteria were included in the study.

In the preliminary phase, 8 patients were excluded from the
study. The reasons were lacking compliance, the dislike of the

taste of the preparation according to the invention or insuffi-
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this prospective study, which was carried out in 40 patients or
residents of a geriatric department (immobility, multimorbidity)
using a so-called nutritional supplement, namely a papaya pulp
form prepared according to the invention (= CARICOL®). Special
mention should be made of the course of the constipation degree
in a female patient having a PEG probe, to whom the preparation
was administered by the aid of a so-called Alexander syringe (by
which dosages could be most accurately observed): preliminary
phase 1.38, 1°* examination phase 0.4, 2™ examination phase 0.

4. Use of the papaya puree according to the invention for the

treatment of chronic constipation
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After this, the therapy was suspended for three weeks.

In the subsequent phase 2, the administration of CARICOL®
was continued with twice the concentration twice a day for 6
weeks.

DOSAGE:

Phase 1: Single concentration of CARICOL™ at a daily dose
of 40 ml, which corresponds to the amount of 2x2 tablespoons.
Intakes each occurred shortly before the meals in the morning
and at lunch.

Phase 2: Double concentration of CARICOL®™ at a daily dose
of 40 ml, which corresponds to the amount of 2x2 tablespoons.
Intakes each occurred shortly before the meals in the morning
and at lunch.
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0 =t hacgsoef stool = liquid = pasty H = hard RESULTS:

At the_beginning of the prelimnary phase, the average

I =pBPTFRénSEPOPast y/ | i quid stool was 4 days/week, that

+ =otraeemabrskeebl was 2.5 days/week. Already shortly

. =af E.Ehe onset of the therapy phase, a bal- ance
_begﬁéén pasty/liquid stool and normal stool could be
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ancéhgégggegagasty/liquid stool and normal stool could be
reached.

In the final week of phase 1, the average portion with nor-
mal stool reached about 5 days/week and the average portion with
pasty/liquid stool could be reduced to about 1 day per week.

In that period of observation of phase 1, a majority of days
with pasty/liquid stools could be reversed into a majority of
days with normal stools in all 10 subjects.

After three weeks of discontinuation, the average portion of
normal stools in phase 2 at the beginning of the therapy was
only 3.8 days/week (after 5 at the end of phase 1), that of
pasty/liquid stools was 2.7 days/week.

In the final week of phase 2, the average portion with nor-
mal stool reached about 3.1 days/week and the average portion of
pasty/liquid stool could be reduced to about 1.8 days a week.

A comparison between phases 1 and 2 demonstrates:

In geriatric patients, the stool tends to resume its origin-
al form after discontinuation of the therapy.

In the case of chronic diarrhoea, the therapy in phase 1
with the single CARICOL™ concentration yields better results
than the double-concentration therapy of phase 2.
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Excluded were patients or residents who fulfilled at least
one of the following criteria:

- known malignant tumor

- stoma

~ bloocd in the stool

- higher-grade heart insufficiency

- existing morphine therapy

The course of the study was divided into a preliminary peri-
od of 25 days, an examination period 1 of 35 days, during which
the preparation according to the invention was administered
twice a day (3 tbsp. before breakfast with some water, 3 tbsp.
before lunch with some water), an examination period 2 of 21 to
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4 patients showed a deterioration of the degree of constipa-
tion.

In the examination phase 2, a remaining total of 14 patients
continued to be observed. Of these, 5 patients showed a further
continuous decrease of the constipation quotient despite a dose
reduction. 3 patients showed no change relative to examination
phase 1 despite a dose reduction to 2 tablespoons once before
breakfast (one third of the dose) in the examination phase 2. In
the examination phase 2 (dose reduction), 3 patients experienced
a deterioration as against the examination phase 1, yet a marked
improvement over the preliminary phase. In 3 patients, an in-
crease in the degrees of constipation relative to the prelimin-
ary phase cccurred. In those cases, separate examinations at
higher dosages of the study preparation are recommended.

In addition to the development of the degree of constipa-
tion, the course of the interventions is also noteworthy. If an
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The motor functions of a patient suffering from Parkinson's
disease could be visibly improved after a therapy with the
papaya extract prepared according to the invention.

From the above observations in the context of the studies
carried out on the indications "chronic constipation” and
"chronic diarrhoea”, it could, therefore, be taken that the
agent according to the invention definitely also had positive
effects on metabolism, the body's defence forces, the state of
patients suffering from Parkinson's disease, wound healing and
even blood circulation.
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