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Des'criptkion

A PROTOPANAXTRIOL COMPOSITION FOR THE TREATMENT OF PROSTATE
* CANCER AND BENIGN PROSTATIC HYPERPLASIA

Technical Field

~ The invention relates to a protopanaxtriol corhposition‘fOrm’ed for the treatment of the

prostate cancer and the benign prostatic hyperplasia.

State of the Art

Today, the prostate cancer is a disease that occurs with the development of cancer
in the prostate, which is a secretOry gland associated with the male reproduction
- system. The cancer develops when fhe__prostate cells undergo change and begin to
increase in an uncontrolled manner. These cells may in time spread from the
‘prostate to the other regions _of the body, eépeCiaIIy the bones and the lymph
(metastasis). The prostate cancer.rhay' I'ead}to_such 'syrhptoms as pain, difficultyv in
urination and erectile dysfunction. On the other ha"nd, these symptoms are observed

only in the advancing stages of the disease.

In addition, today the simultaneously elevated levels of the testosterone and estrogen
hormones underlie the cases of prostate cancer and benign prostatic hyperplasia. In
fact, if testosterone is not converted to DHT by way of alpha reductase interaction, it
interacts with aromatase to be converted to ‘estradIOI, which (the simultanébusly
elevated levels of testosterone and estro‘gen)‘ in turn leads to the prostatic

hyperplasia, and the prostate cancer in more serious conditions.

The existing therapies involve the use of alpha reductase blockers and the estrogen
supplements. Such therapies usually fail to yield satisfactory results and they may
also cause permanent fertility disorders and sexual dysfunctions. The same active

agents also result in gynecomastia (enlargement of breast tissue) and feminization.
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Also,; the invention no. US20080129537P entitled “Diglycidic ether derivative
-~ therapeutics and methods for their use” provides a compound having a structure of
the Formula | or Formula Il. Uses of such compounds for the treatmeht of various
indications, including prostate cancer, and the methods of treatmeht involving such

compounds are also provided. -

Also, the invention no. US19970046236P entitled “Aryl-substituted piperazines useful
“in the treatment of benign prostat'ic.'hyperplasia” reiates‘to a series of aryl-éubstituted
| piperazines of the Formula (1), the pha'rm,aceut_ical ‘compositions containing the same
and the intermediates used in the manufacture of the same. The compounds of the
inve.ntion seléctively inhibit the binding to alpha-1a adrenergic receptor, a receptor
that plays a role in the benign prostatic hyperplasia. Therefore, the compounds are

potentially useful in the treatmeht of this disease and other diseases.

- As a result, the presence of the need for a composition of protopanaxtriol for the
-treatment of the prostate cancer and the benign prostatic hyperplasia and the
inadequacy of the existing solutions have made it necessary to perform an

improvement-in the relevant art.

Object of the Invention

In order to eliminate the disadvantages of the» state of the art, an object of the
invention is to prevent the formation of the cancerous cells, reduce, by way of
suppressing nf-kappa-b, the inflammation frequently encountered in the cases of -
benign prostatic hyperplasia and étimulate, owing to the anti-estrogenic character,

the reduction of the prostate size back to the normal.

Another object of the invention is to benefit from the ability of protopanaxtriol to treat
“the benign prostatic hyperplasia and prostate cancer, owing to the prevention of the
simultaneous development of malignant cells and tissue-selective anti-estrogenic

properties.
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Another object of the invention is to enable proto'panaxtriol, which reduces the level
gf PSA (prostate specific antigen) effectively and within a short time, to reduce the

~ expression of aromatase in the prostate tissues.

In order to achieve the aforesaid advantages, the invention is a composition for the
treatment of the prostate cancer and benign prostatic hyperplasia, said composition -
- being obtained by the components selected from the group consisting of 20-(s)-
“protopanaxtriol, 20-(s)-B-protopananxtriol, .1-protopanaxtrion thét .are used individually |

or in combinations.

" The structural and characteristic features and all the advantages of the invention will
become more clearly understood from the detailed description provided below and
therefore, the evaluation must be made. taking this detailed description into

- consideration.

Detailed Description of the Invention

The invention is a protopanaxtriol composition formed for the treatmeht of the -

prostate cancer and the benign prostatic hyperplasia. -

Protopanaxtriol, the ingredient of the composition according to the invention, is a very
active anti-mutagenic glucopyranoside derivative naturally contained by the ginseng
family in trace amounts. It prevents the formation of the cancerous cells, reduces, by
way of suppressing nf-kappa-b, the inflammation frequently enbountered in the cases
of benign prostatic hyperplasia and stimulates, owing to the anti-estrogenic

character, the reduction of the prostate size back to the normal.

Protopanaxtriol has the ability to treat the benign prostatic hyperplasia and prostate
cancer, owing to its prevention of the simultaneous development of malignant cells -

and.its tissue-selective anti-estrogenic properties.

' Protopanaxtrioi, which reduces the level of PSA (prostate specific antigen) effectively

and within a short time, reduces the expression of aromatase in the prostate tissues.

3
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The composition according to the invention compbrises 20-(5)—protopanaxtriol, 20-(s)-

B-protopanaxtriol, 1-protopanaxtrion.

Said formulation is obtained by a mixture of the aforesaid compon_ehts according to
the following ratios by weight: . | | |
30-22% 20-(s)—protopénaxtrio|,
50-18% 20-(s)-B-protopanaxtriol,
20-10% 1-prdtopanaxtrion.

The composition is obtained from the  aforesaid components selected from the
aforesaid group and used according to the mentioned weight ratio ranges individually

or in combinations.

Said invention also encompasses the use of said protopanaxtriol_cdmposition for the
treatment of prostate cancer and benign prostatic hyperplasia ‘and the manufacture

thereof for this purpose.
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CLAIMS

. A composition for the treatment of the prostate cancer and benign prostatic
hyperplasia, said composition being obtained by the components selected
from the group consisting of 20_-.(s)-protopan'axt‘riol, 20-(s)-B-protopanaxtriol, 1- -

protopanaxtrion that are used individually or-in combinations.

2. A composition according to Claim 1 characterized in that it comprises 30-22%

by weight 20-(s)-protopanaxtriol. -

3. A composition according to Claim 1 chafacteriied in that it compriseé 50-18%

by weight 20-(s)-B-protopanaxtriQ].

4. A composition according to Claim 1 ‘cha'racterize‘d in that it cofnpfises 20-10%

by weight 1-protopanaxtrion.

5. Use of the components according- to Claims 1 to 4 obtained individually or in
combinations from the group consisting of 20-(s)-protopanaxtriol, 20-(s)-B-
protopanaxtriol, 1--protopanaxtrioh for the manufacture of a composition for the

treatment of the prostate cancer and benign prostatic hyperplasia.
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