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Chromatograms for bioactive complex of triterpene acids produced from:
(1) Salvia Sp., (2) Lavandula Sp., (3) Sambucus Nigra, (4) Crataegus Sp.;
0.A. = oleanolic acid; U.A. = ursolic acid.

(57) Abstract: The invention relates to a bioactive complex of
triterpene acids, as such or in the form of Na, K, NH4 salts of
minimum 90 % purity, with a standardized content formed of:
minimum 75 % ursolic acid, 10...15 oleanolic acid and 4...10 %
other triterpene acids consisting of one or more of the follow-
ing acids: hydroxyursolic, hydroxyoleanolic, betulinic, dehydro-
betulinic, produced from the plants Salvia sp., Lavandula sp.,
Sambucus nigra and Crataegus sp. The production process rec-
ommends increase of selectivity and efficiencies of extraction,
purification and crystallization steps by using structured waters
("I" - acid pH water and "S" - alkaline pH water) in the composi-
tion of solvents used. The bioactive complex of triterpene acids
has a marked and diversified pharmacological activity for bioreg-
ulating proteinic, glucidic and lipidic metabolism, particularly
on aged organisms, as well as immunoprotective, antioxidizing,
hepatoprotective, and retarding activity in tumour progression,
being conditioned as new medicinal products for internal and/or
external use with applicability in human and veterinary therapy.
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Box Il Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons:

1. ]:' Claims Nos.:
because they relate to subject matter not required to be searched by this Authority, namely:

vV
2. Claims Nos.:
because they relate to parts of the International Application that do not comply with the prescribed requirements to such
an extent that no meaningful International Search can be carried out, specificalily:

see FURTHER INFORMATION sheet PCT/ISA/210

3. D Claims Nos.:
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

Box lll Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows:

1. D As all required additional search fees were timely paid by the applicant, this International Search Report covers all
searchable claims.

2. D As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment
of any additional fee.

3. I:l As only some of the required additional search fees were timely paid by the applicant, this International Search Report
covers only those claims for which fees were paid, specifically claims Nos.:

4. l:l No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

Remark on Protest D The additional search fees were accompanied by the applicant’s protest.

I:I No protest accompanied the payment of additional search fees.
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FURTHER INFORMATION CONTINUED FROM PCTASA/ 21(

Continuation of Box II.2

Applicant’s attention is drawn to the fact that claims 1-5 are drafted
in the form of a "product-by-process” claim.

Hence the product per se must be novel and inventive etc. independently
from the process by which it is obtained.

Thus, the origin from the plant species as claimed (i.e. Salvia etc.) is
not Timiting.

Furthermore, Applicant’s attention is drawn to the fact that the term
"such as" used in claim 1 ("4....10% other triterpene acids such as...")
is not 1imiting contrary to the phrasing "consisting of" used e.g. in
claim 2.

Hence, a violation of Article 5 and/or 6 PCT is objected.

In addition, it is pointed out to the Applicant that the wording of
claims 1-12 is unclear with respect to the amounts,

since it reads "a minimum 90% content of triterpene acids represented
by...". The following Tisting, however, comprises a minimum of 75%
ursolic acid, 10 % oleanolic acid and 4 % other triterpene acids, this
sums up to 89 %

The applicant’s attention is drawn to the fact that claims relating to
inventions in respect of which no international search report has been
established need not be the subject of an international preliminary
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO
policy when acting as an International Preliminary Examining Authority is
normaily not to carry out a preliminary examination on matter which has
not been searched. This is the case irrespective of whether or not the
claims are amended following receipt of the search report or during any
Chapter II procedure. If the application proceeds into the regional phase
before the EPO, the appiicant is reminded that a search may be carried
out during examination before the EPO (see EPO Guideline C-VI, 8.5),
should the problems which led to the Article 17(2) declaration be
overcome.
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