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<Subject of search>
(1)
(1-1)

Claim 1 relates to a process for producing a medicinal preparation
having improved dissolution properties by using a desired hardly soluble
drug and a compound, i.e., “a hardly soluble drug capable of forming
a micelle” and “a compound stabilizing a micelle structure”. Although
claim 1 involves combinations of any hardly soluble drugs with any
compounds as described above, only part of specific combinations of such
a hardly soluble drug with a compound are supported by the description
in the meaning within PCT Article 6 and fully disclosed in the description
in the meaning within PCT Article 5.

Since the scopes of “ahardly soluble drug capable of forming amicelle”
and “a compound stabilizing a micelle structure” (i.e., what compounds
are involved respectively in the scopes) are unclear, claim 1 does not
comply with the requirement of clearness in the meaning within PCT Article
6 too. (Concerning the “hardly soluble drug”, examples are merely cited
in the paragraph [0005] in the description “the hardly soluble drugs
to be employed in the invention include, for example, - -™ and the scope
of the “hardly soluble drug” is still unclear even though taking the
statement therein into consideration.)

(1-2)

Although the “hardly soluble drug” is specifically defined in claim
2 as “that forms a micelle in water exclusively in the presence of an
acid or an alkali and/or under heating”, such a “hardly soluble drug”
also suffers from the same defects according to PCT Articles 5 and 6
as discussed above. Moreover, the description does not fully discloses
inthemeaning within PCT Article 5 evenwhether or not AP-1067 and APC0576,
which are hardly soluble drugs employed in EXAMPLES in the description,
actually form a micelle in water “exclusively in the presence of an acid
or an alkali and/or under heating” (i.e., forming no micelle under other
conditions).

(1-3)

Such being the case, the search was made mainly on prior arts reporting
or suggesting the following factors (a) and (b) regardless of the presence
or absence of the statement “forming amicelle” or “stabilizing amicelle
structure”. Fromthe viewpoint (a), the scope tobe searched is extremely
broad and, therefore, only part thereof was examined.

(a) prior arts reporting the improvement in the solubility of a hardly
soluble drug in an aqueous medium achieved by combining:

at least one of the treatments employed in EXAMPLES 1 to 3 in the
description of the present case, i.e., treatments with an acid or an
alkali, heating and ultrasonication, with

a treatment including the addition of at least one member selected
from the surfactants and water-soluble polymers as specified in claims
5 to 7; and
(b) medicinal preparations with the use of, as a hardly soluble drug,
AP-1067 or APC0576 specifically employed as a drug in EXAMPLES 1 to 3
in the description of the present case, and a process for producing the
same.

(Continued to extra sheet.)

Form PCT/ISA/210 (extra sheet) (January 2004)
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(1-4)

It is specified in claim 1 that “a hardly soluble drug capable of
forming a micelle” is dissolved in water to form a micelle and then the
micelle structure is stabilized. In EXAMPLE in the description of the
present case, however, APC0576 was dispersed or dissolved in an agueous
solution of acetylpyridinium chloride monohydride/hydrochloric acid and
then subjected to heating/ultrasonication in that state (see, EXAMPLE
3). Therefore, it is recognized that an embodiment wherein a hardly
soluble drug is treated with an acid or an alkalil or subjected to heating
or ultrasonication in the presence of an aqueous medium containing “a
compound stabilizing a micelle structure” is also involved in the scope
of the treatment as specified in claim 1. The above-described search
(1-3) was made on this assumption.

Continuation of B. FIELDS SEARCHED
Electronic data base consulted during the international search (name of data
base and, where practicable, search terms used)

medicinal components cited in the examples on this application
description)

Form PCT/ISA/210 (extra sheet) (January 2004)
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