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1 A composition for inhibiting an increase in, or lowering,

a blood sugar level, in a human patient in need thereof, consisting essen
tially of:

a concentrate of ethanol or ethanol aqueous solution extract of leaves o

T Lagerstroemia Speciosa, Linn. or Pers, having a corosolic acid content

of 0.01 to 15 mg per 100 mg of the concentrate.
(
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2 The composition according to claim 1, wherein said ethano

I solution contains 50 to 80 by weight of ethanol.

(
)
()
DETAILED DESCRIPTION OF THE INVENTION( )
Prior Art of the Invention ( )

Further, there has been no specific clinical knowledge of component(s) o
T the extract of leaves of Lagerstroemia Speciosa, Linn. or Pers. which ha
s/have activity in the therapy of human diabetes....

The present inventor has therefore studied a relationship between compon
ent(s) of an extract of leaves of Lagerstroemia Speciosa, Linn.or Pers. an
d an increase in human blood sugar level on the basis of clinical tests. W
hen a composition which was a concentrated extract of leaves of Lagerstroe
mia Speclosa, Linn. or Pers. and which had a specific content of corosolic

acid was administered to mild-case diabetes patients who had a fasting bl

ood sugar level of slightly higher than approximately 110 mg/dl and who we
re insulin-non-dependent, it was found that an increase in blood sugar lev
el was inhibited and that the blood sugar levels decreased on average.

According to studies by the present inventors, it has been also found th
at the composition which had a specific content of corosolic acid can be o
btained by extracting, concentration and drying leaves of Lagerstroemia Sp

eciosa, Linn. or Pers., under a specific condition. (

)
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mg/dl

)
EXAMPLES( )

Example 1
(1) Preparation of concentrate from dry leaves of Lagerstroemia Specios
a, Linn. or Pers.

1 kg of dry leaves of Lagerstroemia Speciosa, Linn. or Pers, from the Phi
lippines were cut, placed in 5 liters of a 80 wt % ethanol aqueous sol
ution and extracted under reflux under heat(approximately 85 )for 1.5 hou
rs. After the extraction, the leaves of Lagerstroemia Speciosa, Linn. or P
ers. were separated by filtration, again placed sic a 80 wt % ethanol
aqueous  solution and extracted under reflux under heat (approximately 8
5 ) for 1.5 hours. The leaves of Lagerstroemia Speciosa, Linn. or Pers. w
ere separated by filtration. Extracts obtained by the first and second ext
raction procedures were combined, and 500 g of activated carbon was added
to carry out decolorization. After the activated carbon was removed, ethan
ol and water were removed under reduced pressure at 60 to give a concent

rate. Then, the concentrate was maintained further under reduced pressure
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at 60 to give a dry solid. The solid was pulvcrized to give 150 g of a p

owdery concentrate. (

)

@

)

(2) Analysis of corosolic acid
One gram of the powder concentrate obtained in the above (1) was dissolve
d in 10 ml of methanol and analyzed by high-performance liquid chromatogra
phy (HPLC) to show a corosolic acid content of 30 mg in the above concentr
ate(corresponding to 3 mg of corosolic acid per 100 mg of the concentrat
e.) ( )
( &)
€N ml
(HPLC)
( mg mg ) )
(3) Preparation of tablet
The powdery concentrate obtained in the above (1) was used to prepare ta

blets containing the following components for a clinical test. (
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)
( €))
(1)
)
The above components were homogeneously mixed and prepared into tablet
s having a weight of 250 mg each (“"tablets A" hereinafter) with a tablet m
achine.
Further, tablets containing no powdery concentrate(™ tablets B" hereinaf
ter) which were indistinguishable from the tablets A were prepared in the
same manner as above except that diluents alone were used without the powd

ery concentrate. ( )

( «¢ 7 7

«¢ = ) )
(4) Clinical test

Twenty-two mild-case insulin non-dependent patients having a a fasting b
lood sugar level of approximately 100 to 210 mg/dl were classified into tw
0 groups.

The Group (11 patients of one group) were allowed to take three tablet
s A each time after meals three times a day with a cup of water for 4 week
s from the beginning of the first to the end of the fourth week, and the t
ablets B were administered under the same conditions for 4 weeks from the
beginning of the fifth week.

On the other hand, the Group (11 patients of the other group) were all
owed to take three tablets B each time after meals three times a day with

a cup of water for 4 weeks from the beginning of the first to the end of t
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he fourth week, and the tablets A were adminstered under the same conditio
ns for 4 weeks from the beginning of the fifth week.

In the beginning of the adminstration, after 4 weeks and after 8 weeks f
rom the adminstration, bloods of the patients were sampled three times and

studied for blood sugar levels. Table 1 shows the results. (

)
( %)
mg/dl
( )
( )
)
TABLE 1
Beginning After After
4 weeks 8 weeks
Group 169.1 - 132.8 - 143 .4
(11 patients) tablet A tablet B
Average(mg/dl)
Group 129 - 128 - 110
(11 patients) tablet B tablet A
Average(mg/dl) ( )

(
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169.1 - 132.8 - 143.4

a1 ) A B
(mg/dl)
129 - 128 - 110
a1 ) B A
(mg/dl) )

The talbets A were studied for a significant difference to show a Pro
b>(T) value of 0.0030 and that the tablets A had a high-degree significant
difference in decreasing the blood sugar level. ( )
( Prob>(T)
)
(Reason for allowance)
( )

The prior art does not teach or fairly suggest the claimed composition.
The prior art of MURAKAMI et al.(Chem. Pham. Bull.(1993) vol.41(12), page
s 2129-2131) teaches an extract of Laegerstromia comprising 0.17 mg of cor
osolic acid per 100 mg of concentrate(p.2131), but MURAKAMI®s extract is a
methanol extract. The prior art of TSUNODA et al.(JP 07228539) teaches th
at Laegerstromia leaves may be subjected to extraction with organic solven
ts,including ethanol, but is silent with regard to the amount or concentra
tion of corosolic acid in the resulting concentrate. As TSUNODA and MURAKA
Ml teach extraction with different solvents, and the content of a concentr
ate resulting from extraction with different solvents would be expected to

be different, one skilled in the art would not have reasonable sic exp
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ected that a concentrate resulting from the extraction method of TSUNODA w
ould comprise the same amount of corosolic acid as that in the concentrate

of MURAKAMI. For these reasons, the claims are allowable.

(

)
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()
( )
(enablement requirement)
(35 U.
S.C8112) (
)
(
)
(
)
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(Inequitable conduct)
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mple )
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