A COVPCSI TI ON FOR TREATI NG DI ABETES AND A PROCESS THERECOF Technical Field
The -present invention relates to a novel herbal conposii

treating diabetes. Mre particularly, the present i nvmﬂ"mmmmmmmmES to a
novel herbal conposition which is effective against pylorig,ligation

i nduced ul cer nodel and histam ne induced ul cer nodel.

invention also relates to a nethod for the preparation of the conposition.
Background ArtA DCaier@SITI®N! iRORs OREAMMNG MDIXBEFESr rANDt & aRRACEBSt es-is a
condition in which a person has a high blood sugar (glucose) |level as a
result of {HERIAY either not producing enough insulin, or because body
cells do not properly respond to the insulin that is produced. Insulinis
a hornone produced in the pancreas which enables body cells to absorb

gl ucose, to t“fe@hﬁi?&l(i«‘iglﬂer gy. If the body cells do not absorb the glucose,
t he gl ucose accumnmulates in the blood (hyperglycema), |eading to various
potenti al rredméaﬂf;res‘egfrm\jeﬁ@sd eidgtes AS a alov@lORGbAt conBRSitiod #dr el dréadifig peopl e
wor | dwi de suffer from di abetes, or 2.8% of the population. Type 2 di abetes
is by far tdebegpsMaonponculaly etti pgs@d nwedivh oflatet He ). Brvelli lxied es

popul ation. Type.1l treatnents usually inc]ude conbinations of regular or
NPH i nsul i FOMRARASY W%lgfﬁtﬁeff iy dgfinsh Pdﬂ%cob%".“o%dﬁﬁ‘fﬁfaé/ 6eF (RRdef 0@t on The
mai n obj ect, . . i i [.S: royi d r

composi &1 ot Hupe FoBbEAE Al BEEThE PRyisp R R eplh B o

i nvention ipsedaftiBh OFihE SoBpditRmess for the preparation of the conposition. .
I n doing so, the present 1nvention provides a herbal conposition for
treating di al®dckgroundArsai d conposition is consisting of 4-10% by w. of
an extract from Radix Coptidis and 4-11%by w. of an extract from Radi x
Puer ari ae and @a@ete&t@g}hw oftgyg sigyply referred to as diabetes—is a condition in which a

person has a high blood sugar (glucose) level as a result of the body either not
producing enough insulin, or because body cells do not properly respond to the insulin
that is produced. Insulin is a hormone produced in the pancreas which enables body
cells to absorb glucose, to turn into energy. If the body cells do not absorb the glucose,
the glucose accumulates in the blood (hyperglycemia), leading to various potential
medical complications.

As of 2000 at least 171 million people worldwide suffer from diabetes, or 2.8%
of the population. Type 2 diabetes is by far the most common, affecting 90 to 95% of
the U.S. diabetes population. Type 1 treatments usually include combinations of

regular or NPH insulin, and/or synthetic insulin analogs.

Summary of the Invention

The main object of the present invention is to provide a novel herbal composition
for treating diabetes.

Yet another object of the present invention is to provide a process for the
preparation of the composition.

In doing so, the present invention provides a herbal composition for treating
diabetes, the said composition is consisting of 4-10% by wt. of an extract from Radix
Coptidis and 4-11% by wt. of an extract from Radix Puerariae and 5-8 % by wt. of an
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1. extract from Rhizoma C mcifugae, 5-11%by w. of an extract from
Fructus Crataegi, 5- 9%by w. of an extract from Fructus Corni, 8-11% by
wt. of an extract from Punica grantum 4-9% by wt. of an extract from
Pseudobul bus Bletillae, 2-11 % by wt. of an extract from Fructus Rhami,
8-12% by wt. of an extract from Piper |ongue and 2- 11%by wt. of an
extract from Coxtex Eucomm ae along with one or nore pharmaceutically
accept abl e eagbt floweRligand CRiisifughbS-CIOUPO it dfan egadct lemeBratthy Crapleghar ed by
getting all the chinese herbes, adding solvent to extract them and m xing
t he extractss YN bk vonef en enisace fmafm@@@breal&ry%@ae\m &blag eXtraCt from

ddi / d h
Chere v MOnGhEE{ud4e B 3 Lo SOFET HAR ISRFPRES: PlAt LR AR BT eat o
with up to o%grQth% 5?!';/1 Iglﬁlﬁﬁﬁ 80 2‘% %g V\ﬁx(waﬂ%&t ct%mlp ahg'e

anti-diabetic activi he ‘extract can be used to con ypergl ycem a

and parti cul anby b\ JaDMf dnne)&ﬂi@i heMm enkedi FRbinntde hidgg RFigS6Rd of Mve@ation, the
extract is an aqueous extract. Suitable additives include, but are not

limted to phagraoeyicaly ragtapitabirt SlddldJIWFB/ClaS]lﬂllg Tpe ontommspomacramohydczatl}es, sugar,

tal c, magnesium sterate, cell ul ose, um car bonate, st argh-,gel atin
past e, andm&paﬁﬁéma%atallé%q ?W“%%E@B?Sa ding slyenpio extratithim @pd miFipgent |

sol vent an(?h Oetxrt]reé\lcr:ts v%l ﬁn yC Eﬁ;ﬂrg eﬁ‘aq%gse%tlfélgff a%Q%ﬁJ%% ad’%‘ﬂR%Q/cJFEQJs \9{thotu|[?e present

i nvention, Wherern e anoun Ventive conposi may

be a dosag%stutgasmr@dwg@ aétmm @b@m&maret RO no3QRULsiFbIK Gid -effects /lﬁiay,
wherei n the dosage regi ne may be continued for about 2 to about 4 weeks.

Pr ef er abl y aninfds éfaf dad ibeen aremethtwithsumtad36@) tigddg p.angésedbef Weeextmbout 200
to about 1000 ngy/ kgoq% o./day over about 2-4 weeks of treatnent. The
benef i ci al Aseordingdy, othe ¢ #i-diafietini aqtiartidotc dhiep §3iradt offns heuwsad | @seontel about 8
hours once.,adm ni stere | or mammal . | ndeed, the inventive
extract coMRIEPEITHA 28 P\arg%utl%{@oﬂ{&% times nore effective as conpared to

the prior pr O%%Bother‘@rﬁb%@ﬁ“eni MH&bfg&nyﬂl@&ﬁloﬁlaﬁllﬂc @xt?dcgﬁ aﬁ &&%ﬁ§e£tﬂclt. hat

ani mal or
Sultable additives include, but are not limited to a group of nutrients comprising

proteins, carbohydrates, sugar, talc, magnesium sterate, cellulose, calcium carbonate,
starch-gelatin paste, and/or pharmaceutically acceptable carrier, excipient, diluent,
solvent and other hypoglycemic agents.

In another embodiment of the present invention, wherein the effective amount of
the inventive composition may be a dosage that ranges from about 1 to about
3000-mg/kg p. o. /day; wherein the dosage regime may be continued for about 2 to
about 4 weeks. Preferably, the effective amount is a dose that ranges between about
200 to about 1000 mg/kg p. o./day over about 2-4 weeks of treatment.

The beneficial effects of the administered composition should last for about 8
hours once administered to the animal or mammal. Indeed, the inventive extract
composition can be about 20 times more effective as compared to the prior product,
without inducing undesirable side effects in that animal or mammal.

Thus, the present invention provides a herbal composition for treating diabetes,
the said composition is consisting of 4-10% by wt. of an extract from Radix Coptidis
and 4-11% by wt. of an extract from Radix Puerariae and 5-8 % by wt. of an extract
from Rhizoma Cimicifugae, 5-11% by wt. of an extract from Fructus Crataegi, 5- 9%
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Thus, -the present invention provides a herbal conposition for treating

di abetes, the said conposition is consisting of 4-10% by wt. of an extract
fromRadi x Coptidis and 4-11%by w. of an extract from Radi x Puerari ae
and 5-8 % by w. of an extract from Rhizoma C mcifugae, 5-11% by wt. of
an extract fromFructus Crataegi, 5- 9% 2 by w. of an extract from Fructus
Corni, 8-11% by wt. of an extract fromPunica grantum 4-9% by wt. of an
extract froemwisendskuiruiSrdgh EhichlsaCorni-8111% by Wi of @h cRffact €0t ®ahicd r om
Fructus Rhammi, 8-12%by w. of an extract from Piper |ongue and 2- 11% by
wt . of an erantuast4-9% dm dorf axexmacioiem RecvalpbribusiBletillagne-16% byowe of an

pharmaceutical |y acceptable additives/carriers. In an.enpodi nent of the
present | et Jam [ HENARIRERY B2% Y §fu %r%seﬁﬁ%ﬂ”mﬁ%m& Zenbodi nent

of the. pregent ol nenid g o.the BLATEGRRL e RS HPLIET G ofali

Puerari ae an i z0 m cifugae I's roo anot her enbodi nent of

t he presentphidheakican actdpRatid ffattivegtdrri@k. Vitis vinifera, Fructus Corni,
Fructus Rhammi and Fructus Quispualis is fruit. In yet another enbodi nent

of the presentlnamembhodimant dfthe grésamtinyation,olic Rasttiisan aqueaustentradgts fruit rind.
In one nore enbodi rent of the fpr esent |nvention, the plant part. of
Pseudobul bus  IRRBRIAT|EBOMEIeR g ABeBIeSanA IRy 10BN R RAFERIHAHERE ORI he

present inyentipn, the an rt. .of Coxtex ucomm ae i s bark. In another
. t Y& 1Ix F%efarl%eb and 12(;[m @ nglc@l];ga S rE)ot. . E. bark. | th
enbodi ment “Of “t'he present Tnventi on, fRe Addi tives are selected froma

group of nutrilgnkifl £RMRF lefibBINRAOLL RS presAl RARNESAURS plafit @&k .of tVELS .
magnesi um sterate, cellulose, cal cium carbonate, starch-gelatin paste,

and/ or phawimfeesy Frucak CprrclregtisaRhanni ead Fruetus Qeuspugisenfrpit.di | uent, sol vent,
and ot her hypoglycem c agents. Typically, the additives are not
detrinmental t dntyskannshesfombodimest gh et pressnpivenione dher plant partrofyRashigh ot her
enbodi nent of the r.es%nt i nvention, the conposition is admnistered orally
as a caps®@f&ny ggﬁléttr}n syrup, concentrate, powder, granules, aerosol, or

beads. In one more embodiment of the present invention, the plant part of Pseudobulbus
Bletillae is rhizome.

In one another embodiment of the present invention, the plant part of Coxtex
Eucommiae is bark.

In another embodiment of the present invention, the additives are selected from a
group of nutrients comprising proteins, carbohydrates, sugar, talc, magnesium sterate,
cellulose, calcium carbonate, starch-gelatin paste, and/or pharmaceutically acceptable
carrier, excipient, diluent, solvent, and other hypoglycemic agents. Typically, the
additives are not detrimental to the beneficial properties of the extract. In yet another
embodiment of the present invention, the composition is administered orally as a
capsule, tablet, syrup, concentrate, powder, granules, acrosol, or beads.

In accordance with the second object of the present invention, there is provided a
process for the preparation of the novel herbal composition for treating diabetes, the
said process comprises getting all the chinese herbes, adding solvent to extract them,
and mixing the extracts with one or more pharmaceutically acceptable
additives/carriers.

In another embodiment of the present invention, the extract is an aqueous extract.

The invention is described in the examples given below which are provided by a
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In aceordance with the second object of the present invention, there is
provided a process for the preparation of the novel herbal conposition for
treating diabetes, the said process conprises getting all the chinese

her bes, adding solvent to extract them and m xing the extracts with one
or nore pharmaceutically acceptable additives/carriers. |In another

enbodi nent of the present invention, the extract is an aqueous extract.

The i nvent ivay of sihdasidons AL dnd shditd axcgdoasn@t e imitehowopdholife presenpr ovi ded
by a 3 way of illustrations only and should riot be .construed to limt the
scope of theveptiesent invention. EXAMPLES Exanple-1 The dose of
streptozotocin_ is used to induce diabetes mmcking to NIDDM encountered
clinically in WMITItl'iﬁof patients. The NI DDM di abetic rats when treated
with the conpggltign,according to the invention. for 2-3 weeks recovered to
normal state, Whet 6éas the rats of control NI DDM di abetic group conti nued

to have di abetmp dBGfdirgsloidlociies 62UNS Sndiice didWtes BXaRMire & NESDMB% by Wt .
of an extract from Radi x Coptidis and 7% by w. of an extract from Radi X

Puer ari ae ancbuntdrdslclintcallpin Mijoeikt ofgmtierfts. diine RIDDMeiaGetiv isfwigadieat8do by  wt .
of an extract from Fructus Crataegi ,.6%by wt. of an extract from Fructus
Corni, 9%{h the cogposttipneaccprding tp thginpentionatoglahvasks rsenverdiie nowtal an
extract frq Pseudohul bus Bletil‘}l, %‘Vb w. of an extract.firom Fructus
Rhami , 8Os B WPETBT e Rf PPy NP Aiebatc Piohg denilaf SoAES et "an
extract fromeReCIueaRe0age. al ong with one or nore pharnmaceutically
acceptabl e additives/carriers to nmake the conposition according to the
i nvention. TheExamgeiti on (200ng/ kg p. o. ) showed significant
hypogl ycem c activity as tested on normal, 18h fasting, glucose |oaded &
st rept ozot oci rostfdubudvt. of an extract from Radix Coptidis and 7% by wt. of an extract
from Radix Puerariae and 5% by wt. of an extract from Rhizoma Cimicifugae, 8% by
wt. of an extract from Fructus Crataegi, 6% by wt. of an extract from Fructus Corni,
9% by wt. of an extract from Punica grantum, 5% by wt. of an extract from
Pseudobulbus Bletillae, 3% by wt. of an extract from Fructus Rhamni, 8% by wt. of
an extract from Piper longue and 5% by wt. of an extract from Coxtex Eucommiae
along with one or more pharmaceutically acceptable additives/carriers to make the
composition according to the invention.
The composition (200mg/kg p. o. ) showed significant hypoglycemic activity as
tested on normal, 18h fasting, glucose loaded & streptozotocin induced
hyperglycaemic rats. The onset of effect within 1/2h and the effect lasted for more
than five hours. The fall of blood sugar recorded with above dose was 26mg/dl (n=24)
as compared to fall of 17 & 23 mg/dl recorded with tolbutamide, 50mg/kg p. o. (n=9)
and glipizide, 0. Smg/kg p. o. (n=8) respectively in 18h fasting rats. <BR> <BR>
<P>The hypoglycaemic activity was also recorded with plant powder (2. 5g/kg p. 0. )
and flavonoid glycoside isolated from the plant.
Example-3
Get 4% by wt. of an extract from Radix Coptidis and 9% by wt. of an extract
from Radix Puerariae and 8% by wt. of an extract from Rhizoma Cimicifugae, 10%

by wt. of an extract from Fructus Crataegi, 5% by wt. of an extract from Fructus
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hypergl ycaem c rats. The onset of effect wthin 1/2h and the effect |asted

for -more than five hours. The fall of blood sugar recorded with above dose
was 26ng/dl (n=24) as conpared to fall of 17 & 23 ng/dl recorded with

t ol butam de, 50ng/kg p. o. (n=9) and glipizide, 0. 5nmy/ kg p. o. (n=8) :
respectively in 18h fasting rats. <BR> <BR> <P>The hypogl ycaem c activity

was al so recorded with plant powder (2. 5g/kg p. o. ) and flavonoid _

gl ycosi de icophial @d tyvaiTot fieeftaetrom B0aith Igtm@im, 884 bg %othyf it exti@ét fadin €Xt r act
from Radi x Coptidis and 9% by w. of an extract from Radix Puerari ae and

8% by wt. dsewlobalkuy Bletillde; b0fio Riyi wtoafanGixtriacti ffang Epictus Btamipiy 8% by wi. oin ext r act
fromFructus Crataegi, 5% by w. of an extract from Fructus 4 Corni, 10% by
wt. of an éRtexHeat fompRipprlonaus a9 by Woorfs ewtract domGoxiey Eyeqmmiagm

Pseudobul b%?on l»?i&l{ lo%xeagr n%?% %}?%n\é\%eaggllgnEceje%%p(:l%%édvi\{i\?egép?nﬁre sCttou 'cl;kae an I, 8% by

wt. of an exfrac rom an ex ct from

Coxt ex EuCQoRhatiordceftdinditd heGiRn@n.MOr € pharmaceutical Iy acceptable
additives/carriers to make the conposition according to the invention.

Ther e was hi ghlheres wgsihightyarignifiearaviecoyenf of atts fiomorBRBR=BR-BRonmwsolin nsul i n

dependent diabetes nellitus treated with the conposition (ZOOWgékg p. o.

/ day) for 2lepandgptdlicbetss meBitusfreatedrwith Bacomgpesiioatd®lngke pi9 /dydEI 21 ucose

| evel, ii) Effect on bqd weight, iii).SHrvival of the i mal iv) Water
ot ake, | ut neeebien O b Pt freRametdn | o #ftesf et Gy BRETEFodkohai 1§ on
of the ani rWe‘i%\ht,airi‘ﬁi SuivaYi ot the Qﬁinﬁ'&t, %v)t Wa{ep@nta%g)!ugﬁg oHfph' & Blfesénleg ofats.
Exanpl e-4 Get 4% by w. of an extract from Radi x Coptidis and 5% by wt. of
an extract ghicosninReadhiex viPGhaml aenditivh &O6hbyanwhals @fid &i) Eisit rodl cintsf tootite Rhi zoma
C mcifugae, 6%by w. of an extract from Fructus Crataegi, 9% by w. of
an ‘extract verdgdupreefithsraBorni, 10% by wt. of an extract from Punica .

grantum 4% by w. of an extract from Pseudobul bus Bletillae, 9% by w. of
an extract frdm3RI&fus Rhami, 10% by wt. of

Get 4% by wt. of an extract from Radix Coptidis and 5% by wt. of an extract
from Radix Puerariae and 5% by wt. of an extract from Rhizoma Cimicifugae, 6% by
wt. of an extract from Fructus Crataegi, 9% by wt. of an extract from Fructus Corni,
10% by wt. of an extract from Punica grantum, 4% by wt. of an extract from
Pseudobulbus Bletillae, 9% by wt. of an extract from Fructus Rhamni, 10% by wt. of
an extract from Piper longue and 5% by wt. of an extract from Coxtex Eucommiae
along with one or more pharmaceutically acceptable additives/carriers to make the
composition according to the invention.

There was highly significant recovery of rats form non-insulin dependent
diabetes mellitus treated with KA <BR> <BR> (200mglkg p. o. /day) for 2-3 weeks as
per with following parameters: 1) Blood glucose level, ii) Effect on body weight, iii)
Survival of the animals, iv) Water intake, urine output & presence of glucose in urine,

v) General condition of the animals and vi) Visit of ants to the voided urine of the rats.



an extract from Piper |ongue and 5% by w. of an extract from Coxtex
Euconmi ae along with one or nore pharmaceutically acceptable
additives/carriers to make the conposition according to the invention.
There was highly significant recovery of rats formnon-insulin dependent

di abetes nellitus treated wth KA <BR> <BR> (200ngl kg p. o. /day) for 2-3
weeks as per with follow ng paraneters: 1) Blood glucose level, ii) Effect
on body wei ghtGLAIMS Survival of the animals, iv) Water intake, urine

out put & presence of ?I ucose in urine, vVv) Ceneral condition of the aninals
and vi) Visit lofAgdrerbal tagmphsitiowifoe dreaftrign diabdtes, hehareinsthe ScomipaiBn i3, A
herbal conposition faor treati di abet es erein.the c ositiqn is

consi sti ng “BFsiAng gb6 1) a Ry Whet e@%}%@?%ﬁ@# }S%ngépﬁ%?)éwhr? - 11% by
wt. of an ix_ Puerar | 1003, 0 i -8 % by
W of an SR ReaT Rtk MHECRAAN SRoRBL 0D Y s BB SR Pt
from Fruct ygnRBize@8 CimRifu@ 50V My wiobf 8@t fsih Fhucaidrhtdedius 9opr ni
8-11% by wt. of an extract from Punica grantum 4-9%by w. of an extract
from Pseudbbuitbo$ aBlestradt | feen FRuchb%o dryi, W 11%byawt. o€xi reagact fframmPBniget us

Rhami, 8-12%by wt. of an extract from Piper |ongue and 2- 11%by wt. of
an extract HFOGHLGOXOSY HuebredrchirgRd S%dPEUIBWeBIGEU%FéVWaY’Wg%ti cally

accept abl e _addi ti ves/ carrjiers. o2.,,A conposition clainmed in claiml,
oot i n tn Lt Pobt ThERS R srovkoy MERPA LGRS PR ol 2

preparation@f p},hge heir Bl ex&REPRSInt CBktek | BiAREhidd aRAg Rfth &de@bMpdor®! 2,
wherein the said process conprises getting all the chinese herbes, adding
sol vent t o pkxhraaatticslhyearrepgabde additives/cartiersextracts with one or nore
pharmaceutically acceptable additives/carriers. 4. A process as clained in
clai m 3, wher & f compostien claimed wrrlaaule Bilisrednthe axifact ig an aqueous extract.

3. A process for the preparation of the herbal composition claimed in one of
claim 1 or 2, wherein the said process comprises getting all the chinese herbes, adding
solvent to extract them, and mixing the extracts with one or more pharmaceutically
acceptable additives/carriers.

4. A process as claimed in claim 3, wherein the extract is an aqueous extract.



