A COMPGSI TI ON FOR TREATI NG HYPERGLYCEM A AND A PROCESS THEREOF Techni cal
_Field The present invention relates to a novel herbal vt or the
treating hyperglycema. Mre particularly, the presenammmmﬁmmmmmm el ates

to a novel herbal conposition which is effective against pylaric ligation
i nduced - ul cer nodel and histam ne induced ul cer .

invention also relates to a nethod for the preparation of the conposition.
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Hyperglycemia 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 2005 at least 157 million people worldwide suffer from hyperglycemia, or

3.1% of the population.

Summary of the Invention

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

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
hyperglycemia, 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 Lamiophlomidis and 5-8
% by wt. of an extract from Radix Achyranthis, 5-11% by wt. of an extract from
Herba Violae mundae, 5- 9% by wt. of an extract from Fructus Amomi Rotundus,

8-11% by wt. of an. extract from Punica grantum, 4-9% by wt. of an extract from
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8-11% by wt. of an extract from Punica grantum 4-9% by wt. of an extract
.from Pseudobul bus Bletillae, 2-11% by w. of an extract from Fructus
Rhami, 8-12% by w. of an extract from Piper |ongue and 2- 11% by wt. of
an extract from Coxtex FEucomm ae along with one or nore pharmaceutically
acceptabl e additives/carriers. The conposition can be easily prepared by
getting all the chinese herbes, adding solvent to extract them and m xing
t he ext r actPseudobilb@BletillaciravieYphawratantektadt ifiom BacepRhbinei, 8-12% by
additives/carriers, without |losing antidiabetic activity. Furthernore,
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sol vent and ot her hyp chemc agents. In r enbadi nt of e present
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Prefer ably,caﬁb@useﬁt&&tntraﬁh bmiaSand pdRRBlafIPAIDDMIgES bet ween about 200
to about 1000 ny/ kg p. ay over about 2-4 weeks of treatnent. The

benefici al ef er(ahcsthe)fentHodmmﬂnoﬁthsptesaadnwcutmsthb lexlmcsh(aulaqudoasextfaot about 8

hours once adninistered to the animal or mamual . |Indeed, the inventive
extract conpoiigbleadditivesyacludso byt 2gnet; lﬁ’é‘éedrfﬁlaéf@fpf‘écd]tlfftﬁétsa?@“’@ﬁﬁ‘ﬁ&r ed to
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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
hyperglycemia, 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 Lamiophlomidis and 5-8
% by wt. of an extract from Radix Achyranthis, 5-11% by wt. of an extract from
Herba Violae mundae, 5- 9% by wt. of an extract from Fructus Amomi Rotundus,
8-11% by wt. of an extract from Punica grantum, 4-9% by wt. of an extract from

Pseudobulbus Bletillae, 2-11% by wt. of an extract from Fructus Rhamni, 8-12% by



Radi x Coptidis and 4-11% by w. of an extract from Radi x Lam ophl om di s and
.5-8 %by w. of an extract from Radi x Achyranthis, 5-11 %by w. of an
extract from Herba Violae nundae, 5- 9% by w. of an extract from Fructus
Anmom  Rotundus, 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
fromFructus Rhammi, 8-12% by wt. of an extract from Piper |ongue and 2-
11% by wt. waf ofaah exttacadbmf Pipen 1oaxiecand EUNOMbY aet. af amgxtrdct firoan€ootex mor e
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of the present inve | ant. art of Radix Coptidis Radi x
Lani ophl omi di d"ahgm tnﬁntRcflt&iFrlg?FFﬂ‘i igvgngon, d%‘t eXtiapf 1§ g1} q“ea‘rfcre‘ﬁétt enmbodi nent

o L B eSety LA Baintdl ot ples AR e on ik b YT Gl L U Ao

Rot undus, Fructus armr I spual’ I'S r urt t anot her

enbodi ment rafiixtikenisessls ahﬂR@ﬂh&lAQJﬁyrahdh% iPtoant part of Pashr ca grantumis
fruit rind. In one nore enbodi nent of the present invention, the plant part

of Pseudobul bus stiBl @it @ebbdimehi 26 . prcseno fievcanart, Hbe plawbodit ménYitiof t he
present inven |on the | ant rt of tex. e i s bar " I n anot her
enmbodi ment VERICH, “‘ﬁ 'W‘B%P? dructys ?’ﬁ%@%m%t&lé‘sg‘&hé& Lfroma
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magnesi um st er at 161 ose car bona | n paste,

and/ or phaly %%ytsrfﬁﬁdﬂma acceptable carrier, exci p| ent di l uent, solvent,
and ot her hypogl ycem ¢ agents. Typically, the additives are not

detrinmental tdnbhembsrmitiodinadnt pf thp resérs snvehtidn ehegldnt part of Pseudablbamnot her
enbodi nent of the present invention, the conposition is admnistered orally
as a caps@lﬁllla?éﬁﬂgﬁpmesyr up, concent rat e powder, granul es, aerosol, or

beads. In accq rdance h th g tl 01;l thc—i present gnttr on, there
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for treatipg . H¥REEH MgeM a,
| 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, aerosol, 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 hyperglycemia,
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
way of illustrations only and should riot be construed to limit the scope of the present
invention.

EXAMPLES



t he said process conprises getting all the chinese herbes, adding sol vent
.to extract them and mxing the extracts with one or nore pharnmaceutically
acceptable additives/carriers. In another enbodi nent of the present
invention, the extract is an aqueous extract. The invention is described
in the exanples given bel ow which are provided by a way of illustrations
only and should riot be construed to limt the scope of the present

i nvention. EXAMRnfpPe-Exanpl e-1 The dose of streptozotocin is used to induce
hypergl ycemia m mcking to NNDDM encountered clinically in Majority of

pati ents. The TeDibiedofabesptarotoginsis wiedntot induece dyndrgliicantie raishiplone ttp on

accordi ng i nvention, for 2-3 weeks_. recovere or.mal. st ate,

wher eas t hé‘ﬁpﬁfi Wo%ﬂfﬁ?ﬁilmﬁﬁ’lbbm g{aé’ﬁ'@f oL p@?%%hﬁmi?me‘{iﬁ?e{}c fa¥e

hyper gl ycen i ip.d rse i = 299 wt . of
an extract r&hr%rcl)?n@%éegll g‘ﬂt 80%? [ ﬁﬁ“slﬁ’ gﬁlgﬁﬁ%gér;/ﬁd\ﬁ% ct)@glﬁ\%gﬁ?%a%?e} % rg‘ggrﬁl%adi X

Lam ophl onirghioSeraido 696rkyI Wate, Gihedas ikt rast off comdRadiDDMCHidbaidt fiogp 8% by
wt. of an extract from Herba Viol ae nundae, 6% by wt. of an extract from
Fructus Amontinuidtairmdebypedglyteminend &iéd mrduexourscef timom Puni ca grantum 5% by
wt. of an extract from Pseudobul bus Bletillae, 4% by w. of an extract
from Fructus PR@mRe-2 goo by wt. of an extract from Piper |ongue and 7% by

w. of an extragt,from ex ] ae al i e _or r

phar maceut i cal(?%(; 9{&3&&2@{% gﬁﬁﬁ@%a@% réloét?(gs )Eﬁ%& %{?aoq}ewﬁﬁgg}goe?mt@r%csti tion
accordi ng tRynt R&dik DRMphRMidid BR1 ORBYORT &1 Aex{r2Q Gros K&iP AcByranthisgyed
significant hypoglycemc activity as tested on normal, 18h fasting,

gl ucose | odged. & ataxepitdmnt Heiba Vicldeimendach§’yo diy ghty elorardxtract ditosn FiThs onset  of
effect wwthin 1/2h and the effect |asted for nore than_five hours. The

fall of bl dvBomyBanduse 8ot i Afipnagdoe s dunisd epaignal”e (y=ply ot an

extract from Pseudobulbus Bletillae, 4% by wt. of an extract from Fructus Rhamni,

8% by wt. of an extract from Piper longue and 7% 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. 0. ) 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. 0. (n=9)
and glipizide, 0. 5Smg/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 6% by wt. of an extract from Radix Coptidis and 10% by wt. of an extract
from Radix Lamiophlomidis and 5% by wt. of an extract from Radix Achyranthis,
10% by wt. of an extract from Herba Violaec mundae, 5% by wt. of an extract from
Fructus Amomi Rotundus, 8% by wt. of an extract from Punica grantum, 10% by wt.
of an extract from Pseudobulbus Bletillae, 8% by wt. of an extract from Fructus

Rhamni, 8% by wt. of an extract from Piper longue and 10% by wt. of an extract from



as conpared to fall of 17 & 23 ng/dl recorded with tol butam de, 50ng/ kg p.
. 0. (n=9) and glipizide, 0. 5ng/kg p. o. (n=8) respectively in 18h fasting
rats. <BR> <BR> <P>The hypogl ycaem c activity was al so recorded with pl ant
powder (2. 5g/kg p. o. ) and flavonoid glycoside isolated fromthe plant.
Example-3 Get 6% by wt. of an extract from Radi x Coptidis and 10% by wt.

of an extract from Radix Lam ophlom dis and 5% by w. of an extract from
Radi x AchyiCarteRi Fucorh@ebyaloMg. with asneexdrr agdref phdintdesdoiaallf ohceeptabladae, 5%
by wt. of an extract from Fructus Anomi Rotundus, 8% by wt. of an extract
f r om Puni caddjtivastoamriersitoynaly thetcompesitiemacssudingdo thierinyanBemudobul bus Bl eti | | ae,

8% by wt. of an extra rom Eruct us 8% of an . extract from
Pi per | ongue angre1tyes %yg IM sigpificap rE?&VF’é’c?frmaF%FFP@oiggi r‘?ﬁ?érégug’i‘ ong Wwith

one or norg, &e%aéﬂgygé&lp&%% h&eﬂﬁ&se@{a?éa'vat ngﬁ]ggs%ﬁ(gﬁamgkgs &e the

conposition acco e rnvention ere ant

recovery Offoﬁza@swefe'kﬁ)ﬁé pBRthIBifowng Patafifetérd M) BiRIAGNOR 1ehe>1p@)rly*faccexm a
mellitus treated with the conmposition (200ng/ kg p. o. /day) for 2- 3 weeks

as per wit bhodyivbigh, i) Soavieaief tesinimals, i8I VWaser lgﬂakl@cugee beiped & prqsynCEfOf ect on
body weight, iii) Survival of the aninmals, |v) (L i ntake, urine output &
presence oRlucgie Bowine; ) Giepsral C‘?})d‘t@n‘éfr@F aBB?f’d? fRG N Y‘S‘ltl‘i’ xS tﬁatfqg and vi)
Visit of ant oth ded urine of the rats. Exanple-4 Get 4% by w. of
an extract " 1?18%1%00 thed%{tl dis and 5% by wt. of an extract from Radix

Lam ophl om di spanghiedo by wt. of an extract from Radix Achyranthis, 6% by
wt. of an extract from Herba Viol ae nundae; 9% by wt. of an extract from
Fructus AnomGdRabuhgws, ofldexmactrom dadanCeptidisaatd 5%d1y1%mfaaegﬂraauhtum 4%
by wt. of an extract from Pseudobul bus Bletillae, 9% . of an extract
f r om Fr uct deonRedimiamiopblpaidis gpd S% by a. ebancyeact frpm#wbéﬁhxrm&é “and 5% by

wt. of an %xtrac

phar maceut FRAT] 9 3R AR AR Gy Ry T Pd Mgt an e o Frus

Amomi Rotundus, 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
hyperglycemia 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.



make 't he conposition according to the invention. There was highly
.significant recovery of rats formnon-insulin dependent hyperglycem a
mellitus treated with 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 ght, ii1i) Survival of the aninmals, iv) Water intake, urine output &
presence of glucose in urine, v) General condition of the animls and vi)
Visit of ants ¢loaAM® voided urine of the rats. CLAIMS 1. A herbal
conposition for treating hyperglycem a, wherein the conposition is

consi sting of 4-Allybadgompositadn ‘gzntrea&ingatwe@}mmiaawhﬁremdb@ cenposHiod 19- 11% by
wt. of an extract fr Radi x _.Lam oph]l om di.s and. 5-8 % wt. of an extract
' om Radi x COREHPE QRHIPL D350 PEFGKIRET Irefh Raginqnigiiiang SV s S0 ac
mundae, 5- _99 : - Bruct r u m
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an extract AdhomhiReesdoabrs oBhetitdcffom HerBalvidad¥midae, 3t 98gbyewt. lodct from
Fructus Rhammi, 8-12% by w. of an extract from Piper |ongue and 2- 11 %

by wt. of an extcetatem firasuCaxtoeom HirognsriAawnal Rotgndust B-1d%eby ovt. pbee
phar maceuti cal | ¥r acceptabl e additives/carriers, A co [ as cl ai ned
€

2. sifja
in clai m1X#ré My %%%W‘Bd‘g%/"sbyaw- QEG%B’EI?CEQ?’P&)@?@OE%BU ﬁlﬁf‘ ¥ess for
t he preparatj,gn,of the herbal .compositi | giged, i n,0 0 laim1l or 2,
wherein t hgfsle;{I By &tb%e%nsexé%ﬁpgf%gmégsuést Pﬁ%ﬁ&a?'lﬂ?%%?‘ g’ttﬁ(ﬁgag eefxﬁ%cﬁbfgdsn?] addi ng
sol vent t 0 pe3eh [RGhe AdUEM 1190 WA ¥ exif6r ROk L8R FMedninRB8l0AE withlofe

phar maceutically acceptable additives/carriers. 4. A process as clained in
claim 3, woemprapHaheaceuticatig hcdeptable addjtiessicarrexd. r act .
2. A composition as claimed in claim 1, wherein the extract is 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.



