A DETOXI FI ER HERBAL FORMULATI ON AND THE METHOD OF PREPARATI ON THEREOF FI ELD
OF I NVENTI ON [ 001] The enbodi nents herein generally relates to a synergistic
her bal cowpasiZisesteéand nore specifically to a synergi st ipcThezaboodet oxi fi er
conposition for use in human body. The synergistic herbal detoxifier
conposition is provided as a novel drug delivery based non parenteral and
non ocul ar synergi stic herbal conposition for buccal, nucosal, sub |ingual
or oral delivery. The herbal fornulation is found to be effective for bl ood
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which results in | owering ofﬁgmgéﬂégﬁ\*ﬂgﬁ%ﬁtevi ng stress. The

present invention also provided a nethod of preparation of this

formul ati on. BACKGROUND OF THE | NVENTI ON [ 002] Toxins nay be defined as

subst ances FHELdhOFr BVVERNTIONi cal , enotional, and psychol ogi cal inbal ances

in an individual. In nodern tinme the concept of natural cleansing and

detoxification of human body is in linme light as the society has

i ncreasi ngl joobikR @xpebadnt hefedX genecdlypelineistosdmedgistidbabaldoag@eitionn ai r,
wat er and foods. Even the beauty and_personal care products we use include
har nf ul  subdtdmersPegifRalisiogengisitimhetiabastexifisr caaPRsHIaNSQE uss IRdWMaB X ns.
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i nsecti ci des 0 emcals whic roy vitamns and essenti
nutrition adadivegnbamdsmort paremtefad ramdtnannodubarosymetgistic. hetbglacenpasitimofos,

al cohol, different nedication, drugs,are also exapples. of toxic .,sources and
"t “has. becomisCal BT WHAnEH ST 4y erp THEEEl JPrEVHP P Rd T Ch we
are exposedeff&iQf f6f bidoedpurl fIRALA FNIGIHS WY QMSKiBLaidheald foraid fnothavoi d
mul tiple conplications. Toxins can al so be generated wthin the body from

viral, bact sedtmentoandfruanggbmpnifod clisordess ebased 19 achemulagen of toxisdi thedwids ) and
ot her illnesse ich also.i ct the i ne syst.em Furth t oxin and
nor mones. geRBE R B Tpagiel BB ot g MM Syl The ilfisa s, bRStRe of
urban life sh¥hnal® Roemied Bthdthorst prephrdtiodngyhit Gorfiligdtioan extent that such
organs can not .cope with the ever increasing | oad of toxins. Toxins can

damage the body in insidigye@ROUND!GY e WANERYIGNT ecting the immune
system [3] Poor diet, junk food, alcohol, nedication, overall poor health
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gener al pl apsyahotagioal indlatances oaas énditideds Imnddetrheémel thé eosdept ef damerlder s.
cleansing and detoxification of human body is in lime light kas the society has
increasingly been exposed to toxic compounds such as those present in air, water
and foods. Even the beauty and personal care products we use include harmful
substances such as petroleum, chemicals and various other toxins. Further most of
the foods we eat are produced by using artificial hormones, insecticides and other
chemicals which destroy vitamins and essential nutrition and can cause toxin
formation in our body. Cigarette smoke, alcohol, different medication, drugs are also
examples of toxic sources and it has become apparent that our ability to detoxify
substance to which we are exposed is of critical importance to our overall health and

to avoid multiple complications. Toxins can also be generated within the body from

viral, bacterial or fungal infections (as in the case of candidiasis )and other illnesses
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[4] The World Health Organisation (WHO has warned that nore than 270

mllion people are susceptible of falling victimto diseases linked to
unheal t hywoizbeatsg47és. Over -t he-counter, prescriptions, &ad/INBdr/e@risonal
(illicit) drugs conplete the picture, taxing the human body beyond its

natural capabilities of detoxification. [5] The body works tirelessly to

natural |y rehitely &ldooixipast thelimugine @ysterdr Fureher, sogiatand idnaboes! genetdedensar , t hese
toxins can be built up in the body to harnful |evels which |n reases the

chance of |rﬁﬂuﬂfé§f§€§55f4ﬂélrﬁeﬂﬁ%‘(ﬁrmEM] PHtudg of prbap lide sytfeare PERSFIRE ‘E{é‘gi‘l
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bodi |y toxiof, toklnsSToﬂas emah dgmpdgiecthe i moulyNm. in2RI)G/s026D Sémulative ivdys iy

uni ver sal d?{?om fyin mS)OS| tion based on Chinese medicines conprising
extracts ofalAfgiR&Me i EWB% ¥R as Radi x Rehmannica, Scutellariae Racis, Rhei
Rhi zoma, Mrabilite Pawde, Herba Taraxaci Her ba Vi ol ae,. Puenari ae Radl X,

Fructus Vi tlP@3ls Popr diet, W@Wgyﬁlm}@é megieatiani Qreraty Rror healthspfihe badyrand escens
Aiton, int f t

reatment of agasard enfislfih il @RChy A el o CoRfgh e EREH R g5 8

provi des a aaogiosintth®bodygmwhilet axiird gmtalq)tayfama]ohrabﬂtcccaalse:stt'&st eodotherd har d
| i ne drug gdi cLets Whl ch may not be useful for renpval or detoxification of
regul arly 3 Rewie UPBYE 1y t oxi ns. [8] Both the above nentioned docunent
are ainmed at overcom ng acufe intoxicated or disease condition and no

attenpt is 894/]enTli‘be wa{%ﬁrﬁa@‘éﬁ&“a(\’gﬁwnhetﬁaWF?’eﬁéE?tsmSFe heni # 9
resulted o t t L 1t
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al | ergi es % BICHIR t%’ﬁ’é%ﬁ?m}@“ﬁn%‘?g}ég’ewgmse{?wﬁ% ‘?ﬁ%L\“es Pftcﬁmdf Uo%sorj asi s,
i nfluenza, sinusitis, immune deficiencies, tunors. In this respect,

currently 4083) dbedofpmiesksairelessiyz naturly rm%festomﬁ%m@aﬂl QY Fige, SWEAS c,
tablet, ca i N?JH
avai | abl e %@H&ﬁ%}s\slg% eg%r‘ E%E%%ﬂﬁ ngggr%lyq{bl on o ntgtrlljtg ﬁ%@?ﬁyae%%es nmus
i ndi ca), Hdnireases theTaantana 11]aesslasebuhax)uno€hnajaym ariticavent.i Eoxins egiaio,
Kal megh (An raphi ¢ pani cuI eum enpdj ), Analtas
(Cassia fi s"’c{?f 5% gﬁ‘ﬁf E@yo %ngleé Hmﬁéﬁt"é@l]é@ﬁ%ﬁ@é]ﬁ a
formul ati onnRf GaRS) Mmdangnstifolia, Sphaerant hus indi cus and Rosa damascena
commerically avall able as Handard Safi syrup, a formul atl on of Cassia
fistula, Ps ea y Pay Oap,Neem
(Azadi rachﬁaééli ndf‘ﬁ%’ ‘lﬂgj ang%gettgﬁospdﬂg J}ﬁ&ducﬁ qf palel)g lgdﬁ(r?gnm sting of
| ndi an goos¥#06/02¢9367Apmivides {nEhiversal détbmcﬁymglms)gos@oamdse«b amy Cbimasean

(Term nal i ebula) and Belleric robal a Ter naI i el i and
Kal aegha (ROTOET APPSSBENFEAC 1) SOAIS aBEs | THebne s dRepHalcya Puri m
tabl ets andsdgeiRke Radis, Rﬁexsﬁ(ﬁl'i&n'a anﬂinh'?QPMﬂdﬂ}Pér@a TE{‘%&E& BBibangalag) -

Manj i stha and Honey etc. [0010] The mmjority of the herbs used are
essent i al | yPuemaviae &@dd@tFomnﬁg/Vmglheﬁrb@us ﬁdrsymalGaydenmet Frucwigj Sephatp art .

When t hese herbs are. used i,n onposi tjon or a_fornul ati t he
anount s of Eﬁﬁ‘fﬁs?ﬁna tOrf*lellnbth ag)rﬂnnrgt e?"ét? r{8m§c(?'ﬁ B@lef?r Brgﬁ TEI cf)wt
are of hi ghrdahh@slaetshcedhis is because of the fact that such herbs/ actl ve

i ngredients used in the above nentioned fornulati on do not have any

curmul ati ve (bhgr apesidiser efetiph/ BENBLEHSING @8@?@5 gkd\n&é’sr FRofiposigaR \ibng
t oxi ns fromthe body. Futher the active ingredients are of bitter taste

wi t h ext r erderoxifieaionifor chronic alcoholics and hard line drug addicts which may not be

useful for removal or detoxification of regularly generated bodily toxins.



availability profile due their low solubility and as such all of these
formul ati on are have serious patient conpliance problenms such as bitter
taste andVPe4R/BpHavail ability. In order to circunvent PREINUL/000744

bi o-availability issue and achieving desired therapeutic activity, the
amount of dosage prescribed for these fornul ations are substantially high

and t her ef go@s]r i Bstisitgnidbbe@nhergioded afdcembnt. afe0Qinidd Rurdveeroming | acatech
commerci al |y avail abl e detoxifiers use honey or sugar conponent in order to
over cone bilktPgicated of diseasesORditian aBA PO aB‘EIﬂP‘slécEH’ efde a5 lest%’é‘rgeB%rﬁfeFlloﬁut es

signi ficant Bhdsfifyvi dual
whi ch pose dlgﬁ %lg%g?%%flé s géd tgﬁleﬁ%lgg%gﬁt S. %B@S?pgccor déreéi gldSﬁt aste
maski ng f orantl I“eemrmdfnar pattahi Ghis @xn & twahaitcab yndethyiegn ;anluiemhﬁ)retaher of
adm nistration for herbal detoxifier forpulation ang to i n rea e their

bi o- avai | al§PPYE | dseapesoOn AlMEPiseHyderms o SPRSREFIiE gB1%f "WB 1gug,| nce all
the avail at?]'dea‘éﬁés‘”ihidn%ﬁ%fE’e{dTBk%%H s elf?@send@%es&mdlané@ﬁel el¥®4lidci ne,

patient need to change their normal habit & keep thensel ves rem nded of
schedul e ofspeafi¢-ilinesedidi ae ndguineh asthtitie spsofiasisminfuenn, sipngtianingaunsn

pati ent cogbl ance. 0014] Therefore, an alternative treatnment in a novel
drug deliv CERTRY WP greater effi cacy and bi o- aval I ability of active

her bal ingredi.e at a ver ss ntit catl of human
body, thr od@@?tﬁ‘eﬁ%’é’smﬂlcé‘ £n Wgﬁg‘e‘iffoi‘ﬁﬁg?@&%ﬁ eés W@@FEPP’C
manner, ”Ustémpeta%fe‘t'dbé?ﬂuﬁg@ugl?‘é@'@Hﬁ@lau&\'P‘b?'NéUrrpgiz Ciﬁlnh jWeaY csthfdicegiyes have
al so been instrumental 1 n optimzing efficacy of therapeutl Cc agents by

ei t her noduivailabigyas Aetive Phiywisyoipe hdoimdationrnd Astapimpeel(Meidesmyalinditedper ti es

t ff t d
o LBl LT B e BTSSR P B g o0
there is ampabiciR&), FesVRhdi (FaRdm! Qndﬂy)elNma&ascl(cassﬁaﬂqsstﬁlaprhnandoney
formul ati ons which are effective for bl ood purification, blood

det oxi fi catavaiabias Baidyasath e Rakipshashalawati he femrdatiqnnel CRsiangisifolised t o
provide 5“%%?&5 iﬁhé n%[cu@’aﬁd ?&)Eaeﬁ&n%@&ﬂae%dn?ger?&ﬂp%%ﬁéb?@a§ RaRakArdgst hat

provi de bette nce an
syrup, a formulatlon of Cassia fistula,Psoralea corylifolia), Saussurea lappa,

Picrorhiza kurroa, Neem (Azadirachta indica), Gulancha tinospora / Guduchi,
Triphala consisting of Indian gooseberry / Amalaki (Emblica officinalis), Chebulic
myrobalan (Terminalia chebula) and Belleric myrobalan (Terminalia bellerica) and
Kalamegha (Andrographis paniculata) available in the name of Himalaya Purim
tablets and Himani Lalima syrup including Triphala, Neem, Bhringaraj, Manjistha

and Honey etc .

[0010] The majority of the herbs used are essentially known as detoxifying herbs
individually in the existing art. When these herbs are used in a composition or made
“into a formulation, the amounts of individual herbs administered to achieve
therapeutic activity are of high threshold. This is because of the fact that such herbs/
active ingredients used in the above mentioned formulation do not have any
cumulative therapeutic effect/synergistic effect in terms of removing toxins from the

body. Futher the active ingredients are of bitter taste with extremely low bio-



with lifestyles of grow ng urban popul ati on. OBJECTS OF THE | NVENTI ON
[0016] It is an objective of the invention to provide novel synergistic
her bal de¥@1¥@Bp476¢onposition for bl ood purification, bPEGANHE1/600744 cati on
and to relieve stress. [0017] Another object of the invention is to use

m ni nrum nunber of active ingredients in a synergistic manner and to use

| east anoundvafibiignprofift dwbtheirdowgolubilitphhadianisagh dlhef drestiformuitioacie of
detoxification. [0018] In another object, the invention ovrglr ones, t he
bitter tastRavef saripas apdtiedl ORHiaRGee RIADIemY sieh Atk Bitieh dastiodis pessabign| e.

[0019] Stil hery.ohj ' ' LS 4@k 0CLeas -
bi o- avai | abélvla?}?@hg? I'? h(;emgﬁoi Sgcérﬁgﬁﬂé ygg{)‘g%[) 68%1?)1%11}6{\28% ﬁgr%o&bjggg?iq% of the
present i nvémiredtherapetiic aitbitypske dreolrdlof dosage lpetscoes] for these torslulatiohs ver y

0021] ,Anot her ject. is . to.disclgse c sitions and net hod of

manuf act Ur GG UHBUELY BEP AR OBk S can Side eHece.
[0011] Further, all such commercially available detoxifiers use honey or sugar
component in order to overcome bitter taste to some extent. But such use of sugar
‘contributes significantly in generation of stress and calorie intake of an individual

which pose another problem for the patients.

[0012] Accordingly, taste masking for these formulations are a technical problem
and the ease of administration for herbal detoxifier formulation andto increase their

bio-availabilty is also a challenge to overcome.

[0013] Moreover, since all the available detoxifier formulations are taken as
traditional medicine, patient need to change their normal habit & keep themselves
reminded of schedule of taking medicine and thus these formulation compromise on

patient compliance.

[0014] Therefore, an alternative treatment in a no;/el drug delivery form with
greater efficacy and bio-availability of active herbal ingredients at a very less
quantity for detoxification of human body, through the use of less number of
ingredients in a synergistic manner, must be studied and developed. Novel drug
delivery strategies have also been instrumental in optimizing efficacy of therapeutic
agents by either modulating their physico-chemical and bio-pharmaceutical
properties or minimizing/eliminating the side effects associated with them, reducing

treatment time thus offering better patient compliance.

[0015] Therefore, there is an utmost societal need to develop such composition and
formulations which are effective for blood purification, blood detoxification and
stress relieving. At the same time there is a need to provide such detoxifier and stress

relieving composition in a form that provide better patent compliance and machetes



[0022] Yet another object of the invention is to provide patient conpliance
mat ching habit and |ifestyle thereby providing ease of adm nistration

wi t hout mwohotunseess on patient to remenber schedul e of traliiNg1ve@7€i ne.

[ 0023] Yet another objective of present invention is to disclose a
formulation with low calorific value. [0024] Another objective of present

i nvention i sithdifebtyded efsgrowarghabarsydprilgiont i ¢ detoxifier formulation in the
form of Lozenges/candi es/ nouth freshener/jujubs/chew ng guni syrup/tabl et

or candi es freshener. SUWARY GBJHEdTI OVENH ENVIFERPRDIN | N vi ew of the

forgoing, a synergistic herbal detoxifier conmposition is provided. The
conposi ti onlQ0AE] udfeist A ralirstive cdl thy isvénsioni \pepravisiennovel synergisticherlml acti ve

i ngredi ent | . . r herbs.sel egted.froma group. of herbs
nel udi ng ELnrE: OB ataER; ool PRt G B Gleb i e st
Boer haavi a sids.usa whol e plant, Arctium |l appa root, Rubia cordifolia root;

ef fecti ve anount of one or nore bio-availability enhancer. The

bi 0- avai | abjdoilyy embaReabjdendens vahionolsudi Lid YniRiRthi fihbak Gray@ivk abi ity
of the active ingredient in conparison to solubility and bio-availability
of the acti PErdifgisciliassynergishis anammpeansgapos leastamaugt ofsasininistralbla cdoeg for

nucosal , - sublé AgiAhe Qe e YrelEld dRNAlg achi eves therapeutic effect in
unt.

very | ow anp

[0018] In another object, the invention overcomes the bitter taste of the active

ingredients and to make them more palatable.

[0019] Still another object of the invention is to increase the bio-availability of the

active ingredients .

[0020] Another objective of the present invention is to disclose herbal formulations

with novel delivery system.

[0021] Another object is to disclose compositions and method of manufacture of the

said formulations.

[0022] Yet another object of the invention is to provide patient compliance
matching habit and lifestyle thereby providing ease of administration without much

burden on patient to remember schedule of taking medicine.

[0023] Yet another objective of present invention is to disclose a formulation with

low calorific value.

[0024]  Another objective of present invention is to disclose herbal synergistic
detoxifier ~ formulation in the form of Lozenges/candies’ mouth

freshener/jujubs/chewing gum/syrup/tablet or candies freshener.
SUMMARY OF THE INVENTION

[0025] In view of the forgoing, a synergistic herbal detoxifier composition is

provided. The composition include therapeutically effective amount of one or more

5



[ 0026] Powder or extract of Echinacea purpurea | eaves , Andrographis

pani cul ata | eaves , Boerhaavia diffusa whole plant , Arctium | appa root may
be presemwoizni2ansé4miount about and Rubia cordifolia root PERYNpNEs@I44 i n an
anount about 0.1ng to 1000ng per single admnistrable dose unit. [0027] The
bi o-avail ability enhancer may be of herbal origin or chemcal origin. The
bi o- avai | abidtivé ingediamciartheffofiebbahe oF n@raherby seletted femh hrgeong bEhgboup

i ncl udi ngextract or powder of Berberis aristata stem and Ti nosp%ra,
cordifol i a BelAiNgTRAIRCE: U lerYesy ANFgieRlis pruipEatgdeavss; BPRrhARKR be

resent in u - 0 o S Jal dose
i £ 0026 HRC AP IR haliuh ok fo R (BRI cHa1E0E oAECTHE GRS
sel ect ed fram dothmogr binpaviailebilityi athagterc &hy Ibiovavedlabilieweshanuel yendemsiiglal cohol ,

Span 80, Tween 80, T n 20 .and PEG 200 to PEG 6000 or a.conbi nation
Charoor . TrTIday AR BEt g AEHIRBHIE, Olofien artis TERFQIF it ReeaiAn 19 an
amount  abouds) il H‘Bio’-Q@QﬁEili@ﬁBf Sk RehwR 1@5{@%%&1&@@ The ﬁ@&%oéiﬂbﬁ is Us&P29] The

I
active ingredient nmay al so be ‘powder or extract of_’Pot os aureus, |eaves of
| xor a cocci feeduccast mreosel, soblirguahdnoral Wekveryland achiguessthefappisia eféestnis
i ndi cus heartgood of tAcaci a catechu , stemof Cassia biflorain ,|eaf of
Cassi a seam @ &hb*FPPWer of Dhalia pi nnatai n an anmount about 0.1 ng to 100
ng per sing dm ni strabl e do nit or a conbination thereof. [0030] The
eyner gi st JORREdoviaBt Pt O Srfideree BHDHES 1P hAPCBHBAT D &
more of a PRAIRASHLEHH KRGS RRbRIS 1S XeicBhANEppANRR: HA§ beypeidt 5f e her bal
detoxifier conposition is fornulated into any one ore nbre of a | ozenges,

j uj ubs, cheamount gbont anflfRubiesardifoli4 wiok anay rpoeseht inransdneouant abowtl. bng tacandy or

syrup. The osition n fornul.ated. may be taste nasked and sweetened to
excl ude bi tf@ peaawg}gﬁ%ﬁmus}rg@?go%fungthe active ingredient. The taste

maski ng and sweet ening of the conposition is,do Wi, t.hout _effecti.ng nuch
i ncrease i n[OQ\é\ﬁo_r ﬁ?‘fi tE:‘g\f‘é(F‘iljé’rhbW e[nﬁgn%lwg@e[ Pt)ﬂe.rg%h%”%ﬂé’rr RReBife CHPY
accept abl e xCiyh-gRdilabfit CtitRh&E b HEFHabh Corid WRay %lé&@d”groﬁﬂ%@rgr&?ﬁ]? gf a

softening agent, one or nore of a sweetening agent and one or nore o
fl avori ng aigehtingextrachst powdekafrBerberts aistasa stainnapdoTinospera gordifokia stemher bal

R L R R S T
conpr essi bl @1 ageit10806gPes sinple@@madibydlegaatunitone or more of a pol yner when
a coating and one or nore of a filler. [0031] Taste maski ng and sweet eni ng

may be donejpbys ke Bfo-&@aﬁl%ﬁi@l elﬁﬁﬂc&%frbh%bﬁridéﬂ)ﬂrig m%?tﬂe%e@ccteﬂaﬂrérhttﬁé and
corn syrup may be about 5:1 to about 50:1, preferably about 20:1.
group including glyceryl mono oleate, poly venyl alcohol, Span 80, Tween
80,Tween 20 and PEG 200 to PEG 6000 or a combination thereof. The bio-
availability enhancer of herbal origin is present in an amount about 0.2mg to

2000mg per single administrable dose unit.

[0029] The active ingredient may also be powder or extract of Pothos aureus,
leaves of Ixora coccinea , stems of Jacaranda mimosifolia, roots of Hemidesmus
indicus ,heartwood of Acacia catechu , stem of Cassia biflorain ,leaf of Cassia
seamia and flower of Dhalia pinnatain an amount about 0.1 mg to 100 mg per single

administrable dose unit or a combination thereof,

[0030] The synergistic herbal detoxifier composition may further comprise one ore



[ 0032] The conposition is fornmulated in the formof a | ozenges or jujubs or
chewi ng gum or candy or nouth freshener. BRI EF DESCRI PTI ON OF DRAW NGS:

[ 0033] THEO2Pddp4vent s herein wil |

description with reference to the figures and tables in which: FIG

Il lustrates Table 1 showing In-vitro tests results of product of

be better underst ood PCEANRHIKBOUH | owi ng

1

i nvention

Vs | eadi ng geraTef cd ghahnadedscallyl Gocpiableuskaipiers whefotheasytergietics therbal of
Sal i va (Buccal) rel ease_ of Lozeng}gs/ candi es/ nout h frefs‘_égq er Vs Qral

I n-vitro.

Fletpxifigr @crmwgtwnsls formylateddpto qny engopre MO0k 3 fpzEnges, b

i nt ake
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bi o- ncer chem cal " bl o- enhancer PEG 400 FI'G

il lustrat esccmxpmsnmamhanvbrmuhttyd rody Betastei rhysked) aﬁﬂ feettensd tpepclséehttm ive
formul ati ons of current '

ention ver ket ed dugct ft t
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composition is done without effecting much increase in calorific value of the
composition. The pharmaceutically acceptable excipient is selected from the group
including one or more of a softening agent, one or more of a sweetening agent and
one or more of a flavoring agent for taste masking and sweetening of the synegistic
herbal detoxifier composition, one or more of a hardening agent, one or more of a
binding agent, one or more of a effervescence couple, one or more of a compressible
agent and dis integrative agent, one or more of a polymer when a coating and one or

more of a filler.

[0031] Taste masking and sweetening may be done by use of maltitol and corn
syrup. The ratio of maltitol and corn syrup may be about 5:1 to about 50:1,

preferably about 20:1.

[0032] The composition is formulated in the form of a lozenges or jujubs or chewing

gum or candy or mouth freshener .

BRIEF DESCRIPTION OF DRAWINGS:
[0033] The embodiments herein will be better understood from the following

description with reference to the figures and tables in which:

FIG. 1 illustrates Table 1 showing In-vitro tests results of product of invention Vs

leading commercial brands.

FIG.2 illustrates a Comparative study of Saliva (Buccal) release of

Lozenges/candies/ mouth freshener Vs oral intake in-vitro.

FIG. 3A through 3F illustrate in table 2 to table 7, the synergistic effect of
example/formulation 5 and comparative bio-enhancement by Herbal bio-enhancer &

chemical bio-enhancer (PEG 400)



DETAI LED DESCRI PTI ON OF THE PREFERRED EMBCODI MENT [ 0034] The enbodi nents
herein and the various features and advant ageous details thereof are

expl ai nedVABPBR/BEHPYy with reference to the non-Ilimti ng PEXBNAINBMIE t hat
are illustrated in the acconpanying figures & tables and detailed in the
foll owi ng description. Descriptions of well-known conponents and processing
t echni ques RIG. anillubedles@ asmparativat study esfeDemiifyingoBffeatr ef répesentadde ment s
herein. The exanpl es used herein are int eﬂgﬁﬁ%spnerelglﬁ}o facil i,tcg,t&e an

under st andi fgmsketiges,ef fHreRkinvEntion VRO REVGS AlRIPXISHY RACHPR ed and

to further @ﬂg%ﬁiluhhﬂﬁﬁte% r§%+dell%ugﬁ?a§1@t8.t° practice the enbodi nents
r y, t ul

herein. Accordingly, e exanples sh not be construed as limting the

scope of the emﬂd.ﬁ% l#‘seé i T8he i (ﬁh?jﬁ?ﬁ i novel

synergistic her aA e o>§<)| wﬁjlg'lélrgp)igg??l on,p eir noi\?e e |¥/I%Irﬁ§srrrechani sns,
f ormul at i on[0@B4] pTheeabodinkenisiierdi apditrtvagiouofeatuies srinalvamagequbaentlseut i cal
accept abl e dosage forns for bl ood purificati Otgé@grl )od detoxification and in

the treat methereg ererﬁéa%@ﬁ@mreévlbawgbr%ﬁegcer@| -Higitingsmbadimers thet t oxi ns
in the bOdyare[igﬁ)s’f:éxledeﬂethH @cg&ﬂ%ﬁgﬂg ﬂ%ﬁrb?.@t %folégeqfnasdeﬁeﬁf%ﬁ% tfl@rfolib%ﬁn?er ern
od puri

have been found to invigorate Ication by detoxification Tn
syner gi st i cdesarptéon. &redcripgiops of wellHaownemimpenents aold peotaspingrechiifjuadi sor der s

related to accumul ati on of toxins . in the body,in the form non-specific
11 ness suchmEdra asdadior HangFREwBLy Ohsepts P BadimaNpeseitni g SonEBRn o,
bad breat h, yqgdfeldn fel hicABSS meASPILERI1RRe aRlunBESIaRGing BF waF8th which the
specific-illness such as mgraine, arthritis, psoriasis, influenza,

sinusitis, embedimentshpriremey be practiesstand thyweher enghlomoseef tkill in de agitabet es,

{raced 1o tRretgrne RbeSER BT ARBEUBITOLF e RBP T REh G BE RSB c i on

provi des syaen@itfig the fdRCSf tBé efbodiens! hdréigNtThe profehoVigdentiod-dey@ibeabi | ity
in conparison to pre-established bio- availability recorded in texts,

pati ent conpRvehsyrergistic herbak deexidier samapsiten. i their agHeledeliveryomeghpmismsst r at i on
and is inn a..del o] 2 | e i :

synergi sti c%@pﬁgwdﬁﬁoﬁ#&% firoﬁn{é‘og%e? ?%gllnll ncgl u egﬁg%ggo%?néééggﬁa\l/e

i ngredi ent aguepthiglef dosageo fforarse farr blood euliéiciiimn, diedodetorifieatioroanadiihabe | ity
enhancer both taken jn a specific. therapeutically active anount., Z(Be her bs
are sel ect et Mg, @%F@BB@QW‘@&@?T hirﬁléﬁgamp‘i‘h)élﬁw Op £4\1Q4INS ARAPBgr aphi s
pani cul ata # ves, Boerhaavia diffusa whole plant, Arctiumlappa root and
Rubia cordifolia root. The bio-availibility enhancer used in the

nar oai ent 1000 20R5 ol ORbH b e <R it Seoibh e bedh Rl 76"
i ngr edi ent mvoeate bloed parifiosidn byndetcxificsive immaleegisticonaatee apdihélps mxhé ude

bitter or unpl easant, taste of the herbs, The taste naskj ng/sweetening of
sai d composita'@AN aé]dd%a@gmrﬁ@églspwﬁfser&_lﬁtﬁg‘o&awﬁﬁw QHPYS & tefhacy
conposi tiony, fhe f&rﬁ%@?h&d-ﬁfécifﬁchﬁﬁle%b%@émﬁg faBgutS Gtbali@heDUAGR! disdTHGOS Al
subl i ngual or oral delivery.
acne/pimples, insomnia, bad breath, muscle stiffness, depression, allergies, etc and
specific-illness such as migraine, arthritis, psoriasis, influenza, sinusitis, immune
deficiencies, tumors. hypertension, arthritis, diabetes, immunity disorders, strokes,

arteriosclerosis and heart ailments can be traced to this one reason.

[0036] The composition of the present invention provides synergistic effect of the
constituents, improved bio-availability in comparison to pre-established bio-

availability recorded in texts, patient compliance in the terms of palatability and ease



[ 0038] According to a preferred enbodi nent, the active ingredients selected
herei n above include extract or powder of Echi nacea purpurea about 0.1%to
10% BoerWa2012405647pf usa about 0. 1% to 10% Androgr aphi s PRAANZAIL/8903440. 1% t O
10% Arctium | appa about 0.1%to 10% and Rubia cordifolia about 0.1%to
10% [0039] Alternatively according to a preferred enbodi nent, the active

i ngr edi ent sosgingafsaatidieas o imhext Jiugclelivery Eorlmi.nacea pur purea | eaves,
Andr ogr aphi s pani cul ata | eaves, Boerhaavia diffusa whole plant , Arctium

| appa root pgpd7RubbAe e/bBHinRink aht @PherdisBc MEMIAE BbtokilieR RoMPBAbN AltPites 0. 1N
to 1000ng per single adm ni strabl e dose unit. [0040] According to another

enbodi nent , oncher mioee astiviel ingierieny inetha e 0f ioge @F miase tharbsopneyPhmarg bie-i s
sel ected f rom LG LOURGORD Aki0 P oGk SheONTRLN PLREr BEI. Fhbstata

;
stem and Ti %osp em or conbi nation reof . Bi 0" eénhancer

i's present hétbaareaselddird facbﬁtaggr@uplnﬁhfdmgll@@@me@pﬁrpa'raagéaezeadmmbgmpmbI e dose
unit. [0041] In anaqther enbodinent, the bio-avallability enhancer is of
cheni cal orP%jll‘l?‘rll%i1€4YEP:SB§%TPE%‘E%§H¥‘¥SBMII%%Pbﬁ“bu/brcé‘BWp}aiPEi‘ APLANICRERIA ono
ol eate, pol I ° & T . 2 to PEG
5000 o a cLR ok PREBloxavaRAm R odt i W SOmpZsiA0N riibrsiEn
anmount abousol@biBtyy ahd 1280 Obig-gveilatslitgygbe thed ractives tingretiend drs ecomrpatisor] 304 2]

tionally one or re of the. active ingredient js ens of Pothos aureus,
oaves of 1 SORAMHGE ey aPie O in Rt MTAITH Abgs 1 GIQIBOGPE e
Hem desnus pdiauswelteRdd Wedci0fe BRREIR Lﬁ%}l@a@i}‘rﬂ,taﬁé‘?jptﬂ@ HeRsS e taste

biflora,l eaf of Cassia seam a and fl ower Dhal ia pinnata according to an
enbodi ment eskéng/swddieniP ohoaidagmpositinmys denepwisheuttingraasing cdorfosalugon in

about 0.1%1tp,10% Ixora ¢occinea i.n apout . 0.1%1to 10% Jacaranda

i mosi £ol 1 a0} HEagsbRACsGioR TG ruspsidny B apteh it fhr 2898t o 1006
Al ternati veg%th@al%ofma@n‘cg these is present in an anount about 0.1ng to
1000ng per single adm ni strable dose unit.

[0038] According to a preferred embodiment, the active ingredients selected herein
above include extract or powder of Echinacea purpurea about 0.1% to 10%,
Boerhaavia diffusa about 0.1% to 10%, Andrographis paniculata 0.1% to 10%,
Arctium lappa about 0.1% to 10% and Rubia cordifolia about 0.1% to 10% .

[0039] Alternatively according to a preferred embodiment, the active ingredients
selected herein above include Echinacea purpurea leaves, Andrographis paniculata
leaves, Boerhaavia diffusa whole plant , Arctium lappa root and Rubia cordifolia
root are present in an amount about 0.1mg to 1000mg per single administrable dose

unit.

[0040] According to another embodiment, the bio-availability enhancer is of herbal
origin which is selected from the group comprising extract or powder of Berberis
aristata stem and Tinospora cordifolia stem or a combination thereof. Bio enhancer

is present in an amount about 0.1mg to 1000mg per single administrable dose unit.

[0041] In another embodiment, the bio-availability enhancer is of chemical origin

which is selected from the group comprising glyceryl mono oleate, poly venyl



[0043] Illustrative Exanples of the synergistic herbal detoxifier/Blood
purifier conposition are as following: In each of the exanple descri bed
her ei naf t\P 208/M5647as a specific part and anobunt of her b$CTANHEWAWYT440r
extract form The constituents are dissolved in anobunt of water equal to
make a solution of 25ng/m . 10nl of this solution is used to nmake 100g of
bat ch usi ngil@NheESpan 89, Bgent 80,Twaso20 agd RBEr00 tbiPkdi 6000 af 4 esukisawont or

sui t abl e hardenj ng/ softeni ng agent dependi ng Uﬁ_lon t he Eor m i 8 i ch

f or mul at i orfh§T80% SYBBENS BIOSRIRACEIAL Prosany Ihan aRawnt 3PoyL2me e YRS BES ¢ i ons
can be bio- ; ement of bio-availability, the active

i ngredi ent sswé;&gﬁgg’%?@gﬁ%gﬁ&%?o-enhancer of herbal origin and bi o-enhancer
of chem cal Ok i O- f 9k R N B eris
aristata r 8@52%?15? Pal_%@pgﬁreamggllra g‘{l%{hlegacg{)gn ndlég{rtl lgh%ﬁfrsl?ﬁ about %%lgto 10g .
The bi o- enhafeerof dixoheddcieb, eeingidf jaoadandie miPmGsidd, irootarofafemigesmbout 0. 2
to 20 g per. batch of 100g, Exanple 1: In one enbodi ment o{a a refresent ative
conposi t i orindiche hgaiveed phicadn saedhunsipmhel Gastifebiilgra.legh PLERSSKY SeRmiA a
cordifolia ' Addi AR hu od in
an amount oo 0t SR R LR o e T uno
enbodi nent @freis mapbe peeneritin viee congusiioni ivapoutHkl %ao 108, ilnguedrenesimay be

powder or extract of ia cordifolia stemin an unt., aboyt 25 9,

Heri desnus ‘ﬁ’ﬁ&ﬁ @L}S}O) r‘%gk%}‘i’ ?aﬁwaﬁ%ﬂﬁwoﬁ'?ﬁ;@t in3a tg?]%gfo,&roc}?)’?ﬂﬁqlfdsﬁ'ﬁﬁgr oot
3.59 per bahgudih BORD.1%XAPOB. AltefntiddlPohe br RIBAOLT tHREYE isfre®nt in an
representative conposition, the active ingredients nay be powder or extract

of Pot hus aam@wsalyremimgerQoenedensingle adatnisrableidasamaiida ni nosa stemin an
anount about 2.0g to 5.0 g or these nay be added to any of the given

enbodi ment §0843]Jadidliustraiival Exargplesiiof nhe syirgispt derhal AevoufiirMjood purifiet

anot her enbodi nent of a resentativ onposi,ti.on, . t active ingredients
may be powd€FRSFUEREFGEY {Oﬁgwﬁ%i%%@a&ﬁﬁ?ﬁ efig%ﬁi;lgggﬁgegﬁhg%% Mbout
3.25 g, Andf g@rARNHas SANMRMIRLA hbiBAYEePowherds? xR TormB 0Pk cohsBR@n® Atk

Boer haavi a diffusa whole plant in an anount about 3.50g per 100g batch.
Exanpl e 5: dissobied ierapuadinhehtwadr eguelefsr Bk aafolufioncdrgivesg/ml.o0mpkeef thing

batch, the active in ients y ra f i
par pur ca TRy 5 o8 56, B o el e Bleslimeciieat S Mg gER
Boer haavi a whdihgsdferdtatent pt antable lardming/ dfehingrigb@piegernddnd upbnyh@ $6m Rubi a

cordifolia root 2 g 25% Exanple 5: In another enbodinment of a .

r epr esent atiPvelieh fRIBuIatiogrs @ ke PagParede AcHYt L8l 8¥hsoidPe SHERAOMNSFILERS r act of
Cassia biflar : ' RN %0 nrai ' 0 B pn, an
anount 3. 25%&%%%5&%1}#8@%{0%& ak?rﬁgﬁeﬁggﬁf{ﬁvgﬁﬁ 3%]? %gﬁ%eglgg%‘%}ég{r% dthﬂ’ese may
be added t calsnipcinfle biveerdianest of tbddl oBgin sind biaduhianteard|chemipakdiigint ‘She [ 0044]

I n anot her enbodi nent, wh a fornulation is.prepared in or . to taste
sk and. SBGEETE GBS BriEPemcten prband rorks rastor 2 inSerte

i ngr edi ent, . @MYol@steéth in A amBENBBBYED. MR 1 OO ek BvaiRhndet Bflcifaredicigiit her bal
detoxi fier conpositions can be formulated into | ozenges/j uj ubs/ chew ng

gun ef f er veésdede PE&S inrapuaniount eablosh@ to 2B1geper darethyof 008 yExampde d; In
Accordingly, as tioned herein before, the synergistic herbal detoxifier
conpositi ondnfeuelirflﬁ(gcﬁmsl&tnﬁff‘srggre(g%atbvre W%Osg‘?ma UPT D] gﬁ’b‘?@?ﬁi@&’t ‘i)ecal ly
accept abl e @yadepioeRkirh@rdfURHiL @otdifola lsREE NganidesthtdRIdee Wodtdand Acacia

gunm ef f ervescent tablet/nmouth freshener tabl et/candy. The Ehar maceutical ly
accept abl e ‘@eshpiheat wioed d&pe @meynt oot 2-ﬁé0ér%&|@etb9élgba§,ﬁhg epler: Hbre of a
sof t eni ng t . L0g.: . f a
Flavoring apene ¢3PBe R EBEE s 2B E LIRbA I ARTRY AR RESABBTRAF L e
det oxi fi er mavdeost e obRebiarcordifddiagtenfithar gacumgbaged2s goHemalesmus e of a
bi ndi ng agent, one or nore of a effervescence couple, one or npre of a
conpr essi bl 1BAISHR ROt AR ANAROUN, ERGHEE-2Y € AdeMtciimelaPpa rom|B38 PY bitepat ed, one
or nore of a polyner when a coating is preferred, one or nore of a filler
etc.. [0045] The softening agent is present in an anount about 1 to 50%.
The softening agent used is pectin,gehgtin and/or other pharmaceutically
acceptabl e agents or a conbination thereof. [0046] The sweetening agent

i ncludes 5% to 95% of one or nore non calorific value sweetener, however, a
high calorific value sweetener nmay be substituted. The taste nmaski ng and
sweet ening of the synergistic herbal conposition is done by use of agents

i ncl udi ng sweeteni ng agent selected fromthe group Maltitol, sorbitol,
mannitol, maltase, glycerol, corn syrup or conbination thereof according an
enbodi ment of the herein. In a preferred enbodinent, the ratio of maltitol
to corn syrup in the synergistic herbal conposition nay be in the range of
about 5:1 to 50:1, preferably 20:1 and maltitol along with corn syrup may

o o " o ~N\N7 b1 - - o " v o



[0047] The hardening agents is present in an anount 1% to 10% and i ncl ude
PEG20000 and/ or ot her pharmaceutically acceptable agents or a conbination
t her eof . WOQ4BJ05W¥Ten a tablet is preferred and the synergiranzoi/berbal
conposition is conpressed into tablet shape, a conpressible agent is
incorporated in an pharmaceutically effective anmount. The conpressible

agent incl udsga Exdmplee3: andnotyr babsdiheat ef af reprasofigavd compogiiei)dhe such as
dextrose nonohydrate, maltodextrin, |actose nonohydrate, and dextrin, as
vel | as i no@f@]ém.legre@lﬁb@aﬂ@sbe |Pﬁ&’ﬂ€FdPrn@XtH’iCb8§Pethéﬁﬁéﬁeﬁ?rﬁﬁﬁﬁbéﬁw&tc@cﬂpﬁydr at e,

di basi ¢ sodj, H&@sgdﬂ 3 %n%agﬁgé)c Et%lgvanhQ%hﬁt 3t 3! EH‘Q%%“@{] %ﬁ@%@@ydraw

di basi ¢ sodium ate ahydrate, m)no asi c od| u
nonohydr at eaddeddonamobfishe geai embpdiaeptsase addlhyntrlamgred]'dms dixamphe egrati ve

agent portion is taken.in har ceutically effective anpunt .is sel ected
fromthe gr 66%9@6%955&4%@03?@ jogent (ﬁ%)@trle SIS HPRROPLon e 3588 t r i n,

l'act ose nmong gi/e‘éie?ﬁsemaﬁ%t ﬁdvﬂjer r@%@tr&&'of E@lﬁ{dcéé)burpﬁfératlbéﬁk in a4l drhQnt
erythritol, Sucrose | actose. The dis integrative tablet portion nmay

i ncl ude onealut 2% gf Ardrogepbist pavupite sleaves eine fah earpewy eattout clifflge ahdicl udes

b1 car bonat eP0RR LATEEY RAREIRs T g obiouRl el T anbE el QR G Rk BIIE S anc

one nmenber selpegieembodifehi6f @repiescn@diive ohip@si@ibn et M00g daicH, thavdctie aci d,
fumaric acid, tartaric acid, phosphorlc acid, alginic acid accordl ng to an

embodi ment  eresiants m@fzd?edpwgdqrooramtaﬁtep Erbidarereprpeea tipavep A/ 8t |26%,, t he
synergi stic 0 Ss I a
st tabl o b AATRECEYERRTGA BavES 100 BoRS " B RIFRT (ol BREE 8 P00
The pol ymer 25%aIAemdml@pplthrmg;ﬁrﬁ%padub§a c&)frcﬂlﬁﬂtalmet 250 26%. maﬂnpleuaséld in the
synergi stic herbal detoxifier formulation inc|ludes one or nore of

pol yoxyet hyRasRer SERpdiments of g reprepentalive LOBPOsifieRn thesaftive Jagredisars -,
Tween- 20, pgévy&mleﬁﬁ tqifm&% H&‘a%@fﬁ[%{ LeREnSE Qé‘g@g)?@ocﬁ%é géhﬁﬁs

silicon dio phosphat es, | um dodecyl sulfate Xy, me
cel | ul ose ckhwisiman @mobmb@/%gaﬂs% Dablih plnpste fhodirsim annarndult 3cSQgtBB%$>e

hydr oxyet hyl cellu hydr oxypr opyl cel | yl ose, hydroxypropyl net hyl
cel | ul ose piiEFFAPAY Be €3 eér%a'@( 9%‘?‘ P%H§H@85ﬁ“1ﬂnbssaéa)é Hés‘fl%‘pﬁﬁ’ﬁpﬁm num
silicate, triet hanol am ne, . pol yvinyl al cohol , and pol yvi nyl %yr rolidene

(PVP) and SBRAADIN amphsy epbodieiesh Yheg 4 dormidionot preparehdh erder poese] The
syner gi sti chgr %ﬁ% dw%%EeﬂX oféfc¥ cgmpe%'r Lhp! asﬁﬁtytaétQ%F k':g@ aem%gl%e{éﬁg{agy onal

i ngredients inc I ng ot l'ers mhlc inc e water-so
conpressi bl er edboﬂod)hyldovﬂ mengoed exemghbied Qmeglssmherbabdetmmﬁen ¢om11190$isti@nbi tol,

mal titol, | i a ur t her eof her conv dry
D1 nder s | 1By Iy a8l (BRSO FHE G xS ST it &
such as maghemehd GbleaEAde orSlyAd bre.. ¥¢dclrditgdy, Cas m@ﬂlma%relﬂ%@ﬁﬁé MBé i ves;
flavors; disintegrants, antioxidants; acidulants,
synergistic herbal detoxifier composmon further comprises one or more of a
suitable pharmaceutically acceptable excipient formulated into
~ lozenges/jujubs/chewing gum/effervescent tablet/mouth freshener tablet/candy. The
pharmaceutically acceptable excipient is selected from the group comprising one or
more of a softening agent, one or more of a sweetening agent and one or more of a
flavoring agent for taste masking and sweetening of the synergistic herbal detoxifier
composition , one or more of a hardening agent, one or more of a binding agent,

one or more of a effervescence couple, one or more of a compressible agent and dis

integrative agent when a tablet is prepared, one or more of a polymer when a

11



such as but not Iimted to citric acid, malic acid, tartaric acid, ascorbic
acid, and fumaric acid; surfactants; suitable denulcents such as

met hycel IWOGSR/05pd7dr oxypr opyl net hyl cel |l ul ose, hydr oxy @CHRIN2EEPITH0se,

hydr oxypr opyl cellul ose, carboxynethyl cellul ose and m xtures thereof and
coloring agents, according to an enbodi nent herein. [0051] In another
enbodi ment @fatihp e wyfeaedi sid or hereldla fillet exi.f i er conposition, the active
ingredients may be in a coated formor in sustained release formin the

formul ati ongoo&si trablseft 5%‘9” E@ﬁ&r@gdnﬁin aRymbent HpPEoNel $095 e Thelgofentyet hyl
cel | ul ose I-{ydr oxyet hyl met hyl cell ul ose, Carboxynethyl cell ul ose sodi um

Hydr oxypr opsgent apaduisorestingslajin anglfas rahey) Bhagmacsuteallyy peceptableRgentsrof e | ke.
[ 0052] The it for conpressed tablet of the herbal detoxifier
formul ati on&iwﬁglﬁ%le‘ﬁftg%%g%f det oxi fi er Lozenges/candi es/ nmouth freshner

i ncl ude one_qr e of sucrose and.dextrosSe--or - pdj 1 | erials,
(mal t ose- de@@?‘%ggﬁkep%qfi?l%ﬁgeg?m%ﬂ%§% 3%)?? %’ogfzgg Jz-gggéoﬁ%l {“%d S gﬁ"‘gﬁ% a
portion of RH@GhQkecnde AfovesaC aNagH BasNfi@0LaE divedered ndy nndibeiitved: Ther ei n.
[0053] If a wet granulation step is used, the base for the_ conpressed

tabl et | ozeiagie masking|ase syeeiening ohthsisHersgistis herhalcompopision is dgne by use of
oo . _ . > P O A
bodt o5 or oapiefls fiRffng Rfentrl aort MEws R b BOR MIARY, tAIOE, 0 O

whi ch have mamiss] ngl@secglyodol, Thwaesyane dri ghinpinatiat ahéreofmakendingsamnd in
an attenpt to regain stability they_devour, el ectrons from surroundi ng
mol ecul es. eAPAliBpRBlae heredn. da faRfeeried) HREDA eirﬂtl%ogaeﬁgali K% fect ,

this |eads %@#ﬁ%@%e gL&@réé?ﬂecbﬁipasiﬁamﬁ@ MQH@faﬁgé ggaboﬁhsﬁetots@ﬁi, ns

gradual ly f ayers aroun ysosones ‘inside th I'l's. Lysosones are
struct ures pmfrabdy 208 @el maltitd adorfg wish comt syripemag $neorppassl oustre tandid% he

cells. Wen xins formcoats around these structures, they block the

nenbr ane ofOftt ﬂée IW‘%%%‘B%SCOF}P;?M“BEFFC&PFFF% P hdl rpr?fg'frﬁ‘?aqmtf%%gfrfto e 5

l eads to theuikild EorHsyRipst @xdedsrigadhdrtig ofatmayNinefudkNew doadegdnscorf 0055]

In the course to renobve toxins fromthe bodﬁ;, chel ation, specifically netal
ef

chel ati on isyrap fslestesesequivalgmt CPE} @6d0n38)areguige cowiersiatcarh syrupdBY ali#8rei n a
f chenical. : ' ' i 0 dy t
group of chg ¢a mt%ﬁné)&&g rcPﬁ\?«{gﬁgl? @%gx %8“34 @Soﬁ"§§ 48.88), Q’??&%rﬁaskglglo\?l f Elﬁf?éjo y to

prevent them’from causin her €é Ingly toxin

accumul at i off dbdat 4lisgefetred s cordingodone @gibotlinent déreRy. dhi oflavakingiagbmgi cal
macr onol ecul es such as |ipids, proteins_and nucleic acids and is _exhibited

by change i¥ PresgBxinfarsering gbaut OfHeloda?%bx ey inghuds dMing flayore f-emar Ad¥@non can
b , OTFETSTas . ! . . _
r Sd imégls u; ga(\?}e%? ;%ngttn ?ét?lt gxéa?%%éﬁl\g%?‘% %‘;Y)%' %saar ox§| ﬂ?\gtﬁ; %Ittegsg(gt\%ngi ng

assay (DNA flaragRineaphi¢ dllavéiolGhohaatel 8avof,oMahgd-lflavamn dadsna flaver&ahpple
preparat i Onﬁévor

[0047] The hardening agents is present in an amount 1% to 10% and include
PEG20000 and/or other pharmaceutically acceptable agents or a combination

thereof.

[0048] When a tablet is preferred and the synergistic herbal composition is
compressed into tablet shape, a compressible agent is incorporated in an
pharmaceutically effective amount. The compressible agent include a hydrate, and
may be selected from organic compounds such as dextrose monochydrate,

maltodextrin, lactose monohydrate, and dextrin, as well as inorganic compounds

12



[0056] FIG 1 illustrates Table 1 showing In-vitro tests results of
preferred enbodi nent of product of invention Vs |eading commercially

avai | abl eVORARPS47¢he resul ts obtai ned herein represent ECTANL011/000744
representative fornulation of present invention has substantial superiority
in detoxification of bodily toxin at a very |ess concentration of active

i ngredi ent s:ncAﬁimmmbhsimeaicﬂuer plhmphﬂle)dﬂ]ydi‘alte dilasiefsedivedpleosphaie dihytiratd, he

I R
| us (9] |
Lozenges/ cangesdsidmudilnd o8 ﬁermﬂ@r mbhoRY@hte! Rha@KSohdbadict §6H1uﬂ;hb§0$}§ﬁ@” ment

was carried as described einafter. A)Conditions for Saliva (Buccal)
rel ease of ﬂtblz/émgeﬂlealmjm&tatrm%hntfnoemlenaken@nmphdrmcgaicﬂl\bae@femval d was

re aredtakin aco i.on f Si mul at ed. Sal.i.va s, KH2PO4 2 + NaC
?40'0”1\,9 ¥ gty l%nﬁﬁ)i ted e(FBUR SRS é’féﬁom%ﬁgéiegﬁro%fm?‘ﬁm‘?]hé’d%i d( Ref
: Dr. L. Huqﬁﬁed@mn Alac@%@rménehyﬁrd\t@V\ﬁM&ﬁO%aﬂﬁlt@hdé@ﬁ@lerdoifblfw, kigoBuccal

Di ssol uti on of Drugs Rohm and Haas Research Laboratori es, Spring House,
PA, USA). wesythrifRlefuqresedandsiarigss. oﬂweeéman%r@tsveaaldeml%mawmlWW

mai nt ai ned 0

W t hdr awn aﬁ e‘?gfggg%ce@ ﬁge?, ‘:I‘)f‘fwﬁétgura %nﬁ%ggggn lbglsfr o Al

pol yphenol gmnpemmémm@ﬁ@l)urﬂfmdahﬂﬁletes pomsshsn \Mrlﬁﬁlhtenaﬁleﬂnbyarbbhdf@t hod
(Ref : Singleton, V.L. and J.A Rossi, Jr. 1965. Am J. Enol. Vitic.

16: 144- 158) MaBRSHHH CRIbgRates mdua?éﬁrbpe@teagé B meshesgelered frmdie gouph
freshner : t u r 0 ) ition :
KH2PO4 (13. 87@%‘? ghtﬁNcgtzr P%i& %ggﬁd o gs#qgmg Ia%?ﬁ%%%ggp%ggm@a&@r and
pH of 6.8 walginitradidrecardinghy anrenfboﬁhmphenem AzcomdjngRefanpthen dingbodiment

Phar macopoei 1996 of this solution was taken in

i ssorat | onCLBpAPER e dhe bl rk e clmaculid REpRos i s GbeRsipe A
Lozenge for gid gsditabRShHifliRE aerANMal B@amﬂmyeaspéfefnekmeuhf#mvmt after every 5
m nutes. Total duration was 25 mhutes. Total pol yphenol content (ngGAE Q)
of these sa nd J. A
Rossi , E@gg? %ﬁ gﬁl éé%q(e,@lupy 16: J%?iglu}(lg%mwf %rg}elﬁ%gﬁ ée/%l:(})"vttlgréy of

t ot al poI ypbbem(glslc( hayb@Adetopifiaf foemutbﬁomlmu]md}es onasor>morenyf [@AIxyeihyleBal i va or

buccal route it .was ar e. This shows
t hat absor pfc?rﬁﬁa“oﬁat@'oﬂgﬂge&ef%a e§§? H@h?h%ﬁ@&hﬁ@r B"Sﬁegéb PRysIhYsIE c al
route is 7- §lylbl§9§ol%£ﬁtl%ﬂer@§i@§tra@§ E&ld@@alcs@lr@wmxmé PhSdphh@y!t §ociein MOST  Of
the commercral fornmulations are either syrups or tablets WhICh are taken by

oral route. dmebwe}fa@ozc@rigw/ oeatalil e s¢llubesat kaltiugs h n@‘bow-mediy\]r\/awlu{mas uned

adi o Equi varosie BeggPtdlose Ridhseyh SRR b b g™ | ©

illustrate meyml;dﬂeyl%etlelogephmalate hh@ro&yymmmes&élmlce%f@ﬁgn@fum alummum
exanpl e/forrru ation 5 and conparative hio-enhancenent by Her bal

bi o- enhancefiligteheiethanplapiipe, el?ﬂiﬂé‘ﬂ@éralE@EG @IWOPMWYMEFQJSQEQG 4dR¥PE@nPari son
of the di ffgpg&t g@,lAN ﬁooﬁEéﬂdﬂ% ﬁhﬁib'adn%ﬁ?ﬂ B the individual effect of
o

the active Ingre (Pentsmterms eir bio-aval fability in

subl i ngual / |/ o] therapeutic acti vi terns of
i npr ovi ng d@%ﬁfenﬂ%eﬁ tecrs ré?lat S@X fberdE?’BE?sfl?%tWS}ﬁ ! i) éﬁelron 5
was found t eonventicat mgrecﬁlem@eidcmm;g dtherl Bll@b Sehitlp i) Id&ﬁideb@&tbr &9@51!3 nation
of Berberis aristata root and Ti nospora cordifolia stem in a specific

wei ght rat i PMBrgselle sagghydraes speh apdexteaspashserses mankifd, sprbitely arltitelcanyl es
descri bed h I f i ng
Eitoct of roprohleciied; ol IRt ek SECTREMInE ) e LR Y

i nventi on vpyrsalgloMarhkeé thedike; sdemermraﬂmlnrcah@xslmhtay magdestim Geanitd, Btedridi um
Nitriteinra del .t hough Tabl e 9. i s observed that the hazardous
effect of NANGalferRduexes &%‘?SF’FY@“Y%@?Y‘HH GpintRBFanS, @BUKIAANLS ACKBkANES
produce nitrosam nes and with am des to produce nitrosam des. The toxic
effects of nitrates and nitrites are well docunented in manmal i ans,

i ncl uding inpairnment of reproductive fignction, hepatotoxicity and

met haenogobenem a, dysregul ation of inflammuatory responses and tissue.
Accordingly, aimof the present investigation was to determ ne the
conparative efficacy of the synergisticaly formnul ated detoxifying drug
formul ations at a very | ow concentration (10ng/ adult/ day) exanple 1 to
exanple Vin sodiumnitrite toxicity induced rats and its conparison with
ot her marketed drugs D (Safi of Handard, 10ml/ adult/ day) and E(Lalinma of
Dabur, 5g/ adult/ day). Mdel induction for drug toxicity : A Total of 21
animals were randomy distributed into seven groups. Al aninals received
sodlun1n|tr|te 80ng/kg body melght tmnce dally for 15 days except healthy

o .



[0058] Alternatively the formulation can be nade into jujubs/ chew ng gunt
ef fervescent tablet using optional additives such as 1 to 50% of softening
agents | iwe 2peasb416and gelatin, 0.01 to 2.5% of flavori mgTANEN1/800740059]
Alternatively the fornulation can be used direct as oral syrup solution
with or without addition of hardening, softening, effervescence agents.
[0060] Wil ¢ tthgs BEERANImitdl RNkt adlas mARe Acide sefatibedid, nis¢@bitbaced, ants

speci fic enbodi ments, certain nodification and equivalents will _ be apparent
to those skifuthait i acidhe sarfactamsl asuitablet edrieucands beughhc pyidaretiyqelulope,t he

et hod of - mKERGYGEPYlGTERS! RDRE SYER G SR B TR los

cont enpl at edaByxfriéhyinsedintade ahd migardsythagobaid tolsringugamtd, @aocdrdingits anot t o
be construed as |imting. Various nodifications and variations of the
descri bed nembedimenthespds em of the invention will be apparent to those
skilled in the art wi thout departing fromthe scope and spirit of the

i nvention. MQHdugranptier rembedime@nohgls speesgisde berbplpdatori fercemprasitioanthgi t h
specific preferred epbodi nents, it sho J ; t e. 1 pyention
as clai med &ho( ngﬁeoc{‘Téo Se“ha?(d%?;}n 1% anteedalk%g‘bgﬁglﬂ%g%g%???gl%%%bg ﬁngn?]\é

| ndeed, var ifgruldmai f $@abion®aang materidal may sbeofHypgremdbswey i Hedrorpelkd f or
carrying out the invention that are ohvious to thoseﬂfthiell ed in formul ation

devel oprent cellulpsel atbirexyetrdmethyl i rede t GAROXNME IHse ¢ oIEIBH: t he
i nvention. H@ﬁ%’&ggﬁﬁ gxﬁlu‘flc?sﬁcﬁdl%tpﬁ?wgélgE g)é tdilufoseBPadient s will so

fully reveal nature’ o i meénts herein that others can,
by appl yi ng tKr dge,. I eadi [ . i -QUS
applicati oné&gﬁﬁﬂyp%@?ﬂe%ag%b%%ﬁ ‘?nr% éslseérﬁﬂ%%)étf ﬂ%g%gﬂr;atl i%g%%f%%%r e dg:(])gneri C
concept, angy Hehrmfdirdoxstia . adagisatndies madh fredirfer ¢adlidensnestrombe afnd ar e
intended to be conprehended wthin the neaning and range of equival ents of
the di scl osétcresth@hd raexirese-| er sucrpse-padifisd opaeras (Makoserilexppsea SISy or

t er m nol ogy rein s Hodo,t p f o BESET biPtHiSHer 2BR ot  Of
limtation. Cﬁ‘ﬁ@r@%?ﬁﬂﬁé’?‘é’ﬁhéﬁ%?@%t gﬁﬁeér)el? n ﬁgve bé nrdgsgri bed in
terns of preh@hardbspadrocdingat an emhbrabmerstkietdimd in the art will recognize

that the enbodi ments herein can be practiced with nodification within the

spirit and googeg Bfa wheranpanmedercisaised; .the biGe 26r1the QEAYTERATRHINE DEaddR007 44
W Caim

may also contain a binder, such as gelatin or polyvinylpyrrolidone.

[0054] It is found that accumulation of toxins in our bodies creates free radicals.
Free radicals are dysfunctional molecules which have a missing electron. These are
highly unstable molecules and in an attempt to regain stability they devour electrons
from surrounding molecules. This creates more damaged molecules and in a
cascading effect, this leads to damaged cells and this causes degeneration. These
toxins gradually form layers around the lysosomes inside the cells. Lysosomes are
structures inside the cells that flush out the waste products from the cells. When
toxins form coats around these structures, they block the membrane of the lysosomes
from performing their natural function. This leads to the build up of toxins and the

creation of free radicals.

[0055] In the course to remove toxins from the body, chelation, specifically metal
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1. A synergistic herbal detoxifier conposition in a very |ow adm nistrable
dose unit, said conposition conprising: therapeutically effective anount of
one or nowWe artaseg6i ngredient in the formof one or norechantnisedeet ed from
a group of herbs conprising Echi nacea purpurea | eaves, Andrographis
pani cul ata | eaves, Boerhaavi a diffusa whole plant, Arctiumlappa root,

Rubi a cordi fchtlagort B3ad proefasfseiﬁtvilhlleh axisidre détoRifddrormbbey biherey aigradp off ty
enhancer, wherein said bio-availibility enhancer renders hi gh solubility

and hi gh bi 68%8icbex 9therycompoundsisalates jige rafirabuinghe Dpdy tdFpesnt Sism frem
sol ubi ity anek;fy ¢irhed! dafthd gle t%)yotﬁ’erb &b dA@&JrﬂlYlglg: Rﬁgne i:c%%ulﬁ o‘i’hnﬁclu\ﬂm rein

the said conmposition is us uccal , mnucoSadl, i ngua
del i very. 2strddse isyhedyi sbulc herdimtatxdet (oki biohrgiccabnpmsncﬂnakcu&ﬂ’s cheh nasl,

wherein powder/ extract .of said a | eaves Andr ogr.aphi s
pani cul alto awﬁi é’§°telnBc?§FlH’é‘£fFFCaa‘d ?f‘ é? B?ya ange 3 £gdog Homggs ‘gﬂF ‘oot and

Rubi a Cord'ﬁ@kkﬁmﬁ99h1%kﬁvﬁﬁ%?&&hohﬁn@@cﬁﬂ&yﬁkaéﬁ%&ﬂhﬁ%g%qﬂnbﬁm%QQQﬂﬁ per

si ngl e adm ni strab ose unit. 3. The synergistic herbal detoxifier
conposi ti on S@per@mle narkion wadicel, nFlgal @disab-seavangiapi adtivity e(MBREHr aftévity), her bal
origin, Hydroxyl radical scavenging assay (DNA damage), Total Polyphenols, Total

Flavonoids in herbal preparations.

[0056] FIG. 1 illustrates Table 1 showing In-vitro tests results of preferred
embodiment of product of invention Vs leading commercially available brands. The
results obtained herein represents that representative formulation of present
invention has substantial superiority in detoxification of bodily toxin at a very less
concentration of active ingredients. As mentioned herein above, in a preferred
embodiment, the synergistic herbal composition is formulated for buccal/sublingual
route. FIG.2 illustrates a comparative study of Saliva (Buccal) release of
Lozenges/candies/ mouth freshener Vs oral intake in-vitro. This experiment was
carried as described hereinafter. A)Conditions for Saliva (Bupcal) release of
Lozenges/candies/ mouth freshner : Simulated salivary fluid was prepared taking a
composition of Simulated Saliva was KH2PO4 (12 mM) + NaCl (40 mM) + CaCl2
(1.5 mM) + NaOH (to make pH 6.2). 150 ml of this fluid(Ref : Dr. L. Hughes and A.
Gehris : A New Method of Characterizing the Buccal Dissolution of Drugs, Rohm
and Haas Research Laboratories, Spring House, PA, USA). was taken in dissolution
apparatus and 37°C temperature was maintained at 50 RPM. Lozenge (1g ) was
dipped and the samples were withdrawn after every 5 minutes. Total duration was 25
minutes. Total polyphenol content (mgGAE/g) of these samples was estimated by
UV method (Ref : Singleton, V.L. and J.A. Rossi, Jr. 1965. Am. J. Enol. Vitic.
16:144-158). B)Conditions for oral release of Lozenges/candies/ mouth freshner : A
phosphate buffer solution (pH-6.8) was prepared (Composition : KH,PO, (13.872 g)
+ NaHPO, (35.084) dissolved in 1000 ml of DD water and pH of 6.8 was
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wherein said bio-availability enhancer of herbal origin is selected from
the group conprising extract or powder of Berberis aristata stem and

Ti nospor awoantdfsed7sa stem or a conbi nati on thereof; andPamaNzilivo@aid

bi o-avail ability enhancer of herbal origin is present in an anmount about
0.1ng to 1000ng per single adm nistrable dose unit. 4. The synergistic

herbal det oxhdih@ined ®yRe®bphdsphaic adidiRef 1 IndMiePieirmasaiodiabi @863 vel ITph13a ty
enhancer is of chem cal origin; wherein said bio-av Iabl ity enhancer of

cheni cal oringh of this sdpiden é‘ﬂisftﬁlﬁfﬁ NHESHHBION PERBFISSINGS Gy EEIFIAS NG| eat e,
oo, ot AAEA ARy, RSB TR SRR LB or 2
bi o- avai | abi»lriitltdya\em bﬁtetcﬁrery)ﬁ rthiauteal Total duratiors wes @S eminuies. Fotalapadypitenabout
0.2mg to 2000 orr{t%np (mg pgl) %f ers]?a Qelmsllglgsa V?zlase esctii(r)nsa?ed%nyi ltJV method (Ref : Singleton,
V.L. and J.A. Rossi, Jr. 1965. Am. J. Enol. Vitic. 16:144-158). Inference: Recovery
of total polyphenols (mg GAE/g) after 10 minutes was >40 mg GAE/g in Saliva or
buccal route whereas it was around 5 mg GAE/g by oral route. This shows that
absorption of Lozenges/candies/ mouth freshner by saliva or buccal route is 7-8
times more as compared to be consumed by oral route as most of the commercial
formulations are either syrups or tablets which are taken by oral route. Moreover
Lozenges/candies/ mouth freshner are always consumed by saliva or buccal cavity.
[DPPH : Diphenylpicrylhydrazyl ; GAE : Gallic Acid Equivalents ; QE : Quercetin
Equivalent]. FIG. 3A through 3G illustrate in table 2 to table 9, the synergistic effect
of example/formulation 5 and comparative bio-enhancement by Herbal bio-enhancer
& chemical bio-enhancer (PEG 400). An Analysis and comparison of the different
results obtained herein ,such as the individual effect of the active ingredients in
terms of their bio-availability in sublingual/buccal/mucosal and oral route,
therapeutic activity in terms of improving different pentameters related to
detoxification, formulation 5 was found to be most preferred one. It is also found
that both combination of Berberis aristata root and Tinospora cordifolia stem, in a
specific weight ratio, functioned as herbal bio-enhancer for the different examples
described herein. FIG. 4 illustrates a comparative study of Detoxifying Effect of
representative compositions and/or formulations of current invention versus
Marketed products after toxicity induction with Sodium Nitrite in rat model though
Table 9. It is observed that the hazardous effect of NaNO, derives from the reaction
of nitrites with amines to produce nitrosamines and with amides to produce
nitrosamides. The toxic effects of nitrates and nitrites are well documented in
mammalians, including impairment of reproductive function, hepatotoxicity and

methaemogobenemia, dysregulation of inflammatory responses and tissue.
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5. The synergistic herbal detoxifier conposition of claim1, wherein said
active ingredient conprises herbs selected fromstem of Pothos aureus,

| eaves ofwOxorzsegeci nea , stens of Jacaranda m nosi f ol iPET/IN2OOV@®76f

Hem desnus i ndi cus , heartwood of Acacia catechu , stem of Cassia biflorain
,l eaf of Cassia seam a and flower of Dhalia pinnatain, wherein powder /

extract of HA®@BrdA lﬁoﬁilﬂp%f aké Qb@,enﬂ ﬁﬁx;&hfﬁfga@én !v@é@rta ARG HIme dhe, c&hpdf&ti@f .
Jacaranda mnosifolia , roots of Hem desnus indicus , heartwod of Acacia

cat echu , steffisagy of4Bei synerdistisaly fprmplagerd detoxifydng drugetormulatings /1 dwery of

Dhalia pinn 0 i . ' . 00, .single

adm ni st rablel%e‘i31 ogg&ﬁl%:h? Eg?éggggﬁgyﬁdﬁrg%arﬁﬁg%é N %Hp]}l"ﬁ\é]lgys(r%g?l éTlp zlgtflf:é her bal

det oxi fi er aotmpiosiiiduwsd ahtsciral s kotmpabsonwivethesthers aiatkesyh dfugissDi Safiestal

detoxifier conposition furuitgeqrﬂl conprises one ore nore of a pharnaceutically
i Y

accept abl e &3 REHeni ORHKed! syRerkiletima pllisanr et/ 03wy efayeonedel i on i
formul at ed iim&g?ﬁ'%x‘)%ﬁ?ﬁxiﬁw e A 9biF o?g%laﬁﬁﬁﬂgﬁéeyfdg?b'@& d‘&%%éa@an%“m

ef fervescent tablet, no eshener, l'et, can up, ereln said
conposi t i on sakmngrbopsnillbarenhalsse¢eetdesodask eilri m i mplerbadtyedeigbt mvicd daly bi tt er

or unpl easant te of said active. ingredient; rein tas ski ng and
sweet eni ng gf’r iiaﬁysc%ﬁf)%@?eta}t@% .C?%trca&ﬁ%‘ﬂlﬁttHE%F?%E%’&WHE“HE’E?P[&BWP&%Se in
calorific valdie @fllesRidHeAMMASIdidR; afd A6kl PlasHgPRRAIHRY RQitefnbS:

i ndented fornul ati on, said pharmaceutically acceptable excipient is

sel ect ed fr diechp@icgl cug exidpivesburgs panaMeersmbiechsmmical sRyframsetersy: £§@T, one

Caste maski m5 o S aerueng e B Ro Bl o0k oot A iy Fihad

conposi ti onbighem@dal DAz Stedtapdiantid wagandasuiedecodrdig ® Ohkawdendi ng.
agent, one or nore of a effervescence coupl one or_nore of a conpressible

agent and di(979¢+ Bgduced \glutadigne, wanaegsur lagé%@inﬁ tpdilmer wededA180%k i ng

and one or r&{ifﬁz&i gﬁltgtfliloh@ Cwas measured according to Teare JP et al. (1993) Gluathione
reducatse and peroxidase were measured according to Goldberg and Spooner ( 1993)
and Paglia and Valentine (1967). The hepatic (SGOT, SGPT ) and renal
(creatinine ) enzymes were found to be increased in sodium nitrite induced group
(diseased control) due to harmful effect of nitrite, nitrosamine formation which
damage liver and renal cells. The GR, GSH, GPX enzymes activities were
significantly improved in the drug treated groups as compared to sodium nitrite
toxicity induced group. These glutathione reducatse (GR), glutathione peroxidase
(GPx ) and reduced glutathione (GSH) are detoxifying enzymes and has important
defense mechanism in protecting cell against oxy free radicals. These parameters
were found significant improvement in C treated group as compared to other drug
treated group. In the data represented in FIG.4, table 3, All data are Mean + SD.
Turkey t- test was performed between control vs toxicity induced group and toxicity
induced group vs treated groups. *** (highly significant), ** (significant ), *
(significant),. ns (not significant) Where TSH; total thiol (mg/dL), GSH; reduced
glutathione (mg/dL), MDA; malonaldialdehyde (nmole/ml), GR; glutathione

reducatase (Mmole/min/ml), GPX ; glutathione peroxidase (Mmole/min/ml). In
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WD 2012/ 056476PCT/ 1N2011/ 000744 7. The synergi stic herbal detoxifier
conposition according to claim®6, wherein said softening agent is pectin,
gel ati n aM@/2812/636476i nat i on or ot her pharmaceutical | y ac®epidMigodgent s,
wherein said softening agent is present in anmount about 1 to 50% 8. The
synergi stic herbal detoxifier conposition according to claim®6 wherein said
sweet eni ng agﬁcnﬁmdnsﬂﬁsefi&dihgdhéwednhahé drog firomaddtioint ie Imoss effexdtive) themdmAi t ol ,

mal t ase, gl ycer(f corn syru j,;onbl at i V\/Perel n_sai d sweeteni ng
agent is preé¥@ntlataon arly ’61}9 B3, ?toPTQ \?ﬁ’é?’é‘ 08%,0f PIEVOIVERCRgent i s
present in %av@%nédnﬁﬁgt&e@a%rgqo@ ftenttGC! riphdbll |day)ahd B AEAR
conprises Mnt flavor, Lenon Orange flavor, Betel 1eaf flavor,

Vani | | a f| avoperiost effisheyr rly fletawidying Blivere msd okighnyfin awmparlspnemprﬂ),e Safiavor ,

Chocol ate fl(%’n%édu%ﬁ?? haﬁlgahmaB %7%'2'1 J Ic‘lgly O%o?rlzluIAngllseof lcgr\fgrgt' invention
play a significant role in prevention of hepatic and renal enzyme along with
improved the cellular defense system and reduced free radical mediated tissue injury

caused by sodium nitrite in rat.

[0057] In one embodiment, the process of preparation used for the herbal detoxifier
formulation in the form of detoxifier Lozenges/candies/ mouth freshener as defined
here in below includes the following steps: Step 1 : Dissolve 0.1 to 10mg dry
powder/extracts of active ingredient in the form of Echinacea purpurea leaves,
Andrographis paniculata leaves, Boerhaavia diffusa whole plant, Arctium lappa root
and Rubia cordifolia root in warm pharmaceutical grade water and stir to dissolve all
the active ingredients to obtain a solution. Optionally 0.1 to 10mg of either or
combination of Pothos aureus, leaves of Ixora coccinea, stems of Jacaranda
mimosifolia, roots of Hemidesmus indicus,heartwood of Acacia catechu, stem of
Cassia biflora, leaf of Cassia seamia and flower of Dhalia pinnata may also be taken.
Step 2 : Double filter the above solution and add 5 to 95% of given sugars Maltitol
(760+£25 % ) + Corn Syrup (15+15 %) in a Stainless steel(SS) flat bottom broad
vessel. Step 3 : Boil solution of step 2 toiget a clear, uniform and transparent semi-
liquid form. Step 4 : Optionally add PEG 20,000 (2+1%), Sorbitol (1+1.5%), Span
(1+.5%) in another SS vessel and heat at 100-150°C to melt uniformly. Step 5 : Add
solution of step 3 and 4 to boil at 250+50°C and add 0.05+ 1% desired flavour
(preferably Beetel leaf flavor) and coloring agent. Step 6 : Optionally the tablets/
lozenges formed can be coated using conventionally known technology. Step 7: Fill

in the molds. Allow it to cool and then wrap for chewable tablet.

[0058] Alternatively the formulation can be made into jujubs/ chewing gum/

effervescent tablet using optional additives such as 1 to 50% of softening agents like
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9. The synergistic herbal detoxifier conposition according to claim®6,
wherein said hardening agent is present in an amount 1%to 10% wherein
sai d har d¥Ri20/0agEAt | ncl ude PEG0000 and/ or ot her phar REEAN2U1YEM0744
acceptabl e agents or a conbination thereof. 10. The synergistic herbal
detoxifier conposition according to claim6,wherein said effervescence

coupl e is sekafiad delaim, gl00up26ehsi Bivongg agerphar maceutically effective
anount of sodi um bi carbonate, potassium bi carbonate, cal ci um carbonate,

magnesi um c g al @magiosiy4he fodmlRAish earPbeluRa it i tal S¢hpabRdioh hath érhe
group consisting of citric acid, malic acid, fumaric acid, tartaric acid,

phosphori c agthgut addifien of haedeningh sofeanings affervewapsecagentsi e agent i ssel ect ed
from organi c conpounds conpri sing dextrose nonohydrate, naltodextrin,
| act ose nondbad atvbile ahel paesent inventen hes Ibeers destoibgd rin ctenasedusdspeciisl udi ng

G basi o S ERSRD i OB anl QRafenR R R HPARRLE ol R ©

in the art and are intended to be included with in the scope of the present invention.

Above disclosure describe a manner and method of making using the invention and
sets forth the best mode contemplated by the inventor for carrying out his invention
but is not to be construed as limiting. Various modifications and variations of the
described method and system of the invention will be apparent to those skilled in the
art without departing from the scope and spirit of the invention. Although the
invention has been described in connection with specific preferred embodiments, it
should be understood that the invention as claimed should not be unduly limited to
such specific embodiments. Indeed, various modifications and equivalents of the
described modes for carrying out the invention that are obvious to those skilled in
formulation development or related fields are intended to be within the scope of the
invention. The foregoing description of the specific embodiments will so fully reveal
the general nature of the embodiments herein that others can, by applying current
knowledge, readily modify and/or adapt for various applications such specific
embodiments without departing from the generic concept, and, therefore, such
adaptations and modifications should and are intended to be comprehended within
the meaning and range of equivalents of the disclosed embodiments. It is to be
understood that the phraseology or terminology employed herein is for the purpose
of description and not of limitation. Therefore, while the embodiments herein have
been described in terms of preferred embodiments, those skilled in the art will
recognize that the embodiments herein can be practiced with modification within the

spirit and scope of the appended claims.
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WO 2012/ 056476PCT/ 1N2011/ 000744 hept ahydrate, di basic sodi um phosphate
dodecahydr at e, nonobasi ¢ sodi um phosphat e nonohydrate, and nonobasi ¢ sodi um
phosphat ew0i2hiadiset7eé i n an pharmaceutically effective ampemiIN20adverogian

di sintegrative agent is selected fromthe group conprising pharaceutically
effective anmount of isomalt, dextrose nonohydrate, maltodextrin, |actose
nonohydrate, dextrin, mannitol, lactitol, sorbitol, xylitol, erythritol,
sucrose and | actose. wherein said polynmer is selected fromthe group

comwe €lang: of pol yoxyet hyl ene sorbitan fatty acid esters, Tween-80,

Tween- 20, pol yet hyl en | ycol s, pol yoxyet hyl ene stearates, colloidal
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hydr oxyet %y cel l ul ose, "hydr oxypropyl cel | ul ose, hydroxypropyl net hyl

cel l ul ose, pht hal atherapritially effgstive dimat of bheibogwre asiyedsgradient inrthe form of
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maltitol and corn syrup; and wherein ratio of maltitol and corn syrup is

about 5:1 to aboutlaspa motRrukrizeqifgliaugetit 20: 1.
effective amount of one or more bio-availability enhancer,

wherein said bio-availibility enhancer renders high solubility and high
bioavailability of said active ingredient in comparison to solubility and
bio-availability of said active ingredient alone;

wherein the said composition is used for buccal, mucosal, sublingual or oral delivery.

2. The synergistic herbal detoxifier composition of claim 1, wherein powder/ extract of said
Echinacea purpurea leaves , Andrographis paniculata leaves , Boerhaavia diffusa whole plant ,
Arctium lappa root and Rubia cordifolia root are present in an amount about 0.1mg to 1000mg
per single administrable dose unit.

3. The synergistic herbal detoxifier composition of claim 1,

wherein said bio-availability enhancer is of herbal origin,

wherein said bio-availability enhancer of herbal origin is selected from the group
comprising extract or powder of Berberis aristata stem and Tinospora cordifolia
stem or a combination thereof; and

wherein said bio-availability enhancer of herbal origin is present in an amount
about 0.1mg to 1000mg per single administrable dose unit.

4. The synergistic herbal detoxifier composition of claim 1,

wherein said bio-availability enhancer is of chemical origin;

wherein said bio-availability enhancer of chemical origin is selected from the
group comprising glyceryl mono oleate, poly veny! alcohol, Span 80, Tween
80,Tween 20 and PEG 200 to PEG 6000 or a combination thereof; and
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12. The synergistic herbal detoxifier conposition of claiml1, wherein
sweetening is done with high calrofic val ue sweeteni ng agent conpri sing
Mal titol ,weantwised7s mannitol, nmaltase, glycerol, corn sycupNzri/e@Tei nation
t hereof 13. The synergistic herbal detoxifier conposition of claim1 - 8,
wherein said conposition is fornulated in the formof a |ozenges or jujubs

or chew ng gum orwgaeilysa®d bidtavallalili§Séidagder of herbal origin is present in an amount

about 0.2mg to 2000mg per single administrable dose unit.

5. The synergistic herbal detoxifier composition of claim 1, wherein said active ingredient
comprises herbs selected from stem of Pothos aureus, leaves of Ixora coccinea , stems of
Jacaranda mimosifolia , roots of Hemidesmus indicus ,heartwood of Acacia catechu , stem of
Cassia biflorain ,leaf of Cassia seamia and flower of Dhalia pinnatain,
wherein powder / extract of stem of Pothos aureus, leaves of Ixora coccinea , stems of
Jacaranda mimosifolia , roots of Hemidesmus indicus ,heartwood of Acacia catechu , stem of
Cassia biflorain ,leaf of Cassia seamia and flower of Dhalia pinnatain is present in an amount

about 0.1mg to 1000mg per single administrable dose unit or a combination thereof .

6. The synergistic herbal detoxifier composition of claim 1 to 5, wherein said synergistic herbal
detoxifier composition further comprises one ore more of a pharmaceutically acceptable
excipient when said synergistic herbal detoxifier composition is formulated into any one or
more forms of lozenges, jujubs, chewing gum, effervescent tablet, mouth freshener, tablet,
candy or syrup

wherein said composition when formulated is taste masked and sweetened to exclude
bitter or unpleasant taste of said active ingredient;
wherein taste masking and sweetening of said composition is done without
affecting much increase in calorific value of said composition; and
wherein, depending upon the indented formulation, said pharmaceutically acceptable
excipient is selected from the group comprising:
one or more of a softening agent, one or more of a sweetening agent and one or
more of a flavoring agent for taste masking and sweetening of the synergistic
herbal detoxifier composition, one or more of a hardening agent, one or more of
a binding agent, one or more of a effervescence couple, one or more of a
compressible agent and dis integrative agent, one or more of a polymer when a

coating and one or more of a filler.
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7. The synergistic herbal detoxifier composition according to claim 6,
wherein said softening agent is pectin, gelatin and/or combination or other
pharmaceutically acceptable agents,
wherein said softening agent is present in amount about 1 to 50%.

8. The synergistic herbal detoxifier composition according to claim 6

wherein said sweetening agent is selected from the group maltitol, sorbitol,
mannitol, maltase, glycerol, corn syrup or a combination,

wherein said sweetening agent is present in amount about 5% to 95% ;

wherein said flavoring agent is present in an amount about 0.01 to 2.5%;
wherein said flavoring agent comprises Mint flavor, Lemon flavor,
Orange flavor, Betel leaf flavor, Vanilla flavor, Strawberry flavor,
Butterscotch flavor, Pineapple flavor, Chocolate flavor, Mango flavor,
Banana flavor & Apple flavor.

9. The synergistic herbal detoxifier composition according to claim 6,

wherein said hardening agent is present in an amount 1% to 10%,
wherein said hardening agent include PEG20000 and/or other
pharmaceutically acceptable agents or a combination thereof.

10. The synergistic herbal detoxifier composition according to claim 6,wherein said effervescence.
couple is selected from group consisting of pharmaceutically effective amount of sodium
bicarbonate, potassium bicarbonate, calcium carbonate, magnesium carbonate, sodium
carbonate and one member selected from the group consisting of citric acid, malic acid, fumaric

acid, tartaric acid, phosphoric acid, alginic acid

wherein said compressible agent is selected from organic compounds
comprising dextrose monohydrate, maltodextrin, lactose monohydrate, and
dextrin, as well as inorganic compounds including dibasic calcium phosphate

dihydrate, dibasic sodium phosphate dihydrate, dibasic sodium phosphate
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heptahydrate, dibasic sodium phosphate dodecahydrate, monobasic sodium
phosphate monohydrate, and monobasic sodium phosphate dihydrate in an

pharmaceutically effective amount.

wherein disintegrative agent is selected from the group comprising
pharaceutically effective amount of isomalt, dextrose monohydrate,
maltodextrin, lactose monohydrate, dextrin, mannitol, lactitol, sorbitol, xylitol,

erythritol, sucrose and lactose.

wherein said polymer is selected from the group comprising of polyoxyethylene
sorbitan fatty acid esters, Tween-80, Tween-20, polyethylene glycols,
polyoxyethylene stearates, colloidal silicon dioxide, phosphates, sodium dodecyl
sulfate, carboxy methyl cellulose calcium, carboxy-methyl cellulose sodium,
methyl cellulose, hydroxyethyl cellulose, hydroxypropylcellulose, hydroxy-
propylmethyl cellulose, phthalate, micro-crystalline cellulose, magnesium
aluminum silicate, triethanolamine, polyvinyl alcohol, PEG 20,000, polyvinyl-
pyrrolidene (PVP) SPAN-20 and SPAN-80 .

11. The synergistic herbal detoxifier composition of claim 1,
wherein sweetening is done by use of maltitol and corn syrup; and
wherein ratio of maltitol and corn syrup is about 5:1 to about 50:1, preferably about
20:1.
12. The synergistic herbal detoxifier composition of claim 1,
wherein sweetening is done with high calrofic value sweetening agent comprising Maltitol,

sorbitol, mannitol, maltase, glycerol, corn syrup or combination thereof

13. The synergistic herbal detoxifier composition of claim 1 - 8, wherein said composition is

formulated in the form of a lozenges or jujubs or chewing gum or candy or mouth freshener .
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