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HERBAL COMPOSI TI ONS FOR THE PREVENTI ON OR TREATMENT OF
URI NARY | NCONTI NENCE AND OVERACTI VE BLADDER FI ELD OF

wabkiBclOMZENTI ON The present invention rel ates tpChes20ed/003370
conpositi ons for the prevention or treat msnt of

t he bl adder nuscl e ntract or t he nu cI es
surrounding the ur OF-THE INVENTONar ni ng.

ﬂ‘t hou h urinar ﬁt?ll nconti nence i s_observed in peopl e of

¢ PES %t inyeitign frlatss fherpal Gamrositipas tor éif PFPHG'HPaéF treatment of
urinary PrROpfirencd BRd bléractiVatdladRlr. | nstitute on the Aging
estimates that at least 1 in 10 people aged 65 or

ol der suffer fBrA(ONGRmHND OFOI'HEVIRVENTIUMGW Se,
i nconti nence is a common condition in Australia and

TRe JH G BladiBer Ystttdl is é‘élfé%)clﬁr'lrftﬁyflrﬁ&iﬁtl%%?{%@f It]&dl?@ﬁvhen the

ol d wonen and up to 50% of woneh in their
bladdegnwgelesrsonizast orathg muacbmsmrbmdlmthengethm nglaa(cthhout waiping. Although

urinary YH%BH. ce YS\OJB%Q dﬁe of ﬁFéglest fﬂﬁ&” 'g&{]no? Caugéevalent in older

I nconti nénce.
people.uFhenbrS, Namooaithns_.‘(mte on the Aglag eetu'oahesfthnt abrimagt 1 matopeople aged 65 or
older sd:f%? fo??['ﬁ E}/ m&'&ﬂhﬂ?ﬁ e. Llﬁ&\tllsé rﬁc%?l ulné?‘l?:% is X%gf'n%n condltlon in Australia
rorrr CoOnSt pat1on, certal
and througiioot mesvomlanaffmixe@frbmataﬂ/e of b&)mar@lld wombh and uphaﬁD%aqf women in
-} [ ' I

e 70 E8y B e T Bl RERAL JRAHS. 195hen aremore
likely thae ateridb ddde incootbwnes., overacti ve bl adder nuscl es,

bl ockage from an enl arged prostate, danmage to nerves

WWhile agingt p@ set Heeshieidduase Grinany tcgrtinense, suesn eosur for many reasons.

For exdﬁﬁ %Ibﬁ} hggstﬁ??(n lgnsﬁ a/?&@élﬁh%g@h c\wj\r,a ﬁ{t(a?t%ﬂsgonsﬂ{:atfy Sglz;f@ecﬁam
medicinsls @an cahss lladdeas cnnﬂrcohqmcb!ﬁemy ped maly Iaatlonh{rwshqnttﬁm i Bemetimes
mcontlﬁgﬂb& Es’:sr\&lugt@e Chfo cért\trn%ﬁée %&FB@EM&%@&? ?(r Q\?eak blladder muscles,
I ncont 1 nen OUertlow i mcontt nence and f GHet |
overactivndxbamtden ewseles, lockege framaan ¢ntvgee pmmr@n‘m@do weivee that control
the blac{m%?lﬁ%mdd'l%1 dddds §d %1’ &é ﬁlﬁltlpféoéé@?gﬁgor ﬁ%‘ﬁﬁ\ébﬁ‘g dlsle?&g’ r?)' H%eases such as
eavy ects novenen

arthritisbat q@n@ml@rvealbng palefud) bodidlew, It is the most conmon

type of bl adder control problemin younger and

rheregl ase adtipisotypes of urineanbcontinence which indlusleaegd stress incontinence,
urge m&JHt hé%er B\'ibr[}\k irlEBMtir?én%Q ah§ %H&H@ﬁeﬁ %‘anw;é%cta.' @‘Fre?g incontjnence

pause rge 1 nconti nence happens en people can't
happenhdvf@nttwee leals idweng exgycige.ctegahing, syeezing, lavghingiliftieg heavy objects, or
V) e \4;

v b vl B AL 200 i S GRRSER Yo e
control proplesh ineyousgeli ansksisidieFagekvorsem' kn simeceases, ibis refateditpichildbirth. It
ey aFASH B s e 5N ATSLL OB eS| MnElpe ol ant
hold thejiwiine landemeughde get forthe fallgkintimem féeﬁﬁhm@éepletcaahav&urge
incontir% tftLr’% J)fgerr{ﬁggﬁrf‘a }nﬁ %‘E\%@ ﬁﬁ%ﬁé@eﬁé@&%k@ glflﬂ'leﬁner s disease,
Parkinsgp @tchﬁegse Dir aandtipde sdﬁ@sgpﬂhaplsg(spmefclmeg an e@ﬁm sighsyf bladder cancer.
OverfloﬁﬁH&ﬁ“ntlhgﬁé ﬂa\bB@néjwhéﬁ‘ €9k LRBOAE of GHAE LR ABIn a bladder that is always

ntinen
full. A man can have trouble emptying his bladder if an enlarged prostate is blocking the urethra.

Diabetes and spinal cord injury can also cause this type of incontinence. Functional incontinence
happens in many older people who have normal bladder control. They just have a hard time
getting to the toilet in time because of arthritis or other disorders that make moving quickly
difficult.
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happens in many ol der people who have nornal bl adder
control. They just have a hard tine getting to the
W0 odl@I874R ti me because of arthritis or other BCHB2Ue®3370
that make nmoving quickly difficult. The current nedi cal
treatnment options for urinary incontinence include
The kaversmagdicahtreatonent Priiess fer winarydneartiaenceohelkgs behavioral
interventfohé“é‘{)}ngladﬁI r%nﬁ‘@lcﬁ?‘?rﬁﬁ m‘é@’ébffﬁ% d@vn&as e@atd&ﬁ{e?é@ and
r |ca procedure rrent rug t herapy I ncludes
surgical mﬁ@¢d34ﬁ@s i Qereyit deuy thptary mLidgp@@h@mheerefCﬁ éw&t%anf@pgsmodlc effects,
e.9. oxy&ﬁ%hﬂt%rﬁbﬁpﬁ mLége%uaxéﬂ@ @ln@. PRI Sty bRrprdbfEke.q.,
ricyclic anti depressant ., I'mpram ne),
lmlpraml@@)pﬁlah@raﬂ@merggq @tamrasj%rﬁlm%a ran@a@ e@@ﬂléﬁe(ﬁgz C
phenylpr@%ﬂ?:‘#}a?ﬁlﬁe ?ro%taglawaﬁf Wnﬂe@%@ﬁmbl% rb%)onurﬁ Eﬁﬁ@bl@@l@ér@ and others

esi s (nhi tors,” cal ci um channel | ockers and

(Sulllvan@nﬁéfbgamsﬁur4 Weoh, 3hBUPRZR95 E9R9); &nderssorsé%aﬁﬁsm Best Pract. Res.
9 | t

Clin. Obsgﬁéyﬁéecgtﬂefzﬁi) RS O@é@@y oﬁ%‘;k gggf@%ﬁﬁﬁu SAC, 19(556@3 39

(1998); Vikarin &l Arah. DL asaﬂcodyméf(hzy 30£B)-HBBY (1998)): Ulvm\m@tely most

drug treafthents Af€Asso l(‘ﬁfed ¥ h@uﬁﬁ?&é&%f‘sﬂ@@ﬁeo’s 330 bris ﬂ@ac%gon patient

. ortunate nost  dr ug t'reat nents

complianga 490NN AT BETcHiskn 5 SugE 234-85 (1800R ARcErsen, Bailieres Bost
Pract. Rés”@ﬁﬁtébs%‘t @gﬁé&m f&ﬁ?iéﬁ@ﬁae 2()@%6\/\)(9%9 aﬁa%ﬁ%ﬁf’iﬁﬁug Saf.,

Ander ss
10(2)-1253Pi(1 9585 éér’a%ﬂ slpegh Intnal@am@p@w f 630(1@%8&1)995))2 -5,
14(2):291-313 (2000); Oaens and Karram Saf .
Aggtylggwolmeggihyg)rm@'g g)(Clta\tMm fewptrgnsmittpy l@]lplquqlfl bladder emptying.
Certain df Lﬁb%r MQM{/‘ p@é@ﬁbed f%?’@r(ri'a)ry iRofthehdd® Xokh &s Bxybutynin hydrochloride,

tylcholine is the prinary excitatory
inhibit the, g&ﬁé@ﬂ%@%@ﬂ@éﬁ“ﬁﬂ@'@ﬂ"@é&“lWW%W@?'G&B@%'W direqt @atigpasmodic

action. T%E#Q%rdb%'?@”gﬁ h')é d&tl@%@t‘ r*nQ@éie f WadH'V %@é/}’ Aré}? (Pr'ﬂt Pﬁﬁﬂﬁa%odyn Ther.,
as_oxy an n hydrochlorid

330(1)7%9&5995&416%& §nebal §é'é1~'ypéﬁf§ﬁ|0ﬁ@>’6ﬁc@%btgﬁ %15@(1,990) These

medlcatlcﬂ{soélét?g)r%@ué‘e hiShdd éﬁﬂdhélﬂ?é?%@ﬁéct@%bﬁ Bs d@@i@@thdblﬁ&éd vision and
rel ax detrusor nusc et al., Arch.

constlpa%rﬁﬁilaqj%§ Abgseif SR. @ygraciiveyBlagdder @g%lj\erapgﬁﬁrsys yeye - stimulation.

Nat Clin ﬁFac@Urol }%‘7 J:310- 3]11 @965 QNéth@O@n%QJrQQNera&ES hé\?ela@o been
hese nedi cations al so

investiga fpc:?m Gangitign éSteels et gk, Aus &prﬁ@{ew n%(ai ﬁ4 36 |(%9q1éd<arantams et
al., Aust. \Go‘-‘ritlﬁé‘nc%ﬂﬂ eg@ﬁ@trl(é@d &?Nrya%@bhakbs’eénc%@yﬁecs&y 96(1):85-89

Overactjve

ug therapy versus nerve
(2000); Bsyantgf ah-.iAwst. Gartingncey- &g B% Inppyyrvedn, §rafeva nurvala is a drug
highly reg&t88d foffts rﬂjsé mﬂé)marﬂ@&h‘léﬁ! oﬁd&%a@fﬁ?é@ﬁ\latb%iﬁu 4h<§8n W/%?é?‘la Medica.

Investigated for this condition (Steels et al
Bombay BgpylanRizkashan). Weslersiradiiona tieatmentsiesamatend tha U%ﬁ ot Equisetum
arvense gﬁlbh HePsHl PREMER opeie. IBM}) Br@trsﬂ ﬁe@@ﬁ%adm‘?ﬁé’ﬂss%cla%bn 1983) Isolated
stetrics and necol o : 85-89 (2000); Bryant
clinical stygieg|condygied using, rpmggngtural e4§1p|gs {optioary inqoptinénce include

Crateva f‘f\%’él& ¢drb, a%ﬂln%&f'f‘e BHA Yty irﬁer@erﬁ’cfoH%uBh g8 Hbd\'ffégf?drfjﬁqiletary intake.
r its use in the management of uropathies (Nadkarni,

Deshpanﬂg(ﬁ ah Ingigr g, Me%%ﬁsC 56(835%595%1)?% aaniaiss i) Aust. Continence
J., 6(4): é&smfonAwaaéilav | OB&birits 8Ad @Hé&:légﬁﬁ O5TAR 18- éd@o@@esrgaént et al., Aust.

Equi sef um an/ ense (British Herb Phar macopei a. Pub
Continenge it B6h: $4e40981 Medi ci ne Associ ation 1983). |sol at ed
clinical studies conducted usi n%éherb based nat ur al

Ovgctyn Hiadqdes(OAB) s GPNdition hatrstrsized Ry ecraidden pegdio urinate.

If that ne@(s&l Fé’s@it@m‘"’tﬂé RninfHidBka) %ék%nge BNGkird, ﬂ{eaéo‘xﬁdltlﬁﬁ & yhBY 'uRj% mcontmence
as nodification of dietary intake, Desh

(“OAB w%ﬁ) Thluﬁ,d,lrgﬁ ingontinegce falls withisy the gﬁyerah@f@@on P@%@B OAB result from

the sudd&@rrﬂfdﬂtﬂﬁé@ cBitradltion ofhemuseRlThitRenaRotthe ufifidhy blidér. Approximately
, Arya et al., Qbstetrics and Gynecol ogy, 96(1):
one-thlrdg)f pggole @ABBﬁlﬁgm(p%rtengp urgeppjegntinence (“OAB wet”), while’ approximately
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Continence J., 6(4): 8, 2000. Overactive bl adder (QOAB)

is a condition characterized by the sudden need to
waoréoeaiss3 | f that need results in the unintent POTE2005/003370

| eakage of wuri ne the condiii on is called urge

I nconti nence (" QAl urge incontinence

two-thirdst BavesOAP whthaut yge @@ﬁ@mm%l éﬂﬂrﬁ 1an Aseorging to eheaNpliang| veractive

Bladder é\/faﬁmubn Go,sy %#sas 16'5V/Pbﬂiﬁé éb%ulﬁﬁlfht g 1B D% ef wbhien BHE 668% of
Appr oxi mat el y

men aﬁe@ﬁ‘é §'Fﬁ"‘f9(ﬂt foa’ p\é/@ﬂﬂé Woﬂ h'Z §§§62%9&3er i ence urge

i nconti nence ("

O B RRDENGOTBER: FefsSeior TOREY i pEtGalpefgic crugs (0.
oxybutlnn'gz CIHekE Hsiehe neBtrehsmilter é\fe@)@é%hﬂ@frbm dtaeniNgto ®iealladder muscle,

eractive Bl adder Eyal uati QOAB affects
and therebl geqiics i freehEnckADe Infesgyo o ForiRar S 41 §egdro L tnately,
adverse siid 6fdceslof tﬁééé/\@kfu@s ficluak dry Meuihddd- eyl C&ons@&tloﬁ,?e?noﬁ%dache

nar i ncon en
Anderson, Clady. iR az et (oo Heldiveom S fo0gf: ADpEReFal. wayo Cinica
Proc., 78 @98nabi Egoo);) These inhibit the neurotransmtter
acetylcholine fromattaching to the bl adder rmnuscl e,

Tﬁmd akd1uredntly he Gneicatibes fhaespeificylatacdt Meentidnge 8fmptoms without

. . ractj on | a Unf or tely,. adverse
naving sige AEEQH plsevEergn rhedvar G # ACERNLdr CrBiRISGp(Tew herb-
containingbﬁmpogm fopei prévenddisl ohiegelmehect UARSIGTIGEMtindlice! sd@yoveractive
A: 32-41 (2004); Cruz, Uology. 3A: 65-73 (2004);
bladder. aonpel| et al., Mayo Cinical Proa , 78:696-702.
(2003). There are currently no nedi cations that

speci fi cal | yBRIEBESUMMARYi OF MHE SYYENTIONW t hout
havi ng side effects el sewhere in the body. There is a

Tiﬁ@p@sémrin\tdmoifm d&jvtdﬁé ihefdal compdsitivee usefubfop meai\reif/e’l@ion or treatment
. CcO SIt1o or, the prevention or eat nept o .
of urinary{ AR AGN G 1R TR OB RS GUeeatery el BF JYaron o feformulated in a
dry delivePlBPAREN, Kduidl bistiveANNSgBIER ST AhenipslRaaslcabdVetitle Olhe herb-containing

composd@ps IF&%S W&%{tm@@rq}p?ﬁ@%&%h@,?@iﬂ? o%%\érﬁl’%;thgg\em@lugg g%t‘algtndry
powder; d¥#p&liet amd eagiétngn 6|6>éf§m5bd|rr@ﬁﬁ ttef invdretioh rpV@J’tldsCHn Iteab-cbetaining

compositoPeBisg: 3 Ceante YV aa bt JenerHpraton plesokt at
concentratihlat (a2t abdit Bg)OO@de@IWélgmquofvath peﬂ%eaﬂtibwgealrﬁ an Equisetum
as _ora

arvense {Eggfv&nse) OIeyb B@m@non @gﬁggncggrﬁ raﬁ(awwagg ﬂe&sp o u gr@o mg dry weight
equwalerﬁs‘r’p@dcbrﬁﬁdﬂsagé neit; |awmmsbhmwbmmdestumﬂmrdastatmualzmem@ dry

it o RBTT4  COB FoRLpdaShRE B y SesBE A P o o
weight eduRasntapardraldddi8ge 0Bit; dhy aveilth cententratiensisat st asdlt 16.3 mg dry
unit; an Equi. getum arvense (E. arvense) herb

, dos
weight eqifvaleris perralAosade i ent rati on of at least about 1,500

ht | ent d
R PA R P BB st o
3,000 mgcdry wajhy byuiesionte peeotasd@zigeainit] THatdaghe siarting raaterial i |s 3,000 mg of

C. nurval%@ nesn"r@%ﬁjlf Olg] %lél%tg Igfar’g%;fagfsa%/gg%gy ﬁqnan{r%‘tﬁa dHnrgtg h& rﬁ?ﬂufacture

process t6 @ﬂéﬁdﬁllbf 01 Whldhfeqatatdse@SOO afpyaaftC. hﬁnﬁlm@redamtlml Atdordingly,
ui val ent s r, oral sage . unit. The . hurval a
300 mg of o e S iEaH S PRl R LR PhoRn VS o) AR 195,890 mo dry
weight of| G aitvatddstain/rk 003,000 thgyof i inghalzedty istemh/Bavk Starting matdrial.
dosage unit. That is, the starting material is 3,000
ThegEoérvense herb preparation is present at a concentration of at least about 1,500 mg

dry weight equivalents per oral dosage unit. That is, the starting material is 1.500 mg of
E. arvense herb. This starting material is eventually concentrated during the manufacture process
to a ratio of 4:1 or 5:1 which equates to 375 mg or 300 mg of E. arvense herb preparation. So, for
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C. nurvala dry stemlbark. This starting material is
eventual | y concentrated during the manufacture process
w0 o00a/01gre3 o of 10: 1 which equates to 300 ng of PC/IB2005/003370
nurval a preparation. Accordéngly, 300 ng of C. nurvala

m bark preparation (whjich is concentrated)

IS
exampleeaﬁ@ 19 ke afeense 68 RrgPATeNWihightis 6?n<@ntfﬁi§ﬂ%§|e&wvalent to
1,500 mQUWQQHﬂ%ﬂE apvdPiab el &f1,400 My bYAl e’#vé'rliéé &y BBTPRANKiIng material. In

tarti n% material . The E. arvense herb preparation is
one em%’ﬂé&%ﬁt & Stapdarsiized i 124ransn et RipParatin 'S%Eivﬁd fomdite pigm parts of

the E. aideNseNRdrB e, enstaN@dreRbs EPSF/eRécdteMXBES: pibdraticnat i s,
t he startlng material is 1.500 ng of E. arvense herb.

7 bél@mﬁb%édt@@f tABpadskal inVentieN aifidstden dé@é}ﬁﬁﬂgdtﬁbﬁ%tch variation in
nufactur rocesstoaratlo of 4:1

th
the smc% @nwgqﬁt aﬂg@h V[OQQI tCB”??Ee’ng‘je%P gédﬁ%e@{etr@ of & @Qf%@e herb

preparathﬁé f@aﬁ hQ@@hééétN@ effSéts oh @iechiolBpicel, ackBie cﬁfﬂh@ﬁorﬁpoﬁﬁd(%ff’d@e present
n (WhIC s concentrated) is equival ent

mventloq Ils E(gg) % a:f e%;eaﬂ y fhe pre nveq Yopro ld@gcﬁ fgense herb

preparatidhs Enth&fpﬁﬁmé@l étéhdérﬁizbd S’ll@drt ¢ongenraheior ﬂévonbiai ddRtent expressed as
arvens

F_‘b g i ment E q@%ard i,zed Ed {
isoquercsirign p gpe ghoe '"?:?é' EPVERHOM Prevides: kel Breeataging FRmpesition,
comprisifg weT) SRRy btemlt:eﬁ?k pre@aﬁdtlaﬁl aad distedaldizedl F &it6énsetrem preparatlon
epar a jai.n a
with a sfEDRleablromEtRi 6 de APUE S Blailhed oSS OBiRtelay WBIck pue
E. arvensé ptdfberalbhl Wisdreinané asith- @Jlntﬂlrﬂrﬁg Eérﬁy@‘tﬂjnds Wﬁﬁ:%ﬁ‘éd as an oral dosage
uer ¢

S E. arven
onit. A BENSET 400 SR SRS 0 3. Fyenia ek 62 | GROFpHEOr E. anvenso cry herb
starting lhatehalgv\ﬁh&h pﬁ@dddés 1390 &g deiBE aPRWPe Beibl eparhtidrn@HHES @Bhcentrated),

a silicon ﬁP'\é/th {orp ﬁ{?@'ﬁtt ) oblugq‘é%) Fe%rés%?l l@ﬁ’fg‘gmﬁé;qu Sto 39 mg silicon.

T A
compositisaietarehiration! frond BBowe ﬂtﬁwld‘@ﬂi abduhe OODV@@ﬂvaélght equivalents per
ot o R R RSB 0 B R b Per bt v
contalnlmooamltlba rabagpbﬁwgrggl/d)rofnowdbbutal Bﬂ)d NG A aBOURAEOU0 hf @R} weight

out 3%t o about S sed on tot
caquivalofig R prah poac B 17 G bpdiEBal B G iyl sk ereparation i
present indindherbrtoataming c@ﬁgwuﬁntat @;boheelrftlfsalggml frafredboas 2, _60?] ﬂ’fgatP about
t ordin or r ight. o
3,500 m 5 e by BRSPS st oo ot 17 G SR naE e Sandardizec
E. arvensé anebamt;olrw @eseait in theihekb- wmaiumgaoﬁibasmq af a Eoncahirgtitherom

sbout 1 351 AR TR 8Bt o6 SBRR TEH e e 85 e Smoosimen,
the standapgizek Enatvehse @reparaﬂ&w mpréednt mcme hén- m.mﬁ@@dmﬁssnﬁon at a

the C. nurv ni bar e aratl resent in th
concentpl B APaY AR Bt ¢:o0h P o el R BN B rper PBkiosage it
In one erabaditnedt, ﬂ%ta@ddr&z@bﬁ%wénéé&ﬁe@aﬁﬁryls\m@t in the herb contamlng

compos FLh SRR 25 0 o B LR R St o

oral dosdgrerlbﬂiom ahéemodiarapqshd stand=atized Eoacensd @%b@r@tlérﬁ BPresent in the

nert-corFG efBRPRIGTER! rdirorizhemAteut Tarolifed Brapout R mo cry

weight eduiealéhts par oral dossipemhitar K preparation is present in t he
her b- cont ai ni ng conposition at a concentration from

[001] abdru&ncﬁhér(ﬁ)nmrgilmentafbleutertﬁccﬁﬂﬁnhg cdmpoviorgfurther comprises anhydrous

cotoisa ey PS5 on RREo P b BB AR om abou
10 mg dnhwelbbf dguivahdrds tu aﬂg)udk:) Eﬂp@gdrié wgrghaé%@vai@ﬂs @B: oral dd¥age unit. In one
abou we , .
emboaiigbfi BTN comERg e Has o BARRT Fomiises A hipuRFaliel siica
whereintiinetotdl silidon dorztent df thealierbiesstapirgphgiosiion iisfrerh e®ent 15 mg dry
t he herb-contai ning conposition at a
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concentration from about 500 ng to about 2,500 ng dry
wei ght equi val ents per oral dosage unit. In one
wenwodisTent , the standardi zed E. arvense preparPel/iE2003/@®3370
present in the herb-containing conposition at a
concentration from about 1,000 to about 2,000
weight egeiyalgaisda ebeiiA5/m0 Sht Welghheasivaleniiores kal iosage wRjt. o'r%ne
embodirfR8ROfk: fﬁe%coﬁt&ﬁungtc@n%é%ﬁﬁﬁthgr ccﬁlﬁryr%% ennycm@@er @dubmar éifica,
resent inth -cont al ni ng g?05|t|

wherein ot igan @r?rltwrt&frrrk?d&rb cqnts@tmgr@ p&S@BBLﬁfrfim @é@utr?g? mg dry
weight e‘?.';hl’(/aréﬁts%tabgﬁwﬂrﬂ?@ﬂ} @er@ﬁ{e fvalentiosar@galoshge (RIO1] 1 n
anot her enbodi nen t he her -contai ni ng conposition

Irf éHeté?ﬁtBodr‘rﬁgﬂW th‘é%%rﬁﬁ?d‘iﬁ’éo%‘sarﬁéﬂsle%ﬁ’@ repalatieR furtee EShprises a
otal silicon _content of

total oV GBHFLRASTE R 5K B Ao Ho0T3 ool PV ot e dofplary

weight ofitRe Ebal%nge HreBBraﬂdSb/ WHRIrgih thee@ital fialoRbldscoP@int & édprétesaas
unit. I n one enbodi ment, the herb-contai nin

isoquercelffip bs9ns eanquﬂwerheémﬂard;@ AHYRIFE ST BieParaan further

compnse%ld tbeaﬂa\)edﬂenejontetnhﬁomqwht &4 6 @BoGaNS BbtabfiavioRids based on the
-containin ositionis fro about
total dry wrawreqf@rﬁ Bequpien RIRbEafien e%%ﬁpr%e%smﬂumeam In one

embodrm%ﬁt’ Itrv@étaﬁdam@@d Eomlensi@ﬁ@s @réﬁérétronlfun’tl’(éﬁ eorishest eyl flavonoid
rrse

her b- cont ai ni n QSi ti further co
content g gL 596 51 AR A %G R SRvOrAS AR Pehs GHBlENCHFiBtLef the
E. arvené‘é%}% avaticd, \Aﬁﬁﬂarﬂ‘ﬂﬂfélof‘e@ﬂé@nﬁid%ntéhﬂ]é%btds@@d a§ isotj0éFcetrin. In one

embodrmﬁgr gl%ﬁstgaqﬁrq,rge%ﬁt grv%@ee Eeq'gp vale IS ﬁrﬁ?e?%gﬁqng%ea taq ﬂ)évonmd

content fﬁiﬁb@ﬂeé@%bouttdﬁ@kﬂbt@ﬂﬂhﬂoﬁbra§daéd (ﬂf t‘h@m@t@l dﬂ?ﬁ/\l@rght of the E. arvense

aration further rises a total .fl avon
preparatigseEN i Al BRIl CADIY B SRS o T By onoi ds
based on_.t he t ot al ht .
InensRPRRdigRNt tediash- ﬁ°¥’fﬁ@"enb?ﬁ°mp%rsr'3@ e CaTRERPnPgPhorous,

wherernQPf@bI@@é?)ﬁgro% id ;Sregeiﬁfe@ Qtobhéentr’aﬁomﬁ@m%imboﬁ& ﬁ‘@rdry weeltit equivalents to

t andar di arvense aration fu
about 63 Y WESHLSRTAPE Py GALTABB LAl dne e Mo thesierty
contarnlﬁ@@@rhpé’sltﬁ%fbﬂh@ﬂ cohtpiges phdﬁ)hbr@ﬁ@dmﬁﬂelhhﬁe bl@é@lhodj’u}t is present ata

concont S ear o ey SR BT R S ShaEH A 57551 cbvaen

per oral@byﬁg&lﬁnth an bnd eRibabinidn® thé Idérbhjbhtabrﬁrﬁ@mrﬁﬁﬁsrtaart furthlr compnses
ontent from about 5%to0 Gbout 1.5%t

Phospherp sy Giterale TBI P ReopRS HGtalt ot Coneeniaiongrory Ao 2o ng dry

weight ejfuWaRSE tBragBat 30 ingrtiry Weightéduivialenits géradralfdoadge aniel
content is expressed as |soquercetr|n In one

Irﬁcbmielhmiﬂhent}: e h;drlﬂ-ﬁdr&témﬁingeﬁnﬁosrabw &lm’mer b@hbrlseg calcium, wherein

, aration further copprises a tofa VOnoi

the caloiBp  areen AbmeAReqT LT ADBAPOR: BIBEY P o] SBRUSNIS to about 30 mg

dry wergh@@ﬁa@?tstﬂe@ otd)idabagl lyhltwéhh ohé emFFﬂlhenE t%@hmmtammg composition
aration re n avonoi d, cont

of i £,k trbikies ey beEnife FoURES BBSAI FightoncpRiton from

about 5 A Eihr\ﬁélgrﬁt@qmva@n@mut 250mg fdey whight epiqaldrieper oral dosage unit. In
rous, wherein the hos gﬁrous i S resent

one embBAREBh dre PO FTHBUTRO SOy PG BN RS EAGCTRMEREh the
calcium ié @re%@ﬁuét aﬁ%nﬁ@ntﬁﬂthﬁn%ﬁgﬁﬁoww imeedrg Mlesghp equicslahts do ab@e 20 mg dry

Y?éﬁfé n one od| mlg t he her bcont ai ni ng
welghte% ?P?ro(r{alf B8MEonpri ses phosphorous, wherein the
hosphor pu resent, at a conc. n from about

g e et ePaRieroTRaS RS ot uEBer s e ggesium.

wherein @guhatRlesiohsis pessent ala coageationiftom asoudn eng diyorBigitiguivalents to
t he ‘her b-cont ai cQ sition, further, c

about 0L S AR BheT DI dpasi Rt 1T SmpPaTRRL 1 heyb-containing
compositioi) fueiher edrmisirly may@dstuh, wiere tit magnesium is present at a concentration
from about 5 mg dry weight equivalents to about 25 mg dry weight equivalents per oral dosage
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wei ght equival ents to about 30 ng dry wei ght
equi val ents per oral dosage unit. In one enbodi nent,
WO b@ohes7hs cont ai ni ng conposi tion further conprPEEEB2005/003370
cal cium wherein the calciumis present at a
concentration fromabout 1 ng dry i ght equi val ents
unit. In ang exthegimest, the hamycantaigng C@ae@%mbﬁtrg‘eﬁé?mefﬂ%mg EgeRRRuM,
wherein tHQ 'nﬁaégnlegluﬁ’ﬂg p?éé@ﬁpét'ﬁedUnceﬁth? oR &oRT St 20 ﬁigf’&?/ weight equivalents to
sition claim11, further conprises calcium
about 20m¢@|WﬁlQM@QE'aﬂ'éﬂﬂ§meF§r%fj@%ﬁ9ﬁtunﬂt a concentration from
about 5 ng dry weight equival ents to about 25 mt; dry
Ingnegrbedineitainedtenien P@N&PS%@S&ECQIH?'P'“QPHWH%' flon, comprising: a

C. nurval% @té?ﬁ/bgﬁ(rﬂre ér%ﬂ”ﬁé&rﬁ aph @bméﬁﬂamqééét aBbut 3,000 g rdry weight
onprises calcium wherein the calciumis gtcﬁjesent at

squivalentp Rbkere dasPeR IR @fﬁtarmﬁﬁ@'zq@-'fnﬁvamsﬁ emgiragqueRAPERT with a siicon

content &t féa@pé’égut 86, $ittofl rb)ésé‘@brg mtal%ﬁy'w&@h%ﬁtﬁe BEEnBhSE stdRsa@act
unit. In one enbodi ment -cont ai ni ng

preparaﬂ@@n»daﬁgem.t%staﬂdarql?-e% Er a'&’éﬁiﬁ' $t§m@<trﬁafg%%%fatﬁn Ripegsshat a

concentr&thfh d’F%gfé%ﬂ a50ut $,500 BREAY wligh? e§@0SIEME é)ét' bl@ﬂdéé‘a@@ Lﬁhhoéltotal
wei ght ‘equi val ent s t o, about

silicon CO@qwtrﬁénoe@f gt 'Bﬁfft abPdl 320 WY Wkight equiwggﬁb?féi e uni; 2

phospholdt8 cBREREREH & ARiidiEt S8R I h@ary \K/éi@lﬁtr&fun@%w ;bérl dnél dosage unit;
magnesi um wherein the nmagnesium i s present

a magnegigiceanceRifation of AidRrssbaYt B-Hgadiy \Mw&hbjﬁ%u'\éﬁ%ﬂt% RPesfesdosage unit

and a calcRiInRESHEEN#RIoATHT At adeibdlt 168 Wg/dly itight RElivaIEALs per oral dosage unit.
dosageunit. I n one enbodi nent, the herb-containing

|rpmletm5w|médﬂ rth@ﬁfveﬁmmﬁuwamgmaﬁnwmmg\/a@hpwt:dme
nesiumis rﬁ[gesent at coO trat| o rom a

comprlsupﬁg & yu%{agqtﬁ am R}’gp%ﬁ{@ﬁ ? Ggargge ap&gnﬁgﬁahpreparatlon

with a tot@PiHvVeAbIE bAteREForA BBbutdNSBY &0 ymat 3% ot mgvcmmdoaréeabn the total dry
t he i nvention prqvides an herb- ﬁont aIFQ ? S2$<osu|

weight o BB PSPREF PTAP UG YN SHeciiah APYorgIcLis Phessed b

isoq uercéﬂ'ln @ng WheRIM friatHePilcartainfSdonipaeitibn & fBRAuIEERd %)énVﬁalgiHsage unit.
qui val ents per oqral dos%%% unit; a st and rdize

In one orEPRAMGR! JeaTERITERY E TR Ie A bH SRPEIOARE e EgTbrises a total

ﬂavonmd%te@iﬂfro@taﬂo@ﬁ@tl %A AbuYE R thiaCMivoRaigs Bassy 6rﬁ)fh%| tot@hl ¥y weight of
t of the E. arvense stemextr

a
the E. anygispar sp HIOn P RIAIs L 6° BoSHToan ML A TBRIqmERL the standardized
E. arvenéH I%}Brp?éﬂa%hohscoﬁ’fpﬁ§@§1é todhl fRVERIIE edtitédtfiopadut Bt5% eRatout 1.5%

total fIanI]WC{s baéepgp élpe thl d%\ﬁelggmfgqu V?Nglnﬁsteiqrggéra?éilg\fheg%g ﬂ}e total
flavonoidXbnfentts dkbiessed 881sogastc¥@hem §nep@rhb&l|ﬁhlen1d ﬂ@ﬁ@ndﬁﬁd&ed B. arvense
phosphorous concentratigon of at |east q?w %o rrﬁ
herb preraﬁ@thneqo&rpﬁnsgaa,t@ta\ f@){pgmggpntspfafroragtslga%t pto é) total flavonoids
based orfm@ REEI dHwWeRyhe 6Nthe & afRneé Fﬁpa*aﬁ@ﬁtwlﬁé?@mtthéﬂ)t@ flagoribidy content is
ght eg:ﬁl val ents per oral dosage unit; and a cal cium

expresseg(ﬂ,sdgqﬂqe iy of at | east about 16 3 gy dry wei ght
equi va oral dosage unit
Ins Sinent e iRvenas pon e S Mirzb ek Rdlch ogstian Fpmeising the

herb- cont‘éi’rﬂﬁ@&bmpéﬁ'uonw Y inSérmtdnaing.a pHarvatautisalgrddeaptable carrier.
preparation and a standardi zed E. arvense herb

|rpér&ﬂ|aér@tsp@¢t %ﬁr’n/eatucsropr@kndéé me@mms@f 9ﬂﬂbﬁtiﬁg cﬁrrtwatua@atmtogemtal
0.01 %to about 3 g% on.the tota
system digoyderdn g 5H0IGE: *93h %‘ﬁé% %’% RIO-GRNERIUNG, C'P'F?BOS'“O“ of
the inverttioh ai an Jamwrﬁt@uﬁucmntoqmverﬁ oEKEdtans &lfd)géﬁltal SpsieRIdirddrn In one
ositionis

erein erb-contai ni n
embodinigh i GoBEM A SYBHETE AROT A e E oA o B aPpigh prostatc
hyperplatiifurfiioanescui aedtid oraveinas thet ifeatiemar ati on furt her
conprises a total flavonoid content fromabout 0.1 %
to about 2.5%total flavonoids based on the total dry
wei ght of
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the E. arvense preparation and expressed as
i soquercetrin. In one enbodi nent, the standardi zed E
waewenssgsher b preparati on conprises a total f|ReDMER0GES/003370
content from about O. 5%to about 1.5%total flavonoids
based on the total dr ght of the E arvense
pr epar at i oBRINGFPESE lFfElQUtQF THERRAWINGSht ent i s
expressed as isoquercetrin. In one enbodi nent, the
Tr@tlammlpdwlbbie Moee Mberdetietped py egference e drfiowingedragings which
.content fromat |east about 0.8%total
areforlllu%ﬁg@\}oené)dlr d on the total dry weight of the E.
F1a' Y%‘é ﬁISEH WYI‘@%@ 'p@rdeh% b @éxtrEh'@WBﬂhé}ed" responses
cont ent g@sse I soquerc tr| n. I'n one
during Cll@ﬂﬁi@éﬁmment phan heth-daseder eB?“dO |tr@é§uré{1%hﬁ'ﬁﬁ'ﬁlf'@[]§¢ cal

Cor‘r'pOSI tion corrprl Si ng t he herb-cont QI ni ng corr“goy gl on
FIGt 2t ir@ histoaam @apkaPYANG HigririeaniRgecel ‘e)ireierle peptpred” responses

during cllrﬁé‘él rds?éssdéﬁt 8nsH e b-basReEblet I Pedt MYiRAY ibnRRENEedes
hods of preventing or treating a urogenital system

FI@' §‘P§ S8lstddrard PaHN SHolvingtie PEFFeRiagE @F Fdiirehfalyl Bifh&Hd] reSonses
an herb-contai'ning conposition of the invention in an

during clinigR) @rsessient ef anherbbapedipdlel iolreqtugnaryiRETERYRENi t al

system di sorder. In one enbodi nent, the urogenital
FISy 4 a1  graiaiptopramgiephs §havies s RRsFRIBagEef| PRibpred” responses

during cllrhé’él'aggeﬁhféﬁsaéﬂéh HRes&d AdbRt toUfddt afivarg HceHlinence and overactive
cystitis; or a urinary tract infection. BRI EF
bladder. DESCRI PTI ON OF THE DRAW NGS The invention will be nore
ul Iy understood by reference to t ol | ow q
F'@r AR BiSIRera 9sand Shgying| g, Beiopt o Uﬁwﬁée%%p%ﬁmﬁ"encmg the
symptomé:bﬁmn?ary McontHeRt SR AHVIEENE bitiawl aferithee pesrneendfagtod herb-
xtrenmel y bothered" responses during clinical
based tabé%tg@ g of an herb-based creamto treat urinary

por cont agRETAILERDESERIPTIN e THE &@@H}i@ﬁ%??n;he

clinical assessment of an herb-based tabl ehPéo tre

It igrtp RerapPracided PRESHRIE thatceftan asRects HNYeSg PR m&m? {ariations and

features cﬁ hieMnEN ol R EiERINYRIRINGario8X el 618 RF Metbﬂ’trhﬁrﬁ@rdto prowde a
esponses _ during clinical assessne@(i Ly n her b-

substanthl é@p@qstqqghrtgrcgé!@e Qﬁeﬁtﬁgﬂ@yepﬁ% nig$eR sc@surqunglgeflbeneﬂmal

herb- contéfn’ih o‘iﬁp&fti%ﬁb gioﬂfﬂ'}%tléh@w digh tcbﬁhp@@it‘ SRNWiBO6thef dietary supplement
ered" responses during c|inical assessments of an

COfnpOSltlH@? W@d@'@&?dt 38 @?S PiPreducing and YRiNgSaMeont i nence and

overactive bladder. FIG 12 is a histo
AGRETGIG R 4oie CeRects BLEr oL PV LER Bobsahe BRg T
prophylacmb@séy BB SertictlArhaFLbastiibinpdeitieRs RNSIdEME ppdlehVér treat a

adder after three nonths of vari er pbased t ah] et
disease, W@é?n?é%%&'onﬁﬁ”ﬁﬂ%w%w&‘ﬂ% ﬁ‘?f% ng @QaH'FU'ar

embodiméfits titatMRIstRRtRSIcdspEctt hgiloaf or e that certain aspects,
nmodes, enbodi nents, variations and features of the

It isny @@tappreme‘cmhebmd vasb @ mbdes/Eticatifenty gr@eﬁﬁordatrmducal

condntnon%g@Q@W{bp é%p?q\éggg Fqiméélh%ugptangﬂ’é F{vrﬁgq%gﬁqt:@ci%tggl gut also less than

total treatfiePY bEgrevéRidaf ad wherbirdaneasidlagioalydoreReiesly rélovimt result is
conbi nati ons of such conpositions with other dietary

achieved. suppl enent

DEFINITIONS

A "subject," as used herein, is preferably a marhmal, such as a human, but can also be an
animal, e.g., domestic animals (e.g., dogs, cats and the like), farm animals (e.g., cows, sheep,
pigs, horses and the like) and laboratory animals (e.g., rats, mice, guinea pigs and the like).
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conpositions, and rel ated nmet hods of producing and
usi ng sanme. Accordingly, the various aspects of the
w@r@sens743 nvention relate to therapeutic or PCT/IB2005/003370
prophyl actic uses of certaith particul ar herb-based
) %Sltl ons in order to prevent or treat a diseas .
An 1 fectivesrmewntivhia exmpasiian e ysedtereiay is 8 %@BH%SHE'F;@@f to achieve a
desired th%‘? LBE BBy Pb%hﬂ/lg&% dHREL f&%&%p%ﬁgﬁgmﬂiﬁhlbﬁﬁsults in the

stratet ese’ aspects f (t is be
preventiog 9 pee deeredse Wdhe ﬁ}‘fﬁpt@ﬁ\s@éﬁ,@?‘%@ with @fd”ﬁ?’éﬁtﬂﬁ?ér'ﬁ bejpg treated. The

amount oPE&Mﬁc%:t‘ng\nadPﬁmg%%dﬂ%' thé& Qtﬁlﬂé& 'mﬁﬂﬂ@ep%‘hd%stﬁé 'tﬁ)%%nars@venty of the

to nmean "substanti al i ncl'udes tota
disease andtonghe sharesteristingof t*@tlaqi'VIfi\d@a%%rﬁs Qﬁnekﬁ‘ BORHY: PEf, Seén%Ody weight

and toleréMb%ftS 'th oryﬁ,\,,p 'a%b%kfﬁﬁd by trﬁfde@ﬁéb saldrity 64 Bpart dis6544. tThe

achi bj ect," as used herein,
skilled arﬁl@nmluabe ﬁbl@l to dsteﬁram@eappr%aw %aae%@ﬁﬁ?ﬁdmsw thege adesher
factors. )(1 35?1 éFEctlvéearﬂountQ')@ﬂ‘%&fohﬂbo@ﬂﬂbl@bﬁhé Brbent iAGEHftion C&llficient for
farmaninmals (e.g cows, sheep, pigs,
aChleVan@P@é@eﬂh@IO[ WQPW'?(@DC effRet- | abor atory ani rml s (e.g

rats, mce, guinea pigs and the like).An effectlve
It srslyantagepussiodermpiiale ofa) ROMALS iRNEdN Aerade il fermy for ease of

admlnlstrgfﬂé’lff‘ér\ot Unn%%ft)r &l ®J3bgé.OD8sAYeRN R f@rn€j§§ Ué@ﬂhér@iﬂﬁéﬂé%l physically

actlc effect, for ex an ano

discrete wrrp‘@wtfi @mumlé fogages B%réhﬁewhl%%t%?e Bﬁafsdo%a@é%éomﬁmmg a

predeterﬁwih@d EMQMt?I_HFa@ﬁé QSMQB%n%aﬂdﬂjlaﬂedjtoS&@é@cet théfdeblﬁedlﬁblfa@eutlc effect
he anount of nmposi tion admini ste

in assom@tmsy with thwrﬁcnwr&é;p@ﬁan%ﬁ?%@?é cgige Thrssrestieni 'QW{OEﬁhetq?éage unit

forms of ﬂbﬁﬁ%ﬁﬁo@ﬁr@ d?&afeh%y@h@roﬁ‘é&t@r de%bh@@nthn thé @mtq[]él chardetatistics of the
such as general health Sex,

dietary sypsiespeii@8d e errigar theragpytc %fﬁgthdv@ﬁéﬁt?veﬁ %ﬂ‘ﬂéﬁ%l E@F%t@ns

inherent §%N@ Eu'tby 1%@90|F1§{ BEcHPAN Hitve @8Mpoditiéh o id \shtmehi SFamdidldls. The
P determ ne appropriate dosa%e dependi n

pharmaC@W@bcwsapﬁéPam he fnstusied 3 cRRIpINGr, PRRK.&F CISPENSAS together with

mstructlofilﬁ'i’f&l %Hnﬂ'flsﬂ'dii%nc q?ﬁ@éilyt bBsal @éset i8 @aKRhaHBNnds Y %Urltlﬂ”fés dally until
ficient ac |eV|ngat herapeutic or pro

symplomgphet s aPRArets THA PATPRHINIC U5 PI8RRHIITEE R B BISS bé administered

in combirfBBR Athtda@RBtHeR, SRR WA hiord BAdRIGR tHRAGRUEE compositions.
admi ni stration and uniformty of dosage. Dosage unit

CtREVE Avale fa RYoBHdte- élﬁé&frée bﬂ}alﬁih %\l Ht bt Ve Cli5eh&ters; |t is named
units suited as unitar

after cratpyRsHKER oA CrrA NSRS AR ARSies BLBE dF he YR b Garmon

througthﬂ‘ indial iheanGEHIMaRERddGFecOAtCal had sk didssh mErditae | Idab@s looks very
desired therapeutic effect in associ at

malestic waginy Ll DSREY FRIE AT i ViBAER et I R SOuBT T4 Gk Phffettse '

reported td6e BRSPS HBINLICER BRtipYfetibhadative BitbRvabRd tinkd at ed by
and directly dependent on the unique characteristics

EQhiisbiith 4H/8hs boRHRRI SABRAMSAAH &drﬁm@ambmé@hrwlude e.g., Horsetail;
therapeutic effect to be_achi eved glthrgcélmtatlons
i BeRteayo

Shave-graqti Al DTushi FRAOREK-PRESITR B RHSRPS hayggrass; pewterwort;

bottlebru§i® el raBh fﬁddb&@plbé@@d@ﬂhslﬁés nizglé'y ltadlglfsl §Eur'5b§an herb which
har maceut i cal ositions can be hgcl uded

grows in Hlﬂ‘ﬁt naster pla?pg(’iproug oyt %rﬁféq{g’@rreglea%p P vwrlpﬁnld is cultlvated in
Yugosla\.‘laﬂ st Hlé‘ ﬁéﬂeﬁﬂfé\l E)l@ht |§@6ﬂnﬁio§ttd5 (sﬁoﬁsﬁ) PanhysH ééaﬂi/ ¥oil élrbv@l" lorth America
I s taken four-tinmes L‘%’é‘

and EvragimhPERBi 116 SRR RAKNOTHE i Shaca Fsh s bsstai.
Equls.e’cui5?1r IS B8&d mebNeRTRl.OThe SBrile|stemderedHidatait iAfsBhmet and dried. The barren

onbi nation with eac or, Wt neodné)
stems arggaquyﬁ amRedickhey %ctp@@flpg;at&%ﬁ%%gwpp%ﬁ@ms ave died down, and are used in
their entirety, cut off just above the root. The herb is used either fresh or dried, but is said to be
most efficacious when fresh. A fluid extract is prepared from it. The ashes of the plant are also
employed.
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Crateva nurvala is a noderate-sized tree attaining a
hei ght of over 15 neters; it is naned after cratevas
wQ Broatesras), a Greek naturalist and physici an BETABRB05/003370

1st Century B.C. Conmon thrsbughout I ndia, the

nmuch-branched tree with a heag al 0SSy Fr f ol .

InedgiEEe e ke FHIREL R EpPIGRERN RTF IRERTPOTS ”F'F‘ joreference in
their entitlegh to May (earlier in the South). The bark of the

tree is reported to be used as a denul cent,

anti pyre sedative erative and tonic. Equisetum
HERB'CQPWE&@ %BM?Qﬁ'T%S%Fy aiWE conmon nanes i ncl ude,

. g., rsetail; Shave-grass; .Bott

TRiaiRskt PrBREn RERYdeD wgﬁee‘fammoa%?ms Shefyg Augthod of

prophyl&%vdrafeﬁa@ﬁént obeisbldely afsihe uldgesied ayslterh,uab,, urlnary incontinence, enuresis

(e.g., bea—megtﬁ@grﬁqq&nkpr# ﬁCh o hs(?:fxs rynﬁgrysqa?gxé,sciyg lt& aeggrmary tract infection

(heremaftéf awryho lﬂpeblﬁ@@r mteen\reagommnwfestcbmpwnbm #atcdriain C. nurvala and

E. arvengg i i Go e st sad R BBl i foeS of Plagirpgeniat system.
In one efVBdi2At 6fitHe Ewreﬁﬁcbrﬂthd\lﬁbrbicbﬁlblnh@rdmmpbsttlbﬂ centainseC. pluaniia
omis_.so rich in silicon as is horsetail.

Kin
Stem/ba‘i':‘q%x?@‘étt%nﬁﬁ SN(ROSE "REI i nal | Y. The sterile stens are
har ves arren stens

IB28Y EroaameRt T Rae R 4 fRi-sPR BTG Peyiafpgtion s an

oral supplamenitin€ ddetbiwa, drﬁlﬁidh\mrﬁsymﬂ d.9., tabstrdrepbwder, ynd deyt meal
s. used eit her

replacergant glilite. TRaNCEr Sbirini 1% it Bap BiritiisonTioslih ot e ihention i
an oral s‘ubﬁlshmentﬂmélbdledim@(llmmtdeliverymyeqam edy. faapsulef capldicorashemge. In
enoes-

another BippilBL A PSR sBE SRl an o PR b EPERCE pif birpoment

includedily arcefhiesliedaelebse vérdcle, el tabkt, caplet, HioRBaGENEAl NI NG
COVPCSI TI ONS OF THE | NVENTI ON The present invention
Ip an(vthde&sﬂlbmiil’nemomeaiemﬁ)—ngntaiuimgcazehtpiosmsn ok uhventioracontains from

about 1, o@gg? ?%?LR ?0@%}9 )égs\a&[;htlﬁq% P;ap ! 21%({?%/% gﬁ%ﬁgasrk%&trg&%er oral
dosage emUrIaaneth(aeergbodlbedt Vet herbgdntainey emposist af the invention contains
from aqu¥ g%to é)C%bOHLh pﬁgﬁgcﬁg&%ght eq Lﬁél'eét's %Sggn/%fausrt%r%fbf}(k extract per
oral dosageeumin\de ahothar erdbmmnemedmmemtammgscdmmsntm iof menr’n@ntion
containsgtjorénxg%ceqt 2%&%@ f‘r Venﬁgﬁi@ e %gblg%lg?ttﬁg,e nurvala stem/bark
extract per ogedodage units e nurvale s’enébﬁnk) dxum:mts af ettleet preparediusimg both the
¢ Iéheqé]e F (f:&? (?I ni nag ﬁ osition contains C nurval a

stem palds an B R Bkt F dHVERETE: arvense herb. In one

lrg gﬁé&ﬂgmls rg?ﬁthﬁxg' h%}:lggéntgl rrqg cg%gﬁglgggﬁp@g%\)&é{i&n%ontalns from
about 1 O(Bﬁ:thﬁgdi@elbmut 6e00drnig dej weaightyeosiyvaleats C.anugvala smlm extracblpgr oral dosage

d dr.V, t
oni. 1n GRS emRRn i RERlp SRR ARG PRDbedotalif i EafEhGad i rom
about 1,000/@ptto aboute,G00 rog dty weipid wmatentsrﬁ | ugredda steraettragtipet oral dosage
d I | et., .

unit 1n GiPhet EboB g e Rt co bR o 8RR e rom
about 2,800 mbdo abad Bt500mg sryameightadquivaleptse@emirvala steadedrachper oral dosage

control | ed-rel ease vehicle, e.g., tablet, caplet, and
capsul e. I n another enbodi nent, the herb-containing

AR it B8 RS RRSSORLALIAS b ARy oy 808 o
about 1,800mg baakout 614001y derweightl equivalents C. nurvala bark extract per oral dosage
unit. In another embodiment, the herb-containing compaosition of the invention contains from

unit.

about 1,000 mg to about 4,000 mg dry weight equivalents C. nurvala bark extract per oral dosage
unit. In another embodiment, the herb-containing composition of the invention contains from
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dosage unit. In another enbodi nent, the
her b- cont ai ni ng conposition of the invention contains
wo canaioagyazit 1, 000 ng to about 4,000 ng dry wei BOT/IB2005/003370

eqU|vaIents C. nurval a sterpbark extract per ora

dosage unit. In another enbodi nent
about 2,508 g tocahost HFARyMesipweiaht Gw'b?'efttﬁéf PH&Y@H‘?%%G@@% Bffyal dosage
unit. from about 2,500 ng to about 3,500 ng dry wei ght

equi val ents C. nurval a stem bark extract per ora

TEBERER: tHBhbrb-ddrtainiRy tYbasiBdred tRé rvestidn &etbar aﬂdﬂstems of
extract prepared usin oth the ste ?art a dbg ﬁ
C. nurvalg WETRISORRATEIM TIRIPS N7 (- AHERIRGHEd PR G Rkt e e Bank aRe stems of
C. nurvalB%Q‘e‘é&ﬂb@técﬂ‘UQ@ FOVEXB AL AVater, TH&ldUW@(ﬂﬁabmaﬂhﬁh&bﬁéentrated to

a ratio Ofééﬁ{n\ﬁgﬁgﬁ?@'@:waﬁ 4PO4pS 2 tegﬁig'ssz% Q@@tﬁ%é?mé\‘ge egoéd&é’va’a

stem/barl’e'@kt?act | Re@ 0B BErteedslhig kbmpbsiSohel the dweh@drwaga brown to dark
onposition of the inveniion contains from about 1,000

brown poﬂ‘i‘j‘efo about 4,000 ng dry wei ght equivalents C. nurval a

Inzq}ﬁeg AN agln}qqgofﬁgé%vggﬁ %?ﬁ Egelartg@hsﬁggq ng%ﬁa@tlopﬁ@mponent of the

herb-coniafii édrﬁﬁbsﬁ@ﬁbﬁth@&n\f'drmﬁh @éldhttve& froRthetedf of thedtandnS80erb. In
ent s urval a,st em ext r?gftthg?merb-

t e u
oe embiEent el VGHCD: (e SASE PeRTEar Al SorbRnen
containin %bblp@ﬁfﬂérﬁd)fﬁhél fhveanas ideiasd fedm tHeestém\ot tHid Brarcendedicdts In

another R RPRY LSANERIPTANS Ep A eh DR ErSTRER Loy RS the hert-

containiny l&bmpoélﬂora@ﬁlh@ ﬁﬁ/e@tiﬂmé ideBvdd, frérh @ rhirtube ofidritipaita @f the E. arvense

co 03| tio nti ontain rom about
herb. In mg{nt@%& ‘an&g? é,itarvgaﬁﬁ 6@&@5‘?%3%"’“&?(“\}3&”8”’[ of the
herb- conﬁﬁmykg @éﬁﬁ;ﬁ@ﬁtonnﬂheqh@énhdﬁ%@@wéﬂ iflorn dzlntham;etth ef the plant that extend

d| nent ont ai ni n co
above-grPorinioBR SEUREEIAG e DRHOTIEID GoT RO et ey pontains
from aboU’Q‘I d'rgyco\éﬁblﬂhi 00BXfHY 68} WaigAt @umawmsaEaarbauée rexth peeplargtien per oral

dossse el ATl RS R R Be eggorcomans

from abolB00ANE ty\8 it RHOL g dryfwelghitdaeivaleats £.kevdase merb/aleparation per oral
d dri

| ant . The dried bark and st c . .
cosage Bl e im e HeB R0 8 BRI g contans
from abohl ﬂlﬂ)@l m@)tb BBt (600 rhi ey Wagh’ﬁmw\alefmb Eoaraensathienb pfeparation per
oat dosebB i ¥ N Lo 8 RS BB B tlon e ffon
contains frb@ drubt eocmh@l tolabguUICREEDRIgtdrpweight édudvalents Bt awanswiserh

brown t rown powder. |n another enbodi nent of

. dark b
preparatlpnﬂgew{@g(iiﬁsiagﬁum? ‘he E. arvense herb preparation
e, herb- c

SRR B TeorlE DS PP PRI AR S, i nero
Non-standérdized|pleszngtictsiod & m@hsmlﬁerb@enénawemmmn silicbre frém about 1.2% to
about 6 L RS AReH R BE AR S I SBSRREM, R et o tepreen
mventlonf it hﬁs bbéh gdtemmindd thbebdich aarw&mﬁn ‘rmerémconh portent dfed. arvense herb
preparatlsp%ﬁ%n lgeréé]f;%%g%g%ﬁé:ﬁ/ ﬁw %p]cgo el g& vt?ig}/ %ffg)mposﬁlon of the present
invention¢ aMHEOSTbblemhasfbekh eedonerindyi tha pre?sedahve/rendn foy proveding ah & ervense
herb pre%ﬁ%aﬂi&htﬁ)&{gglzsqcﬁ é’(@ﬂ%@ﬁ?@fd%ﬂ%&? Ecgntgnt %c\glgrﬁg%%ﬁ%{e embodiment of
the invenflo®[1hs aiid:mmwmoﬂmetE Girvdnise hbayr freparatiani inithey herb contammg
preparatIB%nP’%nedrtp\}eg n lﬁ' i a{cﬁ%ednt‘tl'?g%ésof %estcanvd%gdlzerdo preparatlon E’ arvense
herb is advantageous because the inter-batch variation of silicon is reduced, thus the composition
of the present invention yields more consistent preventative or therapeutic effect. In one
embodiment, the E. arvense herb preparation is standardized to contain from about 3% silicon to



10

15

20

25

30

35

above-ground. In one enbodi nent, the herb-containing
conposition of the invention contains fromabout 1 ng

wo eooaloesrs3 3, 000 ng dry wei ght equival ents E. aP@EIE805/003370
herb preparation per oral désage unit. In another
enbodi nent, the herb-containing _conposition of th

about 139ngibean bATed on iha 16l ANOMPIEHGTINSBoTHENSedesd BRParRtisho I gnother

embodlrﬁHnY tM\@EQQItveﬁéBHéf@b%Haﬁatlﬁn iPEMRNBIzEE [cbcd?ﬂéiﬁ fﬁrbﬁht ABt B% silicon to
dosage unit. I n another enbodi nent,

about 109(e$'bc%‘d9ﬁ38¢ AN N etahFoveioRiPf d1e Eh%“’?’?ﬁ?é’fﬁ”? ef?peb?ﬁlp& Hyanother

embodimdn® & Boskedsd ¥ BEéﬂaﬂat@H WtardAHRed® cbntaiat BBSt about 6% silicon
equi val ents E. arvense rb preparation per oral

based 0rd"('5‘§é@"@' drtiveeight A thrde ﬁé@”é%%’ﬂﬁ Rfeparatighe
her b- cont aj ni 2% conposi tion f the i nvg‘?tl on c_on(} ai ns
It AQsHiOTHB SHIcan 4 YR o6 BORBBEEDIUEDBSTREIEH § SABPRedesianated
equisetofiAUANPsSRES fiEvondighRpsides &4.Ral lflﬁﬂﬂfoﬂis? Midiuari |§Uqu|ercetr|n galuteolin,
dosage unit. Silicon has been identified as

and equigeifipr iS9guEetip (@ Ke. isPetsEH A QusEaefin B Bd?- gtycowe@?%f@ 4H-1-

r o
senzopy ML Bonp L ORBES e B SBADRIA RSl P YNSRI
Flavonoigs, $3¢.sisbusieettiagery ayetimpaitard mam@m@f priopeftias-aldaon flavonoids

e V
e il B, A3R B AL RSN oy e R
Howeverofheazre@@m@aeteeoh@m bf the dpvenpidsassa gmph@%th«?e@awlaresystem The
flavone ggygécotgﬁ%§ aRd tﬂe%%thﬂhR&? b %ttb \ébé ?for'ﬂ%%ﬁl%ﬂpgéﬁén'd?'k arvense.

resent 1 nvent h| S I em bee
il &?&héﬁ%ﬁ@& dr iR RESSR ﬂ\tvehﬂ)ﬁe 'i’ctHaQ '?erb( d Avindl 'ﬂgt @gtcﬁ variation in
arvense herb preparation wth optim ze st andar di ze
the total Bavyaneisircontant éaxpresped as soaggrgetrin ﬁob’fﬁét) efBoaverse hesb prapgrations
can havé ﬁwe%ﬂbé Bftectd Bﬁ ﬂ'%' Alblﬁ@@%%%%f R corfSostion® WIS ?Qﬁr@entlon
ation cont'al ni n repar ation o
This prOblwémsub@ﬁn |fQ§0§'|?eréfﬂQjPr§§@|nt imreation 8y efoviling athBagiersscherd
r I
preparatfh SR BHIRRd < 1a RGPS 1My b i LU AR RORPEE R MeRforcetrn
content).t A@cczf@ngwgmqn@ empodintgnt of @Qemtentlwvém tatal flaveoitsconterd (expressed
as isoqu&r%@ﬁ@ft!g@%ht)@f ﬁ‘\ée@ta?‘g‘%”%ﬁgéb %)1 %@E?@tdatﬁg ﬁltaf)bﬁ&%ngaulnﬂg BFparation of
the inverdipg fristpadar éléed oTQQ.)\dﬁ%@frﬁ $tﬁmﬁr@§%9r69%aélpn Fe afvensabeiptis
advantageods %bEéL%%rﬂg@ﬁ\?&q)a% \Ialﬁgtlér%ﬁbtaﬂﬂé@o%i'd%ht af (etXPI%SE?]d as
arvense aration. |In another enbodi nen
isoquercglringegientds Wéuﬁeog thusdhe ePHROSTONSefAnR] arreéerzté@vetnéora wigldgirpore
consmterﬁtﬁi?@&eﬁ‘@é?ﬁé P Hoesdd e'uﬁ %c‘? ﬁpc%g erhB3aiskbhi, ﬁ\%rE basg e ®Rrb preparation

tota E. arvense

is standqﬂn@%ﬁo@qntﬁm rcprﬁ a@gg&(},@}%éﬁﬁ@mcﬂﬁeﬁqabwﬁék pﬂavmed on the total
e

dry we:g@&%‘ﬁ@%{yf}glé o el Bl%géf:?’ﬁgﬁ "’\élﬁjéréi‘ﬁ%é F}tél‘?l@@d?}*o"ﬂgsaére e?@r%%sed as

isoquerctringayb/aleatshdn Botheambadient, fhe B duvarse ﬁettbprgpanawnls

standard d% YEMSH FOANEBIUES. 1%’%\’0@@%% S6 t20~f% AavSHORIY Bhsed on the total
gnat ed equi setonin, and several flavone glycosi des

dry welgrqta)ﬂtheaE anvenseceol I@Paﬁﬁ'@ﬂ uherginitee talal flarenoids, are expressed as

isoquerc8@h ¥ Hﬁi%!eﬂts Qﬁ‘gn@cﬂéﬁ‘ e?f%cfdnﬂ_ent' E]%CE‘Q% ucolé'h@rb(@reﬁa tion is

I'soquercitrin; Quercetin pyr anos
standardiged 10 C(B‘@ﬁlﬂdw atppuaocﬁ%ﬂa\@npgiszto Qb(ﬂ;}fdrﬁf&)ﬂam| gasgd en the total
dry welg}l?c d?tr?é Fg%gﬁrésr%[:}%?l? Fr%’é)é)a‘tlén wﬁér&}’a%é’f@fal)ﬂavﬂo?déoé’rg leJSressed as
isoquer cgmaﬁhaw@llea@ d@ﬁ”@h@frﬁfﬂ@@@enf faﬂéﬁlﬁﬁ betbspraparation is
standard%H K& EbRainSR %sﬁéﬁ%uﬁﬁ%b@ @IQ%HEHsooas@Htoh thé"folta?@mgbm of the

antiseptic and even antitunour. However,

E. arvengg aeybireranatione whenieinghe tejal ffavaw%a@semsesae@ Ao iggaverceiin
equivalett8e vascul ar system The flavone gl ycosides and the
saponin |ikely conbine to account for the diuretic

action of E. arvense.



10

15

20

25

30

35

In anot her aspect of the present invention, it has
been determ ned that batch variation in the total
wo b@vonsTiusl content (expressed as isoquercetri NPCDIB2B0R/(03370
of . arvense herb preparatitens can have negative
effects on the biological activity of the conposition
Irone ¢rebedimenia the ﬁmn%merwﬁga@#l%!%%d%gﬁq organic silicon
content %QI\Y&Q eer%&lgﬁ gpcfc%§§ Dding PHE Rt With BlsM¥bltotdemhdt met a

ense paration wth optimzed, standardized
minimur $icen reqreSTRILP.¢ odteaflicop e Hppneseralrdiments e e ranense fierb

preparatiBﬁ '6? fh'etk)erb 'é&‘?t@fnmg%lniboshﬁn 8NGie HURARSIRMeri0bd #H8 the stems of the

ion, the 'avonoi d content (expressed as
E. arven&sb%endetaridﬁrdtmfewl)cadzonfqmé Le., Baa(Mese@ Stest pxtract preparation.

Briefly, sf?ern? P&Pb RS £ aneh?e H@rb Qve‘?é’ Fbtn%\fé'd Wﬂ)n@ff@ﬁﬁérﬁtaha Aried. THE were then

vention Is standardi zed he use of a standardi zed
measureg ﬁ@pﬁammem G 2. 53 Slbparesanians vmé*%b@ aﬁ@léﬁeaefer%%a%ecepted for the

extractlo% E%c'egé ehn Ratr & WaRdoBlideinusig 404 @lv) klrveneatdr @)@fﬁcﬁéﬁ solvent

xpressed as isoquercetrin content) _is reduced, th
The extrag) @/a§ sepeytitashiost ratip ef pnsdmatelrdidnd he xad M@s ‘thes} t@sted again

for mlnlnﬁm@*/séll%h OBH@'S?\V]& {ALYe e fh%ﬁé)@i%%ﬂ&ﬂy(boﬁéérﬁl%&e apptafdteas a fine
i ment E. arvense herb preparation is
brown P%’Yd@ﬁwh@i Q@ﬁﬁqt@'sééﬁﬁ'@fwdftﬁﬁﬁa about 0.01% f| avon0| ds to
about 3% fl avonoi ds_based on the total dry wejg

In arotiger espRasiBRNthBELE: Fr@par ReTbaHePIAkITLIS ﬁt%nﬁ*érct'%ﬁdéP Srganic siicon

by a solv%hﬁés&eet.&h% pr@E@sse)mfeﬂ?SsQé’m%‘érté SOMEEE, %?\I'édsé h@ﬂMNé’r@'r@Mbﬁed from the
In anot her enbodi nen arvense prepar ation

plant and drigh MefRnaipg8al GmBEA PR oh e AR DTS ol IALASS ol
mlcroscép?b &Mécr@s&ﬁlé YN sHEs ) Rasedd e Ehfect 8padiesis Y)eM\@lLQB@ (e.g., an

arvense herb preparation, wherein the tota

authentlcfat%@l/whéespecwek\ﬁaegige& oxeil E%&B%‘F'%%FPPW'CQHQD)V£1“é%’ffr§°t was

obtamed'd%lr@rlﬂﬁ heterepRdEBPSUt 50PE akd aB6MEIDDEC Y DsEVaRATAS | bf@t?ect was
tandardi zed to contain from about 0.5% fl_avonoi

concentrﬁedateeu@tho@mq»weﬁebr5&% bhe exirash wep dhangiried. dhg %%}rwas tested

for a minfthurh R afproRim&4tdly 8o $iiden F?:bﬁﬂ%ﬁf #h 'lﬁﬂVls\dWéE@bmwdt&ﬁethD(tsﬁibon dioxide
flavonol ds are expressed as isoquercetrin equivale

s used a5 EHRSETRE SUBSIFOAF el cKFactEel GHIBan G JRsiTR0 AIFBHAITaEPaYe it was

titrated V\htﬁ SArRICBHELZRE H GRBFdINE tl@é sarf@pfoca®PHd abb\v8%0The final extract dry
| avonoi ds based on the total dry weight of the E

concentratempearq@érsca yrlewhravn gplorsgRAdeh the total fl avonoi ds
are exE%essed as_i soquercetrin agw v |l ents. | n one

Inamempediment, the £ aryenss el RSPe” PRE §h§t e{)th cpnfaining composition of

the inveritioA T¥l@erflied et HeJMLRNbTHSE IH. hERAsE REHEIMY stdhdardidfentotal flavonoid
extraction process using raw material with a silicon

content, E@nEepvenrttemetractRArapHa RS | i con reqU| renent, e g
3%silicon. In one enbodi nent, . aryense

I prasasramRAdinent he fHErsnss ?fofa Q{Pﬁ?jawhﬁééaﬂdﬁwe&rm{'ﬁ\éomld

(expressed B8 THoqQ8rcefing 86rtH et é/fef SN extrdctioR pRfcebd) eBliaflyaste@Nsets of the
herb and standardi z for SIQH” onten

E. arvengs Do ateTe D@L o e arderen. TBeY Wetehea BishifEg fysTLC.

(|soquer6€trlﬁ BQJSEd a8 rofeRmee BEbdaR). el\/bgmé@ﬁfcaf é%lh@lﬁ)h@f any staﬂlﬂg
were then neasured for a mininu

blomassé’thq |@@Hd%%qtgmlcr\9§%omr@ lgﬁgp%qpéc g@(%ﬁt%ns‘yger?@sured the correct

species \Q§§ B&h@ dséPle.4.nan Sﬁﬂ"néﬁtﬁatéélr\/d%ﬁ&%%écm@ﬂ vifé‘stét@@H oWaife for species
ter extra

i ned usi 65% v et hanol /
'dent'f'caé'enx,e’-m eX"Fﬁ?&ngP deé@Q&%WéW( t\é‘%e’% gboyt %étq gnd,pbout 100°C)

asa solv@ﬁprm@ st Wadtedncentfaed &4 FatRt of WpBrixihedtell &St. epheae@ﬂaet was then
or m ni num Bo/if(sél licon content via HPLC he fi

dried. Tlé‘?(?’ft?ﬁcf Wap & ERMIBMYMRPRFREMaElYL- 91%@%?“8%"‘“ via UV-Vis
SpectropRWRstrVisobudrcefin vastuBEl 9t irsfeRM0E sabslaid@$t B the extract fell outside the

desired standards above, it was titrated with a dried extract that had undergone the same process

as above. The final exiract dry concentrate appeared as a yellow-brown colored powder.
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In anot her enbodi nent, the E. arvense herb preparation

is standardi zed to organic silicon by a sol vent
wezaoeAacs7HdN process. Briefly, stem parts of theCEIB2005/003370

arvense herb were renoved flBomthe plant and dri ed

Mor phol g@l cal exam nation of the starti n%gbl onmas
I o emperdimede dhenlst HVeSErSst BisParaling Ve Sto e BRed to organic silicon

content &TETAGHEE tohtbRS(bxEHRESHESS EHRIFRIH CsingRBS hRhdds deeéited above.
used (e.g., an authenticated voucher speci nen was

1P b §§be@ﬂoffthé Brdseht |ﬁ@@ﬁ|bﬁ8thé demtédntadhg eampomrﬁesﬁth@went.on
was obt ai ned usi ng hot vvat er bet ween

contains £p fyfvalrotbals O4rach PR At aqustéz hegh pnaetp@rq%gg ang collmdaq anhydrous

silica. Tﬁ@ﬁ@(ﬁﬂ“ﬁﬁaﬂﬁlﬁ‘&nté%sfstsf it Qrogénlﬁpﬂé@élsﬁ@b@i )Str‘énéihemﬂf@%nd firmness. In
extract was dri ed ract

one eme%m%he@p%n@m%P@W%% S BRI bRyt 0 ma cry

weight e@ne&érﬁt@ RHABAUTFH g S/ \A,é@qréqdwaém@%f kRallEHREn d8r dral dosage unit. In
ference substance) fell outs]

another oaepdBR. 1 RFAp 4 GIIARLOTROSHEE Of Meraiedion SoHalRS oot 15 mg

dry welgﬁ%duﬂﬁtentmtabbam&ﬁ@%rg QBRht ém\fawéms @ft@twsmc@sp@mnejosage unit.
final extract drg concentr, @ﬁgear e
3] o%ﬂ

In ot g GVRANBe e CET P SRpBadEr POp Fstoftsareien Gop about

28 mg d@hieidHi @qhvalBn@rte pBb@t 340Mg afy wélghtriulakers éitdtanglicon per oral
corrp05|t| on of the invention is derived fromthe stens

dosage Will. t he E. arvense herb and standardized for total
fl avonoid co nse steme .
I PRI RSB o e iR, e TBRar iAo hEnestiat Sihe ivention
contains bbpmfr@.l%arlﬂbhé @mib®dBietin dae Herb&!d)ntamlﬁd; aMﬂp@mbn of the invention
res d a |so§1nL{ercet a, sol vent

contains eg,uw@fép{})of 0 gw 5(}L[S§O GPoyt80 Tag dry weight

equivaleﬁt@\(ﬁfjﬁ@sdh@fd@ls\mf Brdl emg%dmitr mﬁdiﬁerrdrﬁfddlrﬁékﬂ tﬂ)blhéeb ~containing
were then i ent%fle 8%ty1 TLC. i SO uerce‘

The
composifRIL e IV pT ot D E0S 0 TG P O S
about 5oaﬁgmméugmq@fvatém csﬂp'tfobpmo@ PHTRSS dobddessunitnah weether

e S o 0 e B 3 W SRR ALt P S8t 2 o o

weight eq&ut/él@rﬁtb IonﬁdﬁpSthM@h@éb@ﬂeolnﬁgédry\mgrﬁfe@[lﬁdleﬁfs & Iph@srfh@?ous per oral
ecies identification). An extract was obtained using

dosage i t water (between about 500C and about 1000C) as a
i3 nstBiasateis B f0SRoE e PRRECaIEH RafrBafarfo! Ba dhvention
contamse:atcrlLﬁ}Gt InsRe dnﬁiﬁddaﬁt eritpthedert- d\ifbmamngfcoﬁppﬁﬁ?m ofthelinvention contains
% i, SO cetrin vi - Vi .S egc ot o .

from abt & e ALY AT ket caltiuip aBBrical BBAEH AREhS dayjyatents o
calcium i)érébrﬁﬂosag?d urﬁl’eljlh an?thsr dglbbdﬁgled’etiher I@b&iﬁﬁ?ﬂ'ﬁi@ﬁorﬂ@‘ﬁ i®n of the

rat ed_ wi a dried.extrac at .ha ,
inventior| Goptfi e ReTEs, 'y Biekb Su BB colelihes Bfiput 25irpaugiy weignt
equivalenls\of calbiosnier at#l depagausitl Iasnathgesmbydimentvhecttdripicontaining
compos@qrﬁ%‘éé%ﬂ%ﬁtpq%égo dl @B@bg@ga rgg 8%\&%8@ %qrﬁfvrafe&}? of calcium to about

20 mg dyavdig leqainglehisa ealeiuch parmtrsinfossgxpiiessed as
i soquercetrin) using the nethods described above. In

Imara)ti@@rmpéctm‘f tHeniavaaitionctht hiertveantaining com@osition of the mventlon

contains @agﬁ‘lﬁgl{o}lg{ 3}1 Ebg%‘@gﬂﬁos ttb%E?r%aqqapa@m@:/@‘gaé%tp 296he mventlon
contains o paticait il eny mydvetg}htlequﬂabn’erﬁﬂWgauﬁuml tbi Iabaut 3"Dhﬁg dry weight

equivale@gBﬁmagﬂgéwr%g)%bg%iﬂs%e;t@ m @érgeg'neqqgt he%eeb -containing
compositrbafdherpnentionhentetisfrer abaitrs mg dqualgﬁil équ'wmle)fts dfr@agnesium to

i nventi an_ .cont a forom about 10
about 2548 A0 Seh G Bl o rereny Toneg el Cgrrees i JHPRher gbodiment,
the herb{contalnirgj donguasitipa rof thedhvehtis@gentsdins from aboan o0 ey dry weight

enbodi nent, the herb-contai ning conposition of the

i nvention contains fromabout 15 ny

ents 01J p%osphorous to
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dry wei ght equivalents to about 45 ng dry wei ght
equi valents of total silicon per oral dosage unit. In
wan@bles74enbodi nent, the herb-contai ni ng conpoBCT/iIE2003603370
the invention contains fron#about 28 ny dry wei ght
equi val ents to about 34 ng dry qht equi val ents of
equivalents phinagndsiuote gwut 39 19 @mwm&t gRvivalents OhRGERRYURNEE LTl dosage
of the invention, the herb-containing conposition of
the invention contains phosphorous. I n one enbodi nent,

IntdHoHHAe %Rbf%@lmeﬂ't (0 Eer%%%amﬁg 96h1953|ﬂdh€bf AR R0SA A | |s used in a

cont al ns from about ival ents of
cream. IpRbe pHdpameNt, @%Iwgtcogt@lm@ @qrgp |0@rp(f Cl@d[]y%lpg (SPatajns from about
1 mg to éBrrEtsgﬁ)%g HrR @&éht@q@ﬁva@?@@@endwélb stehﬂbé’rﬂ‘é&’(ﬂﬁét per gram of cream. In

her b- cont ai ni ng conposi ti on t he
another graasimeninihe @ﬁf%?%a'f"ﬂg FOEpESition of th@ YRy nnewﬁms ffom about 10 mg

to about B8 HgVR! fRIght duiRiiaR BohoMaIalDerRRakk e@@cmbr@"réfn\wbﬁatn In

ent’s of phosphorous per oral dosage unit. In
another eigmqrre@ntetﬁ@ derteantaining somppsitiemnal the HIVRBIXLIANNS frgm abput 40 mg
to about 66 gl cﬁ?/ %Fg'th? GRS €S nliAIR A barkEXtraBt §Hr§rdbﬁ loB Bleam.

equival ent’s phosphorous to about 30 ng dry wei ght

IESHONER e RboinRint, ARG RBROERUENIRG &orﬁb@é:tldﬂﬂﬂ@lﬁkﬁln%ﬁtbn doRitains from
anot her aspect of the invention, the rb-contajnin

about 1 rag vt PO MIHTY Weight RYWMRIPIR Ecameaﬁneef A€ B{AR 1 ¢Tedple In another
embodinRAD @l fBPcontalthd @nkpdaRioh fHeﬂgvéiﬁIH@@éntbinQ ﬂ’roﬂf athdi® 5 mg to about

i nvention contains from about
40 mg drg yesigph Peuiyalenss Ec anvensRiers Peperam ggc ﬁe{%dﬁa@@hﬂrﬁmmdmm the

herb- con%‘ﬂﬂhg?:%rﬁﬁﬁs%oﬂfof% ifleHtioR @onRindl frof® 86ELR 10Mmhg to dbdut 30 mg dry
er enmbodi nent, the herb-containing conposition of

weight GQ%‘@'Qﬂﬁ%gn@rv@'?ﬁec}?ﬁﬁPBﬁhgramgﬁr%ﬂut 5 ng dry wei ght

eqU|vaIents of cal ciumto about 25 %
IRV ETROS Tt GEIEI R HG. 67 BFroigeiRiu g faribostipn contains orange
oil. In on%@ﬁﬁ!ﬂﬁm&ﬂhﬁ@'h@ﬂﬁ&ontélhiﬂ? RerBositen 8 the ﬂ@eﬁmﬁém@fﬂorﬂfabout
he i nventi on contai ns

t
1 0t A G SO B o SR B gt er-consnin

compositfhtbr i RRértioRfcoRiireifrbih BBSUt B A tdj@&ﬂw 5 wy dry ohfnge oil per gram of

anot her aspect of the invention, e Qon nin
cream. 16 GREBST SMBIHIDENY s HeSANEBe gt ﬁé%ﬁéex% ains from

about 8 rR§ & SEHP U2 ARy Brandd6il P& Pae@itriai.ng conposi tion Of t he
i nvention contains fromabout 1 ng dry wei ght

(rEéhd é&ﬁ%)(ﬁi%éntctfff tHERIB A SioH! rTﬂhb%eﬂff-‘@cN’lﬁalﬁﬁg EmPbitiovet@hidins Juniperus
drgiiang. pcak SRS SR IaHe T B BBAYEER A sbilel g ccgppositon
of the invieRBorl €341 REMeBBLET DG té élﬂmt atwotpgS/ mgg/d/taya \a%lngbésentlal oil per

gram of c‘g%%ﬁnxg{ %ﬂ{ Iger?ﬂjnqﬁgﬂey gplng gggggaﬂgﬂ %ﬁﬁh? invention contains

from abo@ﬂ@érﬁ ebo@50qigh® Tébouﬂ&) ;rgay bmgmmhalsmm gssptrplasiii per grane bf cream.
he invention contains from

In anothaTHOBERINAF BAPSCOHANAG AOBPOIATL A8 e Bioh fpniaiys from about

400 pg t9\EHARBOG HY UV diliiThsa SlErT@geatEl bilpegradl dlcret@sage unit.
I n anot her enbodi nent, the herb-containing conposition

IrPbne é]ﬁbcbdhﬁ@rﬁltdf ‘ﬂﬂa |h$en1§‘»ﬂdthbrheﬁo Esreaifing |Cﬁ|'f@ﬁ§tl0n contains Myrrh oil.

e er b-cont ai ni n tion,of the
In one e RRUTE o He HR-EP S EGTAIBUPN O 16 TG LB b A0 TG 2heyt 1 ko to
about 1,008 @m @il per g?QmSOfGredef wadnater embbairiene Xihe Berb-doataining

compos A g R SR TSR0 AR s 35 o o

gram of dre@f) abantther@nitdiment, the herb -containing composition of the invention contains

unit.

from about 400 ug to about 600 ug Myrrh oil per gram of cream.

In one embodiment of the invention, the herb-containing composition contains Orange
flower oil. In one embodiment, the herb-containing composition of the invention contains from
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to about 60 ng dry wei ght equivalents C. nurval a
stem bark extract per gram of cream |n another
wenwodisent , t he herb-contai ning conposition oPCT/MB2005/003370
|nvent| on contains fromabadt 40 ng to about 60 ng dry
I ght equivalents C. nurvala stenf bark extract per
about 1 @tgmb@ﬂt ‘b&)@@pg Oranagrflowes il eab@yamgsereant.hie another embodiment, the

herb- con%% ﬁg 8@9&6’& an? O ?oh'c%ﬂtaﬂfs de?ﬁ abdl %Fd SBbUE 258 b B about

to a out qui val ent s

750 pg OFanger flawes @il per @farmf G2 bfanr;%@a@mhoﬁmﬁ%tth@herb -containing

composmﬁ{ﬁbé?‘?f'\é"ﬁ%ntlo%%n&ﬁ{stﬁdﬁ?HB koD %QQQ EBQ@HG‘OU% Ofangd ﬁower oil per
nvention contal ns from about mg to about” 40 ng dry

gfamOf%@af@ht equi val ents E. arvense herb per gram of cream

I n anot her enbodi nent, the herb-containing conpositian
Ino?ne erebediment of die ibventiannibeepneenaining compgsitien aesaips Sypressus

semperv)?&sd(@ﬁ/pf’&’sglgéf AUk ¥AL BB diFmenBtNEASB-JoRtaiRe EorBp YN of the
I'n anot her enbodi ment of the inventijon,

t he
inventionrankRSFATRIAAPYIG KaIRTPSNE 1 G0 4816 SPBOBH G0N periggam of cream.

In anothé?fé%b‘aamé’dtﬁeﬁe%erbt&ﬁnélﬁhecsﬁabﬁhdﬁ &9hé mmwntddaw.ﬁgfrém%bout
i nventi on cont ai ns from about fnongqq;o about

from abogt &t ge toatous 800 ye smsempenians lep {OFRSP 0&%@@. d@ﬁf*other

embodinfehe tﬁ@ﬁ@‘b%ﬂ&%ﬁb B SR thOiRvértioh REntaMéarim 8Bout 75 ug to about
contai ns from about 5 to about 25 ng dry orange oil

125 ug Gy spmgprtrpds leak Aarer or#m 8hBPAGY enbodi ment, the
her b- cont ai nl%g conposi tion of the i nvent i on contain

Iy ARSHRRIRHONEMOR of e ARRION. ANereRraBRAIBY FOBEPSTIAGANGANS d-alpha-

tocopherglré%%\‘.ﬁte tN‘atQ;‘é@V@é’f’ﬁiﬂfﬂ)mﬁﬂbn@émbb@n’leﬁt/@ﬂhé Wenﬁdhethe herb-containing
cont ai ni ng conposi ti on cont ai ns

compositiqry ¢jithe Eantcns@aiaisFHFIPEE é?ﬁoeﬁgwh%qeéﬁlteorn §nq gmggrtiment, the herb-

containir@EeMHOSTBA of ih@@n\léﬂfl&h 66HiAS ﬂb%b@)@ﬂ@@%%m@bo@f 2% Ay d-alpha-
invention contains from about out 000

tocopheryl Bcpiates R GIAR & CET SBGTBINEY CBIPPARISN JreneTBrCCEIVARG Cppositon

of the .n@nﬁém%ntaﬁbﬂem%@m 1 H@eto%bbr fPMG @wu%h@lqmegxl Qéthtfe per gram
he i nvention contains fromabout from about

of creama% anotheremppdimeny; thgiherkrrentainiag ceawesition pf @PI'“VﬁQF'O@P%'nS from
about 4 A t€ BEGMG rh§ daiivHahiBEoHieRe dbam! per ghten BeEBamont ai ni ng

conposition of the invention contains from about 400

|mdtﬁ>era4@1%6durﬁ&ﬁ oﬂ%eJnvéthb@,l tﬁé ﬂé‘@) SonedhiBg s6Mbbsiortédntains
gram of cream |In one hg%ﬁt of the invent,j.on,

diazolidinfede FRneAPRATNAY oégiﬁdamtaoant fospondaigpe cRmpppition ff the
inventionQdtRt AR @eraRMurdd) an ae lénmatneénm tRg h@ﬁmﬂﬁa.ﬁm@ Boboditiéh of the
invention contains from about aggw% about 000 meg
inventiomganiging,frpm@gpud} hddP a0PEiaiR mp Kl wéweaﬁsaafaﬁ%ﬂftc am. In
another ér’ﬂsodméhr fRYerb-BbMEinFRMRATIJsIIEN ofthetintitly 86KthiAS from about 1 mg
tains fromabout from about 250 to aboutrhté%(e hm\;b

to about @wg Hrysligzoligipylgiearmes Brash ebtrean I Arethaerabasyns

containingt®nipRkiios eNthaiimieRtore 86MAiRs froMadlt § hey torvent 3. thg diazolidinylurea
contai ns fromabout 400 ng to about 600 ng Myrrh oil

per gramyf(CredBm of cream I n one enbodi nent of the |nvent| on,

ROt BT Gh AR D P N AP TG00 o LTS
hydroxytﬁeﬁﬂ@&éé t anfhe@chfdﬁ‘néﬁtVtﬁBtHeﬂdlcé?rﬂéihﬂP Rempbsitabetthe 1nv|§ﬂt|on contains
about ower, o ram of cre

1, 000 Oran
nycroxyBeRZGRIGH sk ASRRIRRT: DeerhEn e e arRe ST e STvERGen contains
from abo@f OHEﬁg Ecﬁ%dsim b Ay w@bfe?zo‘a&m@:@wh of ér@amab@ dhothePerBodiment,
to apou e ower 0OJ ream
the herb RGO R RARDUR Ok BT e FeptBing SR LR sabadt sk dng o
hydroxybéhzéét@s b@l’\@ahlcﬂ@re“a@rﬂt Al B tHer eMbaliednt, 4Ohém-dofiteMiey Eomposition

6 e flower oil
of the mventlonngon%l om about 1 mg to arl))out 2 mg hydroxybenzoates per gram of cream.
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gram of cream |n one enbodi nent of the invention, the
her b- cont ai ni ng conposi tion contains Cupressus
waempeisrus ens (Cypress) leaf oil. In one enmbodP@BM2005/003370
t he herb-cont ai ni ng conposilti on of the i nvention
contains fromabout 1 ng to about 000 ng C.
Insamikenanmidimertaf the invgsépn ghahe@fccmtaé@ﬁg cPmpgtidareqntains extracts
of C. nur%?pgfgnﬁmgﬁ( ex{r?& Bl ? &9@5 l@éfn MSJ t\)”gﬂué?rfa stdR; Myrrh oil;

nvention contains froma out a bout n%ﬂ
Orange fm@pll %osaﬂynetylre@é#Q@érdralpbar@cpéwyloaqet%rd@oa yrea; and
I n anot her enbodi nent, the herb-containing
hydroxyb‘é‘?w?@é&el ‘tion of the invention contains fromabout 75 ny

MEDlClNkE P%*b%fm%%%fﬁ%ges ﬁﬁ&gﬁﬁ\gg[ﬁé\fs bﬁ%‘ﬁe fNVENfSN OF am of

n anot her e e |nvent|on t he
T“ngas%ﬁ%ﬁéé“oﬂ SQURTRREL BN S Poslipal ALK phad o
prophylakia e treatorent hédlh@ﬂbrsaﬁ meaurngwtatwmu & §.oringry ingentinence, enuresis

(e.g., bed %g@bhe%p%ﬂ%&tﬁ&r@go ki, nﬁé’rgt?:%fo\éh c?rgfﬂsataﬁd U'Tf% Q%€ thought

osition’ o

that the primarptactive loguwmnt&sprfewmrawmheoC@tﬁ@ and Eaﬁbhﬁﬂtumar&@le saponins
and plangstgtcﬁ%r £ n%@gc%ﬁglqsaﬁét‘?/hﬁé ﬁs %@Icgglh?lg}eﬁraﬁgrtﬁ@ 33{3 IQerol lupefol while
Equiseturheoritaine Hisi moinetabsilish favbneids Gisasivercetinguteolimpod tkagmpfegol) and the
saponin, %rﬁﬁ Ef'r?l RY M%’WS{M Irﬂﬁﬂ@&%r@%e&ﬁé@&ﬂb Iﬂﬁmarlﬁr‘a ashan;

odlnent contalnlng conposition o
British Hetipal Pmmmcowachml ﬁrﬁlshﬁeml MedisinesAsagciatiom hdda; Benenk. Clinical

Appllcatlgnsa{)lp@?mé%co%nfngﬁ pe?{ﬁ{e s EnBfS, rgﬁl?é'?opfhe%ees"i‘é?h hePbal practitioner.

e I nv tlon
PhytothenapyPressit\iamiickg Qid fpstralia HO7¢ bhe ﬁerrgard pg;zrml$sj¢ml§|l\aqr@graphs

1998; D’A@ G W'Q?%P'B‘Eﬁﬁ%o@fnaﬁ ol §;"/§r”t3b%(1z§‘2§41 -5 (1984); Pengelly A. The

contai ni ng conposition of the vention c
constitueditseiahedicingl pjaréa an| ipirestustiemiodtie alemistry nad therapeutlcs of herbal

medicind] %runﬂ&@ tl—?érgél%@ EQIBOMdrRA 1[\8§Vr¥tgh§ t‘ré?n‘ée’l'@d%o EPMIW. BPal., Planta

t 0 'about azol i urea per
Medica, 926%402160&1@&7'0} I n anot her enbodi ment, the
her b- cont ai ni ng COHEOSItlon of the |nvent|on cont ai ns
The bertae@li@ining rgMpesitigaal the W@S@mtyn\(ﬁnég@ﬁfedlﬁ@ﬁl' it g ppeyention and
veamr R5F iy ORIy AR SRRH Pl 40 bty iy st
in such o wayns@ et reguerylithegertivpaterdiabtynmy aaelalssbimi di ¢yl ud dethpreharmacology,
28: 313- g%@ﬁﬁgé)b%msm bPa/aW%é??J FRERASEdI fz’?‘fzés%s' (YS! GRIYes F. ot

containing c ositlon co
al., Int. Uﬁ?ldNeb'dy‘ob,r%@:W 511n(18 . &yrhisda hesalsoren found to inhibit small

.mest.naﬂ@é R&%éy R P9IakSHR S ek épry E&n‘iﬁgﬁaﬂﬁé\éﬁﬁby Of\: BPIBRIHI). These
ybenzoates. I'n one

effects mae/rue—dxmranaﬂlm@ tbe rrasenes @frth@stercn durieal shniwhecefsiugiesshave

shown trfart R{é}bai%étan% o&a[ﬂ%ctaﬂd %ﬁf? HEIC&'lJ%f&YQEQ&W? fReRbESH H5ntaneous

of cream anot her enb

passing hfe&twlﬁtﬁ(ﬁnﬂbﬁymm@n@fdﬂfﬁb@‘l VMagialshmi Reetiahw theaphaaraasiagy, 28: 313-
321 (199‘02%%8 Tth In&En UOPRRRI E%I? yB7dbys byl @@BEWWMW et al., Jpn.

¢ream | n anot enmbod |men
J. Med. %r%obﬂﬂ(@-ﬁh%‘g%é‘rﬁ%élhakwldf af Bb, Rlanieiedien, 88rd Hi-2tp (1977).

fromabout 1 ng to about 2 %groxybenzoat es per
lidrearbesn hypethasized t@ﬁbﬁ\ﬁm%éaﬂmfut ploneMmayre pradiegedivima tonic

contractlFeh&tIBﬁ ronh%‘H?&@bH ks EBTR Askik O Q/a?é?éﬂs"f\hf‘ P &4l rﬁclittﬁ'ldbfharmacobgy

nurva stent extract E. arvense

28: 313- @bﬁ@@obﬁnang R. ¢t @/g indliamd Psl“laéfﬁﬁcqmw R7:5485- 26@(@%@ Deshpande
P.J. et af 1RYBH JOMbd. Kes. S?Iggpfrﬁﬂr KG'B%( ); EduRERARMEP 8RBREEM with

acetate:; diazoll
incontinence via a similar mechanism. Kaempferol Iuteolln and isoquercetin, found in Equisetum
are documented to inhibit xanthine oxidase and subsequent urate calculi formation. Nagao A. et

al., Biosci. Biotechnol.‘Biochem., 63(10):1787-90 (1999). These herbal drugs act to improve the
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hydr oxybenzoat es. NMEDI Cl NAL PROPERTI ES AND USES OF

COVPOSI TI ONS OF THE | NVENTI ON The present invention
wW@e@iotsFs3 her b- cont ai ni ng conposi ti ons useful POT/EB2005/003370

nmet hod of prophylaxis or trngatnment of disorders of the

I t nar ncont i nence,
tone of tg{el g%gﬁéﬁ?lb?%?gggw%m%e%yl r%éﬁqleg thas (Faiexa has beneficial effects on
neurogehk‘:ﬂ%d@‘eﬁﬁh@poét%r@éiét‘éc@%@é&bhy o8 bidduss. DRBApAAHeS.J1 &t al., Indian J.
the primary active ingredients present

Med. Re]s 7% %Bﬁ"@ @élgé%)a and Equi setum are the saponins and

TR PRI BLoomRpS LS (i i St BYenipa o fseTuiin fhe prevention and
treatmef@f indohtinenee ah@bsRigh bﬁ)sfﬁtlﬁfhglpértroﬁw alfcﬂurlrfdrﬂh@ﬁn‘i’tirféﬁce Crateva

admlmséacﬂgag)lu?ﬁu%gtaIalnrg%r&(?(% re lﬁé%ﬁ(sg kae y Eér?clz |r]cHa§|r}§ﬁxce pain and
retentiorMtLeine an B dVithehy pBitsaaddep dé arreﬁﬂt&if @éhl@ﬁ pré¥tatld HPertrophy.

oot 0 o SRS A hs R BT EBERL AR B e
tone of thy bladest ahdané e%\hlﬂ@@ ﬁnréﬁ?dsmme MasrRey aBpind éTfecﬁ\l?L-eevacuatlon

Deshpaniey o at)q[ bal sfech t' o PW@%Q&%@% éafﬁtﬁr@%tr'féﬁtUE'es

analyzecMhﬁb@ rpapbrsalsdQ}Qc&v tHa't Q%té\td rﬁb?lize%ttﬁé toneBlthe urpRey bladder and
Bi ol 1984) Pengel |

signiicanfy2dceAses oA RS HUGRE: ¢ Rabseartainian chimpeRterar o1 present

inventiori, thdrbfere; esrusdfulyin &rwpr’eb@man @Hd trestnint bRGMRIry MeehtHeRe.
Sunfl ower Herbal 2nd Edition, Merriwa, NSW Australia,

The8é resuilik aferalsd/suppiortat! by .aFﬁhwﬂI;tadME hefe Cedeva?Adl R shown to
oot T SR S0 SRR BT e o o

9:49 (1974)e Hniraltstafiesishonaihgt 4abgys dof treﬁn@ér@Wﬁh &J}Eteﬁél W}sﬁﬁééﬂ m hypertomc

v ofRUSRSE R B RS LR OB <3, ) R e,

9:49 (19%4) al akshm P et al ., J. Ethnophar macol ogy, 28:
313-321 (1990); Anand R et al., Indian J.
Hebsetwacislrizhyn sildic adid and 6lic4td99S)lica QEReES the regfendfation of

RSN LT LIE R RN T

Eds.) DoNmgH<indePsisy Ltova.r(mbalk(m}%) F’Fhea;breeént invéntion prowfd?s herb-containing
e

composiy RIRBHETRERAP Y g Bronty b e e ehdSeteRat e jegetal

system, égnunbany indontihertiecenurasie (s pbeu-wbaihg), berigh phesatic hyperplasia,
I. | uri d anti-calcuric effects leading to
urinary C?I?% é;%{%g OEH? heous passing of st ones and
THY R C'eéf%%@@gs'ﬁvasrdﬁihi‘ekg’%%nt 16015 g i o hgprevention and

treatmenébf UTls radid @pstitis. Riesrimenlsboyn indat stdbies A6 s(aﬂn%%’fa)scnes of the
et,. a

Equisstul el it g Sericgon; oy eioyom ot sogt. isfagsiugn and cnloride,
similar to\fbal cﬂ@theBﬂrug%Mrcﬁ 36 h@d@%ﬁl))rotﬁléZIdeaSP@ee Guiigpet Radi ared, J.

crvepndiio Yt BE9509E Hopb Al Tk A AR 53 M o

60(12):2241s% (084 \ah ahark sduent study usihg rats] aIsEUbﬁ@pktﬁdtﬁ@b@héi@W affects of the

arugs in GRS, Rigses o a6 30G. Mool Pepaaicnfd 8og, These aunors

suggest thatthis, resuitdcouid Be diveth thR@stlbacVeﬁ(aBamnh)of th%cdi@tltﬁéﬂ@&)amely the
sapomnsqulf’tEfeg Hgﬂ)]é te@laiﬂgs %{Saw@ﬁga gry:aﬁ f ? pl\’é)pertles. Nadkarni

K.M. et al. slodiae Mzéemawl\/leﬁmarﬂomba)ﬂampmwakamn CBUmrmm‘Imd:at Applications of
Ayurved:{; QE& E" ne§gl-}ﬁgﬂ @I %{éb/%?) § 6Pl de v?/clajs ern er egl p%c?‘ ioene(}.al!’ﬁylflcl)therapy

or rra I'on
Press, Warwick, Qid, Australla 1997; Salvat A. et al., Lett. Appl. Microbiology, 32(5): 293-7 (2001);

Xu HX et al., Phytother. Res., 15(1):39-43 (2001); Geetha T. et al., Gen. Pharmacol., 32(4):495-7
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al ., Biosci. Biotechnol. Biochem, 63(10): 1787-90
(1999). These herbal drugs act to inprove thetone of
wo b@ocbisgrdsier wal | . I'n 1982, Deshpanae etal . repoI/iEe05/003370
that Crateva has beneficiali8effects on neurogenic
bl adder and post-prostatectom c atony of the bl adder.
(1999); Geettgphredel. R EtiytophBrmadohdi&{h): 77-80/&2901ReGombined with Crateva’s tonic
effects onz g&é&'ﬂ%gscfé(s |t$§cérﬁ%%@d to H8SishGRPpISARE VAL RS ion thereb%/ decreasing

esent 1 nvention are usefu
residual wrrr@ prkev\emq emtrinding fmrﬁeMTlmeﬁ%ah@ewﬂe Renetalafian J. Med. Res.,

[ static hypertrophy and urinary incontinence.
76(8%“?2?8 5§3a ng nistration produces a narked relief of

@éﬂ&%&ﬂﬁ f&n nd filh EGUSBEH, id m)wattb 'Plﬁﬁ@ﬁntl mﬁéﬂn@f&y effects via inhibition

tention of urine in men wt Eotonlc adder as a
of inflammatery progtegigading, rﬁ'ﬁb‘Pé@'ﬁ &t ﬁt@V%§M bﬁQWOdLD‘@sﬂﬂBaﬁfdﬁéﬂma@W effects

via a dlﬁ%n%echah%m aB Adostindad et%?SBoII é@c(léh' Fmbl) Sé@r %D 66(5@29241 -5

teva acts to Increase the tone der "and

(1984); Gegthaek milasi Gen.fhessaedl., §264hé9517' Né?&s%yTh% PB$IH‘§;3 effect on chronic

. factive
urinary tr8kt O‘%Eﬁdﬁ% |§¢6§%§E%§J‘§onﬁ§§5¥%ﬂﬁgnf Qact%aslggrdr&npf}?laﬂ%akory actions.

ThS Hgﬂbe&n?e(‘r%% E&ﬂpéé”'tl&@'d? tf@;ﬂ@éerﬁhrﬁf@nwetdg@m (AR BMRention and
normal 1 zes the tone he urinary bl adder and
treatment pighinenCiaeANtIReTRE: Méfé%@rsd prseitial DFe ishevidasicg ey, thege of Virginia

cedam&?rnhre%ﬂné RlcBh#HENES, rm%sﬁg Apafstihd SIaea@rSt@né a!s Wéﬁ a& 'b%der
herefore, are useful in the prevention and

mfectlonsz;fdlftwulweimt@m@mwwsﬁtﬁa cEssem@s@ﬂdr Balars, §sa¢@aépd§afefy "h Guide for

Health C§l<éolﬁrgfets§lgngl¥ GRLirBRl LvinddioRs, Wher eods: QB-@@%’F@ ﬂ‘&lﬁ@?lce
hown to increase the tone of both smooth and ske I

Pract:oal,ﬁjg@p@e(qpyvmqrgonsw@rq;er kolligs ngllshe[;s Cﬁgfgrmqi MS |\7@§3 157 8, 170-
171, 1749188 DAR7B) Ar&ﬂbﬁ@}aﬁ%ﬁm 32 ‘ﬁﬁ@@’ WhBtam@pCQﬁb%yOfEssex England,

treat ment ateva resul ted pertaoni c_curves

1998; 197 Valn dr THE POl e OAREHERYG SaEEAY Bger.ihe G, Danie

Company, LE's‘é@f@ Er@?&ﬁdﬂ #80; 9boabk1; Prke, BeS he'A?QmaM%Fbpy Wofk@ook Thorsons
isetumis richin silicic acid

(Harper Gollnsy allomis; Ut &0 661 SaddnB. AAGBALBERY dssSaRtal Ol in Colour.

Ambemm‘éhé’r% tit@ Rt H@stwbbrrsy ErgeandTmﬁn@ycrh@a@&raeﬂéd
dicinal Plants, Eds.) Dorlin

(Ho
propertlemllh%lxé faspreguge this, effLesh%r@ﬁhGe ﬁ@t%?smq% d;wrs&% WWRP@@W ghttingent
provi des herb-containing co 03|t|ons usef

Cyprepefsiasumniedeas i Pas @S?'Pé%’ﬂtn%’msegﬁ“c drsenraely diuretic

and tonicthaf M8y Hfoﬁgﬁ@v&rﬂius%%@@fan ©-t8e kldhtsysrbafdyouadaée @Féaﬂ RAIBve bladder
enuresis (e.g,, bed-wetting), benig ros

tone andzspist IR (PRIIPCE aNG ANdresiy dspaABd 23R Balgre sEsspral O

Safety. A‘@"L#HeC@PHé\élﬂi O&e%@&bhél@r@w&éhﬂt mngé@ﬁ@rw K.nvaost beg 31, 33-
useful in the prevention and treatnent of UTls and

34; Valnglyst 24 BIaciiee o omBEIeTae RATION Waltom 1 oty RaReeRapany,

Essex, Eﬁ@lﬁﬁdﬂ emsof 12d3¢21E%Irﬁ@§ Emn TiﬁﬁEl‘)éfgél‘%&%f /edteth Blers. Artemis Press,
action, shown by excretion of sodium potassium and

Boulder, SRl LA B9-567146% KAt RArign Tok far ApEIaueRpiagoen and Psyoho,

Healing AW@PI%%@ F%c‘%g‘tbﬁz\lé#t%ontp @%ﬁédeQﬂIbQ@r‘lrS?ZwB Mic&1s. athe Abmatherapy
phar macol 269- 2 ostino M

Workbooé't Ti@grsonsgblprper §@lens) thﬂh?orqua HSA, g@éﬁ 67, gclmdpjf oApomatherapy. A

Deﬁmtlve(é:%é)te E@sé?ﬁiéﬁOﬂse%deist&jmddl?htBﬁ L&ﬁt‘l@nalLﬂo 1992; 23-24, 80-81;
enonstrat ed beneficial affects of the dru s_in

Keller, Euﬂ'@p iCoRIPgta JomeyGidastoArogathgrapy. |Hhy Kranpey, Inc@@Hpqg\| California,
USA, 1996(1%8-1567-51 1 (1994). These authors suggest that this
result could be due to the antibacterial action of the

Ree&ylitdratart &escﬂ@é’@l{/‘l}/rrh bEan s8riagémand |aﬁﬁ%pﬁ§‘thaﬂ%dduces a soothing
Crateva has anti | ammat ory and anti bacteri al
effect on FYREs megwrangsHf dhe,yrinary system and promotes heallng of tissues. Battaglia, S.

The Complete Guide to Aromatherapy. The Perfect Potion Pty Ltd, Virginia, Brisbane, Qld,
Australia, 1995; 110-113, 116, 150-151, 158-159, 182-183, 184-185, 187; Lawless, J. The
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K.M et al., Indian Materia Medi ca. Bonbay Popul ar
Prakashan; Bone K. Cinical Applications of Ayurvedic
wan@elis7aese Her bs. Monographs for the wester nPtEIERaH5/003370
practitioner. Phytotherapy1Press, Warw ck Q d,
Australia 1997; Salvat A etal., Lett.
EncycloprediasiEsserdi] Ot (3992) FementBrobs for ngarﬁxd%v\é\lﬁy Ltd, Australia, 1992;
t il
76-77, Bé3 By ﬁghﬁ% Cﬁ@ﬁge a%ﬁﬂlégoh%g%&g’c it as %d‘éﬁtl sp&hﬂ)’dlo antiseptic

har maco

and deodprarEteﬁﬁdpr@ﬂQrﬁdmppardmrm)er 7Tb%6rqnmf0q'ﬁpy Eéﬂ?ét'?n@df "/Jﬁﬂuﬁ/ Aquarius
Publlshlngr Wllﬁ%t@n S\I(YBQt@h\CAL%ftrfaﬁgtﬁggn“l ?fm@éllar WS 918 Difebtohor Essentlal Oils.
ere er t he

to assist wt evacuat i on,

Saffron Viialdem aldier(g; VY. &inigl fompany Essax. IGnsiands 69%?@§9rﬁ1bu9¢ 687 *Xe"er E.
b 20akk nM?QJSA 1991;

e Corls Al ERBDERRE 5y R, T ol

178-179.Equi setum is known to have anti-inflammtory effects

via inhibition of infl amTatory prost agl andi ns
The badoesniainiag eompesitians &f ia Pregeninygotien are useful in the prevention and

treatment?‘Bft dlsdraérlsmt ﬁbé‘ta@f E%Ctb‘én?éh%r@stéh(f ﬁ)@é%&é‘”ﬁ@@ﬂhéﬂﬁlls are also

recommeg@leg 8%1'2;2 qulg:tl(/q ggai§h indicatinga pos%}t)lé gﬁlegtl qgethe prostate in men.
Battaglia! PQ a’f‘ﬁ@ég}npletégéﬁnﬂlb t&ﬂﬁfﬂatﬁé@ﬁ?)TheTFk@feléPFd)ﬂngFﬁy etd, *Ghine)

cnront Cc urina

Brisbanec Gt Awaralon 1975, A1 Belibe DR S APSHD, 1 2 ParRlr 115, 187; Price, S.

Practlcal%&'ngﬂ;%ra A endiss; H@Fﬂe?'da)lllﬂg PEBIEMRR, Uaﬁﬂ@ﬁﬁlé’fu Sh91983 157-8, 170-
resent Jhvention are useful in the preyvention an

171, 174t Faiawiessol. (9 Ragyglopaediaof ﬁ@?%éa/ e 4195 Eé@m%ﬁogks for

JacarandEfWﬂ@y 'L%d A HARC §odB 76l 7Te 8838, PI5-146; Vialtieh ﬁeﬁ@rmeﬁbel oF
treatin |ncont|nence enureS|s and aSSIStIn

bl adde
Aromathergri SafrorW\aldes, bheGeabt Danfet OMpABY. FcﬁS%.de'acnd 1560; 120-121.
urination and cystiti s Ti sserand and Bal acs,
Cegaiarfrugy C@mo@ﬁpfasyﬂ esl fepurnary Bconiinenes, segh @s oxybutynin

hydrochlg’r“ d@c ﬁﬁ@dlﬂﬂ@hﬁsc% Sdtiohlof Lécétgl&\éﬁ% sthoot-mustf9 Bioducing a direct
-34; Price, racti cal. Aromat her;apéﬂ%;\J

antlspasmﬁ@%@ﬁ@" twﬂspmey@'ﬁr Hesdeiyspy BHeYS, TeRt AR 4
Obstetnc%r%%a G)iHéZolggy, ,1&%@ 52117é(1 919651 TH|§5nt| Ellnédlc%ffect is desired over the

her ap
ant'ChO"@@é)@ffeEﬁﬁld% prq\g@@ly %3?@ fowat'ﬁ@is wifh ur*rﬁs/ "5?%{8%’1?6%9 dhe
anhspasrﬁb&@%ﬁ‘f@@tr @%se%@géﬁti‘énoﬂéﬁmw notprévitled W mBRNdpekific detail, may also
any, Essex, gl and, 1980; 120-121; Price, S. The
be produwema%?raﬁml%ﬁomsraﬂy Frfﬁé?réb@HQF'{Q-HPE@? ISt 1 i ns) ,

Californja, USA 1993: 67; Cad .
Hedash ALraloe erq Gocumeoiacias NTARRIED Kook TR oG ﬂ]edgf%ya without
resorptiofr&$ thelétal tebule Sﬂfhb%ph@hgirﬂ%soé&aa Josbbf el'EbtPolytes (apart from
docunent ed properties IlkeI%jt dé)rro uc&ﬁt IS

potassiur, é‘st'ﬁg‘ea‘iﬁsﬁg\fbt SRRyAisephiglca B 9FigApteties- aMHl'S Ghd Bone,

Principled2h# IFR&@0E of ﬁwﬁbmﬁapysc;m%wmtr@stoaé 2000295, L3 29pDA|se, diuresis
astringent, antiseptic, deodorant, diuretic and tonic

often dogsgt r%gbt Ty herbal dRbG s Vs PR BoRe R noiplesqnehkpstica

PhytothebA@d @ﬁﬁrcﬂﬂlq_%lndsfﬂ?feoﬂ@od%@@@fﬂ?o ﬂlﬁ‘n%ﬂge Hesthebe Weiﬂél essential oils
i ncont1 nence .and enuresi s sserand and

largely stgpltecthe plogd dowdp g idrsye dpsuiing ieandisrease SIGHFAISF Siency in the

productldﬁr &ftﬁﬁé' 'Prﬂ@laﬁect Wrﬁcfbn?dmétd \)Vh'tl*ﬂ&ﬁﬁ}ﬂ@t% enl#%tleg of %QQﬁadder when
Val ne | ce o

voiding, mmsﬁwme&mvo'smqfaﬁnwsa@ﬁoughwgn@u 2B el
n? ﬁnﬁ Essex, | and, 1980; 120-121 , Hol nes, P.
PHARMAGEUTIE %W'TQ%T'QNS BFORMULATIONS Artenis Press,
Boul der, Col orado, USA, 1989; 567-569, 792; Dam a P
The RerbapasyiRibing cappOsiiaNstof shriPrpsshirventipmearie mdsalone or further
formulatéd \ﬁﬁl‘?phﬁﬁ%ﬁ@lﬁfc@ﬂy ack® %@con@@ﬁl@ﬁs veRRRs, éfSJd]G\/%%ts with a favorable
Price, S omat era book. Thorsons (Harper
delivery prgfile; ‘n%) sun@alp,f@rdthyqy t@gﬁubjggtg;ﬁucbpon@ﬁﬁla@rpq typically comprise the
Ar omat herapy. A
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Definitive Guide to Essential Ols. Hodder and
St oughton Ltd, Kent, UK, 1992; 23-24, 80-81 ; Keller,
WE2006l0e87€& npet e Home Gui de to Aromat herapy. H BCRIE20€Y003370
Inc, Tiburon, California, B®A 1991; 178-179. Recent
~literature descrl bes Myrrh as an astringent and
herb-contaimingsegrupasitionaf thsridRnties apd 8 pbernarpulicd ¥ @cceniabla catisr. As used
herein, " F&?é%@ﬁg%@ aga%k?aHF B |§¥§érﬁ%%ﬁg{&g@'ﬁﬂ9%2d ?g@blk/é‘(g;s
dlsperSlomnmdm iseatingp. arrtrb@cipealfa@@tan%mg@lrpomg@smpeﬁ isgteni Angabsorption
t
sy B, e N5 g WAV ol S5
carriers aThdesesiped sphe dast ricemisadiin gfRennington's Phepmageutical Sciences, a
d [ 2 Pref
standard E%Q@ce gééd g@“@r{%@ ?gl\é% Iis?}fﬁ%%rla@ér@taer?ﬁﬁélpgylrégegﬁg Preferred
examplesiofcune sarierae dlyentaincuse; bulsae reldiniteddn: walghsplinea Ringer's
solutions d@&ﬂ%&%@&luﬁéﬁ ehb 3% ﬂmlraroser%ed?&ﬁﬁlﬂ HARIRE of ditth media and
erapy Practitioner Manual . Aquarius Publishing,
compositians Fastrharmacasieallymciyassubstanges isgeel: knpwn:in the arh Exagpt insofar as
any convgﬁonglaﬁ@alta%r%oﬁ’lfpogﬁéﬁgqﬁc%lmpglll)lé wWﬁQﬁé é@ﬁi/e\%h%ﬁbtloﬂ_ hese thereof in

, ESsex
the compoeifonsip coriempdated. éuqm@new%@%gv%p@t;qg@ cap also be incorporated

tothec@gﬁ% apy. HJ Kraner, Inc, Tiburon, California,
in 5%%?[ 178-179. The her b-cont ai ni ng conpositions

A%ﬁwgﬁﬂé‘ce%@aﬁ %Bfnpbﬂf(cﬁﬂéf' tﬁ’é‘ |n@é|$t|dr'191§f‘d|‘h1uldﬁed i@%epcfd?rYp%ﬂbleQ/ﬂth its

treatnment of disorders of the prostate

intended peute ghaginipistrations Exaseries efdpates E&%‘é’ﬁmisﬂ'?t“éﬁ |n§'ua?,ee g+ 8@
transdenﬁQC(Pé'“TEgﬁl:% 0, 30 tramRhRich SN ARS8 NTAS bR.cahMdi LfistdtOwith acids or
effect on the prostate in nmen. Battaglia, S.
bases, sutheasmyiqlmc@t%w@mddg spaiumy YRS apy. The Perfect Pot| on
Pty Ltd, Virginia, Brisbane, gd Australi a,
Oral sompesitionsigeneray inclide apggert gty eniSQaflsés'b'el%&“eisér hey can be
enclosed]n‘ciséelafD h 'cSSsule% c%ﬂé\@to'r EShpRERhREEBRYS. ﬁ@?%éﬁmg@se of oral

1 ns l'ishers, California, U. %
therapeuggadrglnlsimgon ﬁtherpmntalrg@ cqrapgsdion of jjhe Hpﬁeéqtlon can be incorporated

with exm;ﬁ@ﬁtXQan%@S'rrﬁth@ﬁorﬁﬁ&&%lét@' tr&nes; or(chP8ifds. EDRINeSinp B can also
for Jacaranda Wl e Ltd, Australia, 199

be prepaggl @ing 3 feid Pﬁﬁ'er%IUﬁ%@S a mouthashy &’@Ffeé'e”@fcozn%oz't'on in the fluid

carrier is %Blﬁ@f 6@“@&% svﬁ@ﬁéd &Y dpketerted. Bﬁsvgélwﬂve@aphﬁiméé@ﬁﬁ@ﬂy
Essex, 980; 120-121. Certain S como fy

compatibjsr igding ﬁ@@PPEFOQﬁ ?MPW#M\@@EWF%@@&&‘”&%HC ded'as part of the

composﬂﬁ?hy btHeabiBtshyifls, %Eé@éé #Rchdg¥HdhE likdBarbRaEihiaRY ©f the following
action of acetylcholine on smooth nuscle, producin

ingrediens, 06 eemantifiasf Aodmitar aeturesd bipgrltsuct as PHerpcsiplige Elilose, gum
tragacanﬁ%rrg‘é'ﬁé% QNé%lﬁent-E@EW aé\sﬂarc% oﬁéc_:t@ée a cﬁglhtbgraﬂing composmon such as

tetrics and Gynecol og ; :

alginic a%tﬁrm&m comeR et LaTer w%ewaenqw T Siealste of Sierotes; a

glidant s@htéscaﬁbida%lgﬂoﬁ I REE sReehingToRipRYitieN 8lidh é@ﬁ%réé&r or saccharin;
patients wth urinary incontinence. The antispasnpdic

ora ﬂavoeﬂg sempesitipmsueh asspapReinant, pietiy! salisyieds, ongrange davling- iThe herb-

contamlnﬁ%ﬁ]p%gi%hg biGhe %Fé%leht mW oﬁbé@ aBS bRIFOIHNFAEE a3 t8sikdl @Ream for
Simlar to current '% rescribed drug nedications.
transderrpglrgs dlanginyeeasl admig urrent ed as increasi ng bI ood
flow through the ki dneys w thout resorption
Ingpny ebedimante ther harpreonfaipagiemacgitiaes efc’ﬁeﬂfa/&n '%%fecﬂfepafed with

carriers tﬁéﬁ/ﬁﬂ bRIt¥dtase &cﬂﬁﬁdsﬁtloﬁ ragmnﬁ%ﬁﬂséhmﬂatloﬂf’frohﬁthbfb@d? a@eh asa
mor e sophi sticated nodern drug diureti

controlled ks B Be i Ml EROARBIPRAT TS e cRP A s By syStems.
Blodegra@Bb'léC!S]b&éméét?blé“&lﬁ}trﬁé}@ canr 88Qis88, sudh Bs d8idenBl il acetate,

polyanhydrldes polyglycollc acid, collagen, polyorthoesters, and polylactic acid. Methods for
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often does not result fromherbal diuretic use. MIIs
and Bone, Principles and Practice of Phytotherapy.
w@hewoois7#3 Li vi ngst one, 2000; 35, 220-222. |t nPGT/DR2005/003370
that these herbal essential2zioils largely stimulate the
bl ood flow to the kidneys resulting in an increase or
preparaugn @asiedh feffiulaiiGsdyill be apwe@trt@awﬁsgwew {f}piane Theraterials can

also be o%ftaflﬁé%t corErRidHp! 'ﬁ%hﬂ@lﬂa %Fd%ré%@ﬂmn@tr\ﬁ)v@rmia)‘ﬂnage&f:aﬂs hec.

| adder when voiding, may mnimze the vol une of urine
E aMHc@Uﬁi&ll eSMpbSHitHs daf Bk AefudedHNBMOGEIAEr Gk, or dispenser
ONS AND FORMULATI ONS The her b- cont ai ni ng
togetherMhﬁ&ru?ﬁ'%WJOb?drﬁ'ﬁ@trﬁV%ent invention can be used
al one or further formul a ed w g'gépP rmaceuti cal |
The Sweniia e fw&%sgﬂrﬁdowsre eeieds e olpwingetemREs. iieharg not

meant toflmpthaeb@péﬂ@mhy gfexéeﬁtrménlngn it wall be Sppdréevtlte toee skllled in the art that
del Ivery to a ect Such Qj:E%OSIHOHS ty

many mediieakense bPHA éfa%métﬁﬁl@ﬁ.%ﬁ et Bevtegpagicet M@tﬁouy departing from
the purpcbsIéV&{atlht%FbsQBﬂth@ nﬂ}é@h&ﬂcelﬂl cally acceptable carrier.
used herein, "pharnaceutically acceptable carrier”
|s i ntended to include any and all solvents,
di spersion nedi a, coati BEFAMPRIESbact eri al and

ant i fungal cQ i spt.oni c and S tipon
Exampladl nICRHAL: s Heb-Gonfaiins Naial ERacarantie Gream for
phar tabanyilpePNHBRNERst rati on. Suitable carriers are
GENERAgeSC“ bed in the nost recent edition of Rem ngton's
har maceutical Sciences, a standard reference text in
Syb??sf W&Jeg:on&@étg td 1ﬁv¢s@ig% e AT 'o@gb?érﬁ-@érﬁélﬁﬂﬁ fiatural
referred exanples o uch carriers or uent s
therapeutin bladder cantro! ereamrntelieving ey fcoptnance (kereinalier, “bladder control
cream’ oqu'bfég@ér I&Eé Qést q%ﬁét%ﬁﬁ 'ﬂ% Hgb&é’r co 9! c'i_’e/érh'fg'@éb) was a
uma um n. eus c I a an nposi tions _
natural heth-ccpﬁ@lmnﬁ@é&ﬁm @@lplasﬁtlaet Thetestiprepaiatien Cp@ta\néﬂ prigygglyessential oil
herbal aétﬁ}eé @n%aéésenﬁé(i%‘ﬂgbf Eheek ﬁ!@ﬂ%? é@’gb{%%mvﬁﬂﬂb&ﬁ@%rdﬁ%@wmlma

tron 1s 1 nconp he dctive

cedarwoed»rqﬁ@mouh GaNMiRhera myrrb@KMyrm)tqHeCttr@ﬁp@éarltlumr@er@ or Orange flower)
oil, and éqase @g@w.@yﬁe@@gﬁg %%V aﬂ&Wa‘é%r‘?ﬂJE’c@éH é&BFda?\éé‘ with the

or pora he conp osi t1ons.
prmcmle@hwmn%ajtoil @dmingeiration; Batﬁaghaf SH He The/eamplsie G@ude to Aromatherapy.

The PerffagrlfaﬁbﬁwLdeVP&E%OB'H?&én@ §|dv‘4ahélréngs?b ”lg@nﬁ%% {®ULE-18k; 158-

ni stration routes o mni Sstration

159; 182183 hi8e18%:. 197, (1893 ; Wdeélnlsd@rArama(méapy thoPrtinilive Guide to Essential
Oils. Hoﬁameﬁﬂto@ i Rbﬁtt Ut ;9'23 2;?1%0@1' (QQ@Z)b?eﬂgd EStIﬁ‘dThe Complete

acl ds ases, suc drochlori'c acid
Home G@dq ‘tmﬁmwaihempué-i J Eramere mﬁéu@noﬁéllfgm UHA, PP h@ lieke(1991).
an inert diluent or an edible carrier. They can be
MATERWALS ANR METHOBS n capsul es, caplets or conpressed
Stud d% nt abl ets. For the purpose of oral therapeutic
y ni stration, the herb-containing conposition of the
Thestnlyivers aadudied Rocodipo tethe d GAl's Towselings éontGoaindinicseBesearch
. « t-ahl :
Practice é(g%%gz t@%sn@;]gﬁ% arﬁlagl s%d%f we'i é:b%par e ?/Ltgg %B&W:ﬂ%ﬁ uclio%&é of Natural
MedicinecEthics €onfiroittees @hamtavwlawmsmdUMeeiraﬁtme Nakiropathic Clinic at the
Austrahaﬁ%ﬁﬂ%@é 51; lﬂ%tuéapx Méagi r{egﬁ'gi%bﬁ%r r'ﬁhﬁfeieha(ew&%grg e%e?ﬂeh&n@@ﬂnptoms
of urge umtlmmmewndmIstrgsazloqpmmthrteew@]enrelqzm@ed:tbwm@shl nelwspaper
r i al ' . .
aavertishiHh g TAL CANmETBFd Bl rofEe By J61 HSch RecBh wlin the frt
few weekendTttetrenairieg t@worentcampleded;thefthred endndid afthergtudy. Women
. . I ]
experlengllﬂg Hgﬁérgaﬁc%hgrgénrﬁ(é?@rﬂgégr [tha P%lé;{/evel% ﬁn@]d‘eﬂgd dl blflsr for ifiusion in the
study if they met the following criteria:
|
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tragacanth or gelatin; an excipient such as starch or

| act ose, a disintegrating conposition such as alginic
wa@eood/ 01883 nogel , or corn starch; a | ubricant sPChIE®05/003370

magnesi um stearate or Steradtes; a glidant such as

col l oidal silicon dioxide; a sweetening conposition
“Thaycadawt stidergeie TceBEtgery particaariahystergeiomygpr prolapse repair

such as peppermnt, methyl salicylate, or
(within thg%@%hﬂ r| ng. The her bcont ai mheg conposi tions of
f

meq@rr@eeqenﬂw@dﬁrgme uldbigth $withie thedpsh il anenthals a
T@e&%&@l notl @%bﬁ}pfneﬁfcﬁﬁsfgﬁhﬁtmgﬁcetéyﬁ%m’@Qﬁtﬂle last month;

mnistra one e her b- cont ai ni ng
Thaydspt mayﬁ§nwf8_etlms healtb @pn@hpra;rsfycb o8 ,ggﬁb@gps\m@lhtus heart disease,
pancreat%aﬁédgﬁ{: ?ISEQ?é oM¥Hrbni an%ﬁlﬁfatdrf}‘@oﬁa?ﬂms' tion against
|mna|on rom-t %/ such as a controlled
Theyl wargmot ourrantis detng, treatas foupsyghetierligiHibanger and
Tﬁ'éf(ﬁl@ ‘ﬁepﬁﬁér‘h@fﬁw%%nd&édrﬁg&%%)é% %teﬁ@ﬁ%d@ﬂﬁ@ a%pllcatlons
oconpati bl e pol yners can be used, such as ethylene
V\&nmﬂﬂ were @skecto fD@ﬂWhWEﬂni dietary B@F%V@ff betovere ngkgiven any advice
regardmgﬁ@la{q@lﬂﬁ@ thPQLYPT THROERIEES pat?é?ﬁs Qloth¥|p§ﬁfclp%n%%é*e also noted, with
forpreparation ot such fornmulations wil be
women eagagaddn some f@m@fee@mlsq dldeqsh threr tiges 2 Wﬁ% rﬁ%ﬁf@?q’ gp geing active.
can al so be obtained comercially from
Parsicipantatesm ashad IREPRlY e oFeeithe greem ﬁortee Bogiitwice dally for a

period of AL ARG 16 eff?e%{m—:‘?t%b& bORE treafhdie w'aQ %\bé&%@d uBing the short versions
cont ai ner, pack, or enser t%g

of the Indontinangempad QL@S’UWWﬁKE@} 2nd HA. r%'t?h%ﬁ?%'ﬁvwory (UDI) prior to

commen&H%ErQ?tFn \m&ﬁﬁ’ oP¥nd 85T RONR thtedfRt® (MBI DGNd 3). The short

are not neant to limt the scope
version (gik aumt@aé)mf the,JQraspesses fhe igppet %@Ogﬁwﬁf@ﬁm%"v ﬁe%t'es such as

househol%iﬁhb}e%dphﬁlcfat‘&ctﬁftytr aﬁ@@écn%@ﬁvﬁ@d'%‘%ﬁbhm in B LUDI r‘élate

terial's and t hods, may be practiced witho
speclfucaues@am Physigal @wwfpmoﬂé@@%nd\"lqlw'ﬁétf%@tar%fat?% an & 86sle of 010 3

(0 = not l?_leN@rQ& '@sh#ﬁ?@'ﬁgﬁﬁ%@a&mﬂb@er&teg bdth&al, & 'eﬂirerﬁélyfbothered) Both
Containi hg Natural Therapeutic Cream for Uiina Y

questionnaiesAre ﬁfén@@d@ENEﬁAesestswf@éw@mnets%ﬁh@t gVidg efficient levels to

detect bdtﬁB’r?&ﬁ% %Bﬁtlﬁetﬁﬁe &f &Qért HebBRE FobiHsoR, &l POBeRirRk RinBBynecology,

tura herapeuti c bl'adder control creamin relievin
91:2, 2248 ( 1RRBY: Tmtﬂwitmfﬁb@se(msa@mrﬁéwere anahwree uskitgripe ppired t-test.
cream or bl adder control creamtest preparation). The
Test Prﬁ!) @h control creamtested) was a natural
erb- cont ai ning cream preparation. The test

TRE %%@Hé\tdcﬁlﬂop&éérﬁ'té‘ﬁ%réﬁa'ré’fﬁ)h'v@a\é rﬁérﬁﬁé@tbr@kl l@bbcdﬂ@élﬁa'wﬁh the
acti ves, ’gapgessentl al oils of Citrus sinens

GMP guidelings @g)a ie TOMPGh BI1NYTaGIUFIY AiternBaqh\ETAG ofithe bladder control cream

test prepﬁreéﬁ@ﬁ VoRihed bRIAQL bquitERtidAN90 ﬁhgr@’ rrhW’alé Mehd/bark @xdract; and 20 mg
trus aurantium (Neroli or. Oran flower) oil

d
E. arven@%é%eé@ia lepgraserell 3eihs esegpipbals)0 I1@é‘?9 Oéﬁ{@e\ﬁdéooang J. virginiana
Cedamé&tg@én@t%@ ;Jgri\/lﬁ?i‘? 8i1: 406G R Grahbe HB\Reril I‘ m@o B%@ s@ﬁvper_l\{llgens (Cypress)

nti al adm ni stration. Batta

leaf; 5 m@drﬁiw?a-t@cmmmé acetale BYasmYiBmn BT e dimsiieghiogn oot §-54 mg

total hyd#é(gben\ébét% Nirfe e&érﬁ@?@]@ us&dl th thdYséphiich arBhot Rddnltob toxic,
150- 151; 158- 159; 182-183; 184-185; 187 (1995);

irritating oh$eneitiEingL ., I n Aronmat herapy. A Definitive Guide to
Essenti al O' | s. Hodder and Stoughton Ltd, Kent, UK

RESULPS AN DISCUEBION (1992); Keller, E., In: The Conplete

Eight (8) of the women were aged between 60 and 78, with the other two women being
significantly younger, 27 and 42 years. The body mass index (BMI) ranged from 24.4 to 31.9 with
an average of 28.5. There was no change in weight in these women over the study period.
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Hone Cuide to Aromat herapy, H J Kraner, Inc, Tiburon,
California, USA pp. 178-179 (1991). MATERI ALS AND
WORNGIODSE 4.5t udy Desi gn The study was conduct ed BCTAB2OI3370
to the TGA's "Cuidelines f@ Good Cinical Research
Practice (GCRP) in Australia". The study was approved
Albyomie had gtven birtirio @b leregeneothilfizthg @aeragﬁérdhfh groeperg 2.0
children. %@%rﬁérﬁﬁd Jfb%’léﬁge%rsg Y6 frefeQ 6F’ H@b‘?ﬁco@ﬁmé% for at least 10

I nic e Australian \Qg
years. ThNge l@)eﬂf th@e\mmembad Bﬂqi%@wesumm ?'t&f‘@h'”@ﬁ@'})n Préhng or prolapse

repair. NSF&P Bf thE PSHIBB R e TBing helicfol BLABIEES BRGS0 BPE(MY the study.
ress incontinence were recruited through newspaper

Pﬁéjr\fs EB?ﬁ‘%ﬂE‘é}ﬁént of tHeBfodtrent VMR Bmeh tr&SUr%W thatQRay Were extremely

st ud ersonal reasons within the first few we

bothered by deakee ﬁhe]@ane mﬁawa@t@@ntwmmw@nrﬁs mqq@emg jof

urgency, méere%lt‘ M‘%ﬁtnﬁ%%"ds@ BEAtMGoUE leﬁfi‘ég}é | THeORELIREHTESe Sffectiveness
aS|s wer e conS|dere ligible for inclusion

of this treia?ﬁnetfﬁ enéfnm@nysm SYRJORB Mantty P\fﬁntwtﬁay eerlqde@rp&raq‘?@?d n

Table 1 aﬂaqﬁ,dwé qunder goneTeceht surgery particularly
ysterectony or prolapse repair (wthin the last 12

nont hs); They haslleﬁourcsg%hﬂgrt[blytré@dﬁ\v@%@ childbirth
(\I\Ilfhln the last 12 nmonth he_y___v_\e_r_e_ng_t_\ﬁ_l_ng_a_nr_j
medi ci ne for incontinence Q\/rmt ons _in t he P Valvesymonth

Do yowageder@pqﬂ and hfa% hew,myehiase¥oHeal t h| qusidi i [MSntUSMonth 3
bothe wh itus heart disease |pancreatic
Frequenpatinaioni sease or chronic infl anmmt orP-888nd) 1Q-9fHs-| 0.262
Leakageeguanerfeclingtor tirganeyt | y bei ng treat ed ©Odt18psly ched7 ¢ 0.003
Leakages tus tocantivity, coughinthepeating not suf f et O skiG002 | 0.001
Smaltlamounds of lebkage (dropsaf f ect ed by transdeOi2 0.139 | 0.007
Difficaippémpirig agder Wonen wer e asked to mai nt0#54 cur(.8eft | 0.041
Pain @F éikedryfopat loaenabdurinsesreenitdl aggaven any.G0dvi ce€).500 | 0.500
pairet €géut @i=n¢p.05 et during the study. The|exercisge patterns

of the participants were also noted, wth wonen

engaged in sone formof exercise at |east three tines

TRe m@% rés%@@fn@l%gteasa Q@*ﬂf’ébniiﬁéélfﬁé chigagé irtthe %Hp%n%ﬂ &ncerning
asked to apply five grans of the creamto the bo

leakage relgiting tdgpycyrand actiyr |Btfsefeffﬁﬁﬁ dereppianced afics the Pflial month on

the treatrﬁérft%% IYRiiHRa t@fmdrB\?e bi@ahdide H"@ﬁthgs ¥ ﬁé@ﬂﬂeré%‘lé&gmbl“tﬁ/ements in
ver si ons t he I ncontinence

the area q_immleﬁi tpakpge em@lﬁﬁﬁtﬁy ematyaddRgder.l aqnﬁejl@ thesa only became

S|gn|f|canlt aﬁsnhernm thieBlmorthd &Fthé GreG@HBRENCI NG treat ment (mont h
and each nonth thereafter (nonths 1, 2 and 3). The

It Wtéwcyrﬂ{ys h&ReVes) thattHet ware b stfnificagt c?i/Qn§§§ Eh&ﬁ@iSesprﬁse to

act of incontinence on dall¥ activities, such

frequencnggwmtﬂpraowd%&wreq)wgthéawoae of fheryoraRRIweis- e Reriending pain or

discomfoRGrh tHé' IB\}v&'Sabd-Bh'l%nW er 98§iom, r(résb@nd#@ a$ SlobBthered" throughout the
specifically to the physical aspects of incontinence.

study) andcid a@iesyffer Fam Spauan UBtam2st @Ee&lﬂ'%nso(wh@ht%cgﬂmnawst
mcontmeﬁ@é Qlﬁfé?éirs) ITHers Wethd ¥|ghiﬂ&é1ﬁ Hﬁ‘!érer%es lrf'flﬂ@@é@ioﬁlsé/s of the non-active

hered, 3 = extrenely bothered). quesﬁlonn es
group (n ar5é cempAgd e thecstive s@é@én SpBde fhecqtﬁa&rtsu 'BH?% (R @egd
rovide efficient |evels to detect bothers
N\%ﬁ‘&fﬁ‘?@ Yames renprigd daat 'fﬁ@aﬂm@cepbé&wﬂ%mact (by a "moderately

bothered@ﬁ'%@ﬁérb@%oﬂﬁ%c@fé%%@ a¥mofth1o)dn tﬁ&ﬂhfgstfllé%ﬂa)soc@h&tlwtles

results of these guestionnaires were analyzed usi ng
Compariganeof iniiig! gepponsessyith those at month 3 showed significant positive changes in

response to household chores, physical recreational activities and feeling frustrated (see Table 2).
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Test Preparation The bl adder control creamtest

preparati on was manufactured in accordance with the
w@cmus7del i nes by a TGA approved manuf act uri nECEHIE2805/003370

Each gram of the bl adder camtrol creamtest

preparati on contai ned extracts equivalent dry 30 ng C

nurval a st en/Tedie@ dsgaitieencedmaadioiuegtiannaiie vense

(Horsetail) leaf;: as well as the essential oils nf 10
Hj?ﬂfgmga}sw#f%te@ﬂwmowmgmm nil Manthctga &5‘&5‘12 dtMﬁ\"'th3
Housefwldghaeerh oil; 500 g Orange|f G088 dil 0.0880 gy €006
Physieaipeereafiams | eaf ; g @099 pHa- P@O4pher y0.026

Entexteétroent actiNdtiesr al Vitamin E): 3.3 0%t azol OGO0Ay| Ur eB.085
Traveh#3Q midfrom hooteal hydr oxybenzoat e).30he [es84B8Ri all 0PI286
Sociabadtiviiest hi s preparation are nofl khoiéh tjo Be&0Doxi c, 0.098
Emdtionaltreltng or sensiti zi ng. RESULTS.20 DI SAI831 ON  0.091
Feeldgshiste®d of the wonen were aged hegsgen 60.028d 78, 0.009
pairdd tfest e <ider two wonen being s$ignificantly youpger,
27 and 42 years. The body mass 1 ndex (BM) ranged from

TRéte vals@ gonbrdl, MdthBt lﬁdé(?ﬁ o mad iPg uér llﬂﬁéfqlfé’\aées'ﬂ@ns regarding

change in wei hese wonen over
social actygty ,aag epqtiongy ?f&@ﬁlﬂh@l{p i igeantipenesPUeh ﬂ'ﬁth{e@dgen%ﬁ e There were no
S|gn|f|can@ Bhér@esm‘@\e%@doﬁgés fe‘@br&lrgt?th@ f r‘ﬁ?é’ctl?# ineBntthePcs Bh leftePBinment
wonmen ha Perlen ons of stress or urge
aﬁwmesph@@ﬁﬂﬂﬂ@ﬁ@@”Wé?r@m’F@%%@”KG @88y Three (3) of the
wonen had undergone surgery, either insertion of a
Pigviong sbidiqdamgpsisated aat incorBirnce nag Renegalivs IEPggHRrsauality of life.

Peake et\éﬁrlﬂeé‘%'nﬂﬁo&ﬂ' Q| Q(é)’ WB@W@QQ) %@%&Htloﬂrfoﬁ%rﬂheﬁé@f AdMdce, Aust.
enment of the treatnent

al I
Continenggts R(d575t @AODHREDIT RSl DoBlel RS 60 BB eRNed 13y 2248 (1998).

The presérﬂ%‘ﬁﬁﬂﬁndﬁét@d 6%@1?109& ifPRoveARINBBEh YBSN1FY] bﬁl@a?age (due to urgency
i nati on of feeling of urgency, the re

e !
and phys(GAL S5V ROEIAACE] STPYIRGAEE Bied FOBIS o ER R withéhe bladder

control crégﬁmttbétspr@éaréthﬁﬁ efriesitdcy RS Fiepéndeht & dlétea'ﬁdr@dét”mélﬁpétié%s It was
sical synptons nonthly over the stud erlo are

also nOteWPé%HlaéH"ﬁ POSHyB IresPPNge, ecw@qr'@ﬂf abFﬁBF 0 SpeEJI‘C'BQ@rY!Ctea(PrC'SGS
D stress I nvent or The study results dicated a

Trgsgesylisdrdicaisd nef aprevreprRid in RNYSHE! $16RRaMms dgs associated with

mproved@éﬁ%hfdé?@;e lafalsBliE tb Phrittiben LAY 88418y TR fbrdlkatidh bithe essential
hese effects were observed after the initial nmonth on

oils in they lﬂ%dqqré:afﬁﬁg FreamhigstyRPanstiey aprRearebicdereb iher iRy Sysieseand
promote b@lféfr R&ntrol BOEEUNNRTIEh. af I‘i@blb@d@r%‘éﬁﬁ@'ﬁéarh fest PRpaf@an ffay act on the

tinual | eakage and difficult bl adder,
muscles %fl tFﬁ 89‘@{!‘? floﬁé§8h'gﬁtle§/°rbt%!%%q?é vl gtﬁ%/'f [ 'Eigen%/bsggﬁt@f‘ of ﬁ%t”f‘gﬁrrt essential
oils of thel mé@@erréaﬁws;réa‘m tReprlepaaitioR Aay Hetmﬂnﬁfnél %U?M@{/ bfdmote an_
however, that there were no significant chan

In
antisecre{ b BUATS N (BHoHE FFETRE 51OT Gy IR BHEGANS GG BBRG da Prndiles and

Practice OFFPHyRstherbion €CHfchilNGvViMgStBie, \B8! Sp. 29RE26D600)d IP8dMbiRstion, the
disconfort in the | ower abdonmen or | ower regi on,

astringent aR& AIFRICAGHQNS of s Pladdarcpaie! FeabiRsh Biﬁpaﬁﬁ'@” g}qydwduce a
'regulatiodH# 'rilir@alitios WF ke fidv@ TnbFdvftigedtintrdl dfiRitidn, @&hout producing
infections (which is common anpbngst incontinence

diuresis. syfferers). There were no si gni ficant di fferences in
t he _non-active ar ed

Apgpleaes @”%%b%ﬁwas e wragptie eeffrgéseqlﬁeg%%@ag I, @ leg e

urgency."amis dighificant positive change in the responses concerning urge incontinence (“OAB

wet”) indicates that the formulation may be useful for treating overactive bladder (OAB) in general.
Both “OAB wet” and “OAB dry” are caused by the sudden, involuntary contraction of the muscle in
the wall of the urinary bladder, which produce a sudden feeling or urgency to urinate.
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Most of the wonmen reported that incontinence had a
negative inpact (by a "noderately bothered" or
wO s@seIsghy bot hered" response at nonth 0) on tP€i/1B2005/003370
lifestyle and social activi2bi es. Conparison of initial
responses with those at nonth 3 showed significant
Example@si Elinical Taiaj @f HerbrCeptaining Natirat Fherapeutis Eablet for
physUtdinlary éncantinemed activities and feeling
GENERAf rustrated (see Table 2). TabTe"2rT 6'' fti nence i npact
lquesti onnai re There was a general, but not significant
LoV [ :
SUFTRS QGBI YR bl e epBFERS BEn6BURREIMI%G natura
therapeuiicicaddérmente poemaratidndn reliewiog moinatysncoTtieenseybereinafier, “bladder
.gni.fi.can [ n ' t
control Bt G Dot Rl ot bR FERDL SEelL BN, 2 Reo. A,
Australian Cautiridncg J80rnai (2002)s Thedraddeneordipt tasypreharation s a natural herb-

contam 5P A8 TR 1 oA BRI S o
C. nurvaléstenm/barilextrgrt (3308 MR 8%, &5 a(vensejHorsaisibdiest {16%0G mg) 1.5 g and

: | e [ . - :
ones L RARET A, 8y A ro NAGRENSE o AL, B 169 me.
Magnesiulm 24.5284.-Bhaqspb@8)s 24 Raeng rsmdains sialichextrindi cat ed a

significant inprovenent in the control of |eakage (due
MATERIALIANDIMEBHODOSysi cal activity) and bl adder enptying

Stud Dafter three nonths of treatnment with the bl adder
udy DESKIM ol cream test preparation. This effect was

i endent of .diet and.exercise.patterns. .
B BREPIRD RerSies LT bErBE LB BRLENEE abbu s Hitfunence
on a regudrdesiseveré repeitad thougk hewspapee advertisemértie sall weseh et the
. indi.cated that inprovenent in physical synptons was
follownggg%gaj ated with inproved self-confidence and ability

(Yoo i ot UeBlbof et 8 Beri bRy Bt EldrR o drokBe repair
within thepistpk mbntbs, appeared to target the urinary system and

FontFerosraamaenbifhedthTondfibAZilchs dilfh AR, heor
disease, pandréadicpiidease, Hidpatic dissgde erchemioinflémendtiey cowmditionst sel f .

he or Dt | f tr At Iy | t he
(o e IR G el FoeREF oL pERABE, btlisBa g o7
(ddut  didyhopusmaniyemadiciaa fordemnétarog syfriptarts mrtherasbomnth prior to
a '"toning' effect. MIIls and Bone, In

ml?qg:gr r
commenasyy nél%gﬁ%ssq)%{jﬁf' Practice of Phytotherapy. Churchill
Nbne ofris partieipadts, warp engafir@ hZh¢ 2P pdlvic exarbisesatol ioyprove muscle

fone pno%t%ﬁ??%ﬁ‘.x&%?a&tﬁ%&q@?yg)epé S\R/ér%ogfﬁén‘?ns of the bl adder

reparation ey produce a

Ti)é fla’géﬂn%ﬁ &%'toc?[ C 'ngf%#e@aclfit\ﬁg%d.b?&'s tvﬂf: ﬁéimg &il/%&‘ﬁt. to 12 g Crateva and
i rprovi-ng™ con F oG UT i Rat on, Wt haut %ro uci ng
6 g Equisgiwm dailys ovex ‘?mrimll o 12emgks. The §ﬁi_bda<a/ df tlvmh'eatmentj‘fyasmt;siessed
usig o356 SERE hEAKBAREAE ] BELR e HCHEE e uefa
Distress logerdenyr(UB) priogé commeandimeneamehCaBnie ) and eatihonomb thereafter

s g B O S0 B B Lo B0 o
incontineacedor! GA abtiyities rseclt asibeusehyldtdheresupolsical actividy and aogjal activities.
e e 356 el DG 1435 Bbbei g O HEhE" My estns
are ratedniansxtate EGatod @ 2ndlbothered, 17 slghtlp botHeren; Zermadarnataty bothered,
3= extre@&%er 55? r@o‘ﬂ?&ﬁé.s(fioa-ﬁﬁrlegtaré Qt%né‘gljdf}% )ﬁisgggé)ggé.cﬂﬁ%%gstionnaires
used to detect bothersome incontinence in older people. Robinson, D. et al., Obstetrics and
Gynecology, 91:2, 224-8 (1998).
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Studi es were conducted to investigate the
ef fecti veness of a herb-containing natural therapeutic
whb@dades74xontrol preparation in relieving uri NPCYIB2005/003370
i ncont i nence (here| nafter, 26bl adder control
eparation"” or "bl adder control test preparation").
T& glady gramp cogeipted|of eifit wameRmagever of the pantigippris were aged between
54 and 650t SHIGRticl 4 'B@'nﬁ(z%%%}s ofE'@@ Eﬁ@%@@ﬁagé @k oPthel @iy group was

re aration was aura her contalnln‘g preparation

50 yearsg §P‘fﬁflﬂéﬁ eartigiganis had oiven birthda af leppiEvoHil rﬁnn\ébﬂeetmp&éﬂ%oants had
not had c,‘Plﬂd)iHeHah'ﬁéWes@ﬁé’ of fres®HNébAn 8 'We%‘éhal?i&i ui’éﬁﬂg tﬁqg prQQd t—test

g, E. arvense (Horsetail) herb

Test p,.%%‘,a%g,ney um phosphat e 70 ng, Cal cium hydrogen
osphate 70 ng, equiv. Calcium 16.3 ng, Mgnesium

TI;Lé1 bI@dHQ‘ CORHQI%Q%ET %s% @bi8B- wére 'Fﬁéiiufb%td’!‘@d ?rpé’(%éFddnEe with the
ALS AN Desi Ei ght
GMP gwéedps!es ibé ACiGRY a@vﬁﬁ%m@n@f@cﬁuf'@@s%%{ﬂﬂ tﬁ'@lﬁb@%m%?he herbs,

C. nurvaféts’ié?ﬁlﬁal‘kr&f@&t' dMe'E ear\%hs@ IdRGHY Ble rﬁﬁ‘i%l'a% , Wl hekihT bHotsSﬁiate and
news a er advertisenents. WOMEN net

calcium nf@rSP néh%rs éwaﬁ cood;ct%@pm&'nm#@de? §6Hes 'i%&%er\mes for Good

Clinical I@éé&%ﬁ Pré’cﬁlrcé ee 'irVALh%ﬁ%é’f el%%‘ﬁ)’d adPaIréR ey BB Auktralian
the last 12 nonths, (b) not have any

College @M@@H\ﬂﬁ@ane Frihien@pmnitiee. s Hntﬁgflqu%w@@é@nﬁwﬁqi pLige
Naturopeﬁ‘lﬁé‘bﬁmg'a?%%str@%@@l@gb‘bf Nbﬁ%%ﬂ‘edléiﬁé’@risﬁar% sease or
hronic inflammtory conditions, (c) were not
urrently being treated for psychotlc di st ur bances,
RESULE%&NQ{P%F ENJse any nedicine for incontinence
toms in the |ast nonth prior to commencenent of
TF%@ aqfiyieress Qb e kindder gopig ﬁ@sé PRATAIoRONdhe ABEfgh gy MRoms is

summanﬁébein%s@ 3 bk Pi@lmé' £ PAEH6 ir88ndn® J09PH0OHE paﬂﬁ%ﬁtstr@ﬁ@)’[ed that
rior to the stud al t hough_t hey were aware

they wergr H%th?'ieéé-‘tyﬁ%@ﬁagﬁr’ %'?t%‘dP a€M¥1 gf"éd"aéfrefjﬁﬁ?dttaﬁpét gftqrv@, re%nths of
treatmenfj@’@{dfe b aginat @%bor‘iéésld?erg o&eﬂ&i’@r ﬁa‘éﬂa@e Quézﬂ)LUré@ddyr(BO% to 35%),

ove

frequent Hﬂf@é@ﬁé?ﬁucﬁﬁéngé é@é%%a OUB‘M@ empéy'@gwelﬁtﬂd%ﬁe%dﬁ@%«f) Pﬁer to.
treatment, r5©°)J‘c§f'Wntd@@feﬁe%sddnpmdoﬂwfémloﬂﬁQrebﬁﬁent but none

Urogenital Distress Invento

reported Q’ﬁ&ﬁéh@piﬁ)@]stqf@g@m % ﬁfdfﬂqtm@v)t gﬁgzee\é@ha ,@5%{ ngduction in the number
of wome# %b@ﬁdlﬁ@fo érﬁéﬁﬂér’ﬂ&n"ts oPledibbed ¥ 5% O S0%H) ftbr t\/@dtﬁbﬁﬁ (six

quest i ons) he NQ assesses the inpact of

Ahélyampen@a @-@eéﬂ)‘bfdl@é aataa,ﬁbwyd tHaeﬁer§W§@a%$gnh@uﬁted&ttde change in
chores, physical activit ﬁra act | vi

The
the percagilgis PTRUPREL HarOBIOn Hdkeanaysa el FHREPr{PLb0OAD) and this

continued® WS §@alaldgatel svéthé ag@ﬂbm Bﬁtﬁé %tud?'(;b QLS DRSNS = 0.013 at 3
rated on a _scale of 0 to = not bothered, 1

months).sTheje ey aigmHiisaptipositive qﬁ:@a@q @tggrgppgg@q]@ggfdlnggleakage relating to

urgency @q 0 ©0%), léahééé]@u@ﬂz) acti3@f (p C01651), aRdaifflcBfRy @mBtying bladder
andardi zed di sease specific _questionnalres used t

(p=0. 05813@@5 3 "Befthe PEiEraimeRt oMah PREIEVS Bifestiweresespiader the f'VSt initial
month OfR@Qtnﬁmn D. et al., Cbstetrics and Gynecol ogy, 91:2,
224-8 (1998). The study group consisted of eigl t

THEERIAs a5806RVe Afent i€ tHeaebpdHs R REgRrdify BB PeSUMBEHF leakage
during the study but these were not significant. A significant positive response in relation to pain
or discomfort in the lower abdomen or lower region (p= 0.025) was also observed after 2 months
of treatment,
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54 and 65, with one participant being 20 years of age.

The average age of the study group was 50 years. Six
wobkoosloes7parti ci pants had given birth to at | eaBCTABR005/003370

children, while two partici2pants had not had children.

The results of these questionnaires were anal yzed
using the pai r &able 3t UsagenitdlDisiasg faeaiabn The bl adder

(‘ontr ol

test prepar aLLnn fi—'lh|PfQJl\prQ Jxa_nu_f_avtl red

ﬂgg_lé_gp % [Month 3
(‘Dnt al m:\ri qu/ﬁg ﬁhjerQﬂQ24 0.013

Each t abl et

Freananwrm@t@nu ng site

n8ORe off Qag_g‘ﬂ 0.024

Leal@geruevafegling @iyrpen®y ext ract and E. ar

Leakage dueheaciivity, aeagiieg. aneephosphat e and cal €8 | 0.009 | 0.031
Smatil rospintst of lesKbge &iropl) was conduct ed accor di0rlg8t o thdS | 0.091
Diffiduli\ esnptitybdetiémes for Good O inical Res¢afdl?5Prjadt02fe | 0.052
Pain(dedi¥ebmifart iAlsteradbidathinal begetitabiyreaas appt 0@e3H6by| t0@25 | 0.025

pairdiistesed £&0.060l | ege of Natural Medicine Ethics

Commttee. The interviews were conducted at the
Nat uropathic Cinic at the Australian College of
Théatedpaiseb/isline ln@)ntlﬁemﬁblarrpect RESitibiireNDe Pre3Eoeal idNablees and

purs . S bR e BRI Eb) paave

impact orFihgk g8aldy oflifé,crs ats@eisfeﬁl&iy@n%ge 8030-86%t“hethpeadtscorg) forttse seven

pramte B 1 e S B SR i SRk B2 580 o
parametefré %&béﬂilﬁ‘ie question eegaydindSphysical racesgtionde svhivbrtberelyeses litkvariation

to urgency (60%to 35%, frequent
between UPPH‘aQe 9]IOB@‘U'Lﬂ:eed (70%to 48%, difficulty enptying

B P2 B el BB AT o e

perceptiohlcof 8ieneffact oftndontindreerarplifedtyld aht eseialsactivitiesyindidatiext b)2p05|t|ve

cranges AN <Bho 28 Tl FIEE 2t S| SOHLA Q= Dol ot
health (p E1R025) @an8 @2y elaf30enintites &oreimime An=a0YSRY féqliag Medirated é;sF)O 007)

of, the data showed that there
atter 3 ot B etopn S B0 shtidesp Y e <RR cedrlih ngpsenola chores
or physictirreo@atian(Tabker). a nonth of treatment (p = 0.040), and
this continued in a gradual manner over the duration
of the study Tapled:0nhtingnc2 impatthipiesionnaide 013 at 3
nmont hs). There was a significant positive change in
Has peinededkage affcetmt thierfgllowiigage Mehtht 1 ngMoathu® genidgnihp3 =
HoOsdha) chotegakage due to activift y0.0p0=,0.030), and0.100

Phybidd reorddtign enpt yi ng bl adder (

p 6299 01

b2) 0.302er

3 @ hs

EnteftainrRat A®Nities Agai n, positive

ephest g

> \elogose

En @bter

TravBE>d0 hntirdnithéh@l nonth of tr

eag.oemt .

Theb2 W

AS @052

SO&QlSé&NlIM@S trend 1 n the respons

€50.088a/

digg1vhe

sn@bko

Erd hSalff Teakage during the

8. Bey 1

ut plphgse

Ve, 824101

Fedlind Busirk@ft -~ Si gnificant pos

THOYE,

N 0.007

CSpeHse
paie tcfgétLHL kHOBdl I gl AEISLUIII ort T theg IUVYEYL? (]OI;TEH or
ower—regron (p="0:025)—was—atso observed—aft Z

nont hs of treatnment. Table 3: Urogenital Distress

%]Ye%ﬂﬁé)fréfm-mg s{uﬁz Ricke ats nﬁf&gntl(gg;?%( Oé}%gﬁvém@ﬁﬁh the control of

| onnal re ar resen Fi gur
leakage (fhe to ergamssarzﬁmue@atertsﬁabladdﬂrﬁmpﬁssng and paip gt discomfort after

three mohthS QP AFRAEwRthebiSd P chhtrit st PRYSHIYR. These results are supported

by reports of earlier studies showing that treatment with Crateva relieved incontinence, pain and
retention of urine in men. Deshpande P.J. et al., Indian J. Med. Res., 76 (Suppl.):46-53 (1982).

Acetylcholine is the primary excitatory neurotransmitter involved in bladder emptying.
Certain drugs commonly prescribed for urinary incontinence, such as oxybutynin hydrochloride,

inhibit the muscarinic action of acetylcholine on smooth muscle, producing a direct antispasmodic
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i mpact on their quality of life, as assessed by a
range of 50-70% "bot hered score" for the seven
w@asoanes7as s of the MQ (Figure 3). This was redpCEUB2005/003370
significantly (to a range @8 10-25% for all
paraneters, except the question regardi ng physi cal
action. Thess s oalax fhe detiliedr musstee \Wada IV eftale Aualy InitPhssmacodyn. Ther.,

th
sso(y e HREB TR A SRR 1 BBl ikt 07 5o 96 Thos
medicatianis elgpeprodynei mwa@fedta[élcmmgfglc effedts; @g@h aﬁéﬁyd@mgh blurred vision and
constlpataohf %EQQKGA§%O§&FSR| oGhEN et BIESder! D Qﬁérﬁgy pé’rs@é’ﬁéﬁ/é‘éﬁmulation

response to social activities

Nat Clin %ﬁc’eldltoal%?fléﬂp %dt 2903 i Bere precugrepty no WF @?ﬁahhah%cmﬁa"y
target mcéntg]éefs)ge Qgrﬁé o?r%qmﬁ oY Rhvire? eﬁdé‘bﬁé’&t@élsé\ﬁlﬁ e tfo?iy The

ustrat 7) after mont hs
mechanissfis whesgbyrthese hqrfb@i @rugagx%tr@ﬁgﬁﬁéctﬁ i Hfﬂf@OW@eﬁp‘!‘@ﬁg% it is interesting

to note th%ﬁ_g% %Wg%_ Wéﬁfgﬁéc‘?s RBRES frO tREVSLERINt 'REBAWIRMNe

7 (Ta I'ncont i nence i mpact’ questionnaire

anticholirgrgic detgal ts fromthis study indicate a significant (at

p>0.05) inprovenent in the control of |eakage (due to

Examplé‘@geﬁﬁ}‘u q‘rPﬁH'a‘fﬁLl ﬂﬁb'o t’é\ikﬁing@'(l1 rTIféFﬁb&Uﬂ% Tiblet
pal ne tcg %‘?n t8ht A958R the

Weégg{%v’?r Jfr? % EE’&WE'?& Piipage dfigpygractive

sho atment with Crateva relieved
GENERAL hcont i nence, pali n and retent| on of uri ne in nen.
Deshpande P.J. etal ., Indian E
S@é@ame@ ca@d@éed(tmff“g%&% Eteﬁfa%vqrﬁés pLari her TFPNiRiRg natural
therapeu%l@lh&é’ér%ﬁtr&@iﬂéﬁrétﬂﬂﬁﬁﬂrélieehgldﬁM@ﬁy\h%bnltlﬁeﬂHeEHﬂmdeveractlve bladder

(i.e., bladgggnp mlygﬁeﬁggfrﬁgghgq@régrgcgs'ﬁlg)amglsg%;ght ,rs{al gt%gles were designed and
performeB%d rg@ﬁ@ﬂaﬂ* Heeribbdn BbdVetin 'E%Qmmd,ﬁzlarﬁd mnrtﬁeﬁ@étaum baaiow The bladder
acet hol i ne on snoot h musc| e,

control teah@rﬁgﬁrag%w@% aERIGH. heﬁﬁf@%@a'amgtggwﬁ%v Biatagrrs @asaofﬁb'et
Phar

Sl@gqy( rﬁs b,qgngger}lilgg g§ a c?aiﬁlau;gr Bo t@etb&logﬂ:al ram}gp tO? E. 9 arvense herb.
Non- stan@ﬁﬁz@ﬁrpiré‘@r@idh@@OEOQMenéyherE%én@ra(lyla&ﬂém silib&sfom about 1.2% to
svou s B PUGFLSLER 90 3 SR T o B Sac A e resen
inventionCi@ ﬁﬁ% léf’&{ délérmn{??@e ﬂhékba%?; véHEﬂSﬁllerfr t\l?g&lltcl&r eélgtéllhﬂodf &. arvense herb
preparaﬂ@q g:pr]:]?aa/@tneggg f%ﬁ%lorgtﬁe%uciq r?glal agt@/%g o%é:rognpgplgon of the present

inventionC Uhfs%“rbblkémsrﬂ%@h ¢@édl\iéﬁﬂoytth@brés§ﬁﬂhf/érmag by ptfc?,licﬂlﬁ?é an E. arvense
g side effect

v e SRR B 1 SS9 6 BEL cnbodimen o

the lnvenh@ﬁi hRé siféarosontert bf the e sevepiké ﬂ@ﬁbSprep;arurdmam h@btdmtemhng
S | nterest i n%‘dt 0. not t hat aend\éyg’le no

preparatl%rf Pﬁ@?énvree Qt Bestandprsdizedn o erussy %egé?{e%fevm Rearvense

herb is a@)ﬁqté{:}é@bé BEEs6 tHY iH@S-batchaaRhtonof Ellicon tz;arbdJdedathu@fth@cbmposmon
- Cont ai ni ng Nat ur al Therageutl c Ta

F
of the Pr‘%ﬁﬁf‘ﬂ“ﬁ@ﬂadt‘%ﬁ of eﬁof‘ﬁ'éféﬁt Yoly 'gﬁ‘f"er%ih%ﬁ%eqtgﬁ et?frﬁ
Prevent i Treatnment of Urinary Incontinence and
MATERIA Mq’g&ﬁﬂgﬁr (OAB) CGENERAL Studies were
Test pr%ﬂ ehed to investigate the effectiveness of an
cont ai ni ng nat ur al

The bladder control test preparation tablets are manufactured in accordance with the GMP
guidelines by a TGA approved manufacturing site. Each tablet contains the herbs, C. nurvala
stem/bark extract and E. arvense stem extract and the minerals, magnesium phosphate and
calcium phosphate and silicon. For example, each tablet contains dry weight equivalents as
follows: C. nurvala stem/bark extract (3,000 mg), E. arvense (Horsetail) stem extract preparation
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t herapeutic bl adder control preparation in relieving
urinary incontinence and overactive bl adder (i.e
wohb@ddes74xontrol test preparation) for oral PCT/IB2005/003370
adm ni stration. These studi2es were desi gned and
. performed as generally descri bed above in Exanp
with a StagfardfzeeisHiepn geftani @ s 7beasss. onthe (il é’P'g@BﬁfttP%IE ?@@PSG stem

extract pr’@b&r@ﬁé@y £5b M85 caudi@él léh@dr&fsf an%qeb 2 rﬁg)n Sna%h@ﬁ@hcﬁwb@;shate

as a ICOﬂ has been identif ?
70 mg, C%lmur@myﬂrqs@mhowef%o mgo%tgv CRIciuR (1P hg rRgnesiug: {anded

phosphorBgé 4. Qmﬁgﬁ‘ Ehaeald bérﬁgmé) W?B%@Hfyq,{?‘ﬁ?l@tfeq@vaférn‘bé%f&@taf@lid@n per

gener al contain silicon from abou 2% t o about
tablet. E@cfgha@@t pcpr&@ns pavedaededinl dry wei ght of preparation.
In one aspect of the present invention, it has been
Study Dgstaft i ned that batch variation in the silicon content
of E. arvense herb preparations can have negative
Hunee sulgeen (mﬁ@sansﬁ@@@le%m eXRERFRFNGSYSIPIPRE ObevRRIVE Pladder. urge

incontinefde éﬁb@or@tr%%@ ﬂkohfﬁé?n@é AR redilbshadiPRERTeBAfePBRSUGh newspaper
resol ved by the present inventiopn by providing an E.

advertisegieptsn JHl W%wbﬁ%ﬁ‘?f ha Quol!"’l*{‘go‘iftt‘?rl‘ﬁ zed, standardized
silicon content. According in one enbodl ment of the

(@ nvehad et undaigose |r¢°@ahswawaafﬂcaler'v Hést@ecg%%ws%olﬁa%repa"

within thePbSPRY AbhAs, i N the herb-contai ning preparation of the
invention is standardjzed. The use of a standardj zed

(pr epdifl @Ot BaveEANYeigHS Beq{tgrqgnpl@o%maggdé%qge%@@gweheart

disease, ?%rééﬂc@ﬁséé@é%hhé@éﬂc&ﬁde@@e of silicon is reduced, thUS
he conposition of th resent invention yjelds

(@ onsid nehusg vy Badiging @ l%qonflﬁ%?csp%m%ﬂ%ma% lasf month prior to
commendddeRuANRS g{\h\@ METHODS Test Preparation The bl adder
control test preparation tablets are manuf actured in
Nere e tH8 REEICIRDTF WaTe Sanroigaindas SPRATARPMC FetCiaphicdpepve muscle
tone priof@BNKE gekiir i ng site. Each tablet contains the herbs, C
nurval a stem bark extract and E. arvense stem extract

Tﬁ’é‘ﬁeéth@nt"br%&fc@| &nsmfﬁulﬁféhﬂé‘ﬂ%gbﬁb@ | tlﬁ%l{vv“d t4Blets of the
hate and _silicon, For exanple

bladder ceaﬁﬁ@'éﬁ@r%ne\yamw A2y, PYRII3RRred £ 126 ?h@%'ﬁ%ﬁy\ﬂiﬁ%ﬁ
treatmenﬁhé’é"éé%%’sgecﬁw feRbidingPavépiyddbily ahd n@hﬂ?ﬂé@udﬁd?rosaﬁrﬁatlbh and the

tem extract reparationwi th a [l con
short verglgf, 1o nceniitense dmBre! GHesteaire &'?@ wé{ fé regewtﬁLblefress
Inventorya(UD@ or & @chlhméhél treHRPA[NASHLO0) &id S& rﬁﬂr)ﬂﬁ tif@ééﬁbr(dmbnths1 2,
QuSsS Si |1 neS|uw1 0
and 3). esiinydiieyen! gﬁgfiﬁ%%%'cwy Rhe bR B SRR of iopeaenos as

detailed B8low EREHSEUM 14. 5 ng, phosphorous 24.9 ng. Each
tabl et contains 4 1.6 ng dry wei ght equival ents of
total silicon pebld@Rhredenittbibtréstiheéntegnt ai ns sone
mal t odextrin. Study Design Human subjects (mal es and

f emallego gwEXPRRACEANINNES, oW AlicwRNBUBIRergl dgder ,
ur ge [T NGeRtaMeRR&iopnd/ or stress 1ncontinence on a
r egulrar_ BRa§S JUETEERTY ofir§dhcy NT oUgh newspaper
advertT eI Sue @ dcitityTRBugHiR], SRESZAEL [ he TolTow|ng
crit T TS mall g],hpgﬁg ofEEk&H @g € TEecent sur gery
partlbq@ﬁf K H%@ ﬁjﬁé }y 0] plUIdpbe repai T wittn

the lrasd; ngra.gbar\ it i [Swer g Rhal R eET T ous

heal th—e6ntitiof Stc—=as etesTerritus,; heart

The short version (six questions) of the 11Q assessed the impact of incontinence on daily
activities, such as household chores, physical activity and social activities as summarized below
in Table 6.
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di sease, pancreatic disease or hepatic disease, (c)
did not use any nedicine for incontinence synptons in

WO b@oloasrs mont h prior to commencenent of the sPamYB2005/003370
None of the participants wsfe engaging in the specific

pel vic exercis Q.lL.nprove nuscle tgne prior to the
study. The tré%ﬁﬁénpcgﬁﬁ'ﬁﬂ%'mp@&h%%sp%@ £ human test
subj ect s i ngesting-two—ta 'ﬁfu & adder control
teth or epar at+ 42 Bripg leakage aff; ﬁ%dg—sﬂ@!ﬂaﬂef 12

A= i — IV CT

weeks. The affidQsehdld ghaies;  eat ment was asdessed by
recordi ng axe#%'gské re\‘?re,@ﬂf?ﬂ nightly frequengy of

uri nati on and edaigmentastidiiesis of t he I ncanti nence

| npact Quest|i onAVe! &30 frafidhanee Ur ogeni tal] Di stress

I nventory (DL)Sqsial getivitiescomenci ng treat nedt (nont h
0) and each |norfrotianet kegther (nmonths 1. 2, and 3). The
questions i n_t Heeelimy frugftadeded specifically to the _
physi cal aspects of i nconti nence as detaileqg below in

bl e. 5. Tabl U t | nventory Do you
AL §estioni wbTe taie on 850 6 e S BRESGnerStiol Fdaibihpthered.
2 = moddratetyusttierad i @ kkipeméle ?bﬂ@ﬁad@l u:omoqdegminrﬁﬁemmk& ﬁﬁﬂ&éfduzed
ye t.o acti Vi

disease GBI At iRnEhei e i hisst ST A1Es INcgn GIAgRR ino BptRansle.

Robmsoer @t ak, Qbststacd and Gyrﬁedomg?rma@ct@mm losy:. ﬁ%@bhayze@wga% the
assesse

hor Ver.si uestio
everce Y0 AP B P AEBE S S Pt e
also compsarebaisghopairecitaests, physical activity and soci al
activities as sumari zed below in Table 6.1a | e 6:
Theymsolts oithese qugstiohnaiies icroamayice Usag tHe bared ﬁ@%ﬁg@ positive

ted.th chores Physi cal
mproverfigs R B aetEan & plelF i R, PrPediony et e 5. 1 2
paramete‘r mmashmgethquhyabal&tsbeMs bf iasorfiehdeodathe bﬁ)’z?éléeh‘ oFs&didl Rgtivities of
strate s were. rated on aI

test subjeicés I?C%I&Ingqlﬁ%PlA Bg?rﬁ:@pﬁal te% pmpﬁrqt@qtqugnmf@r o the sgmg parameter

in human test subjects prior to receiving the bladder control test preparatlon. A positive

improvement in any parameter relating to the physical aspects of incontinence or the physical or
social activities of human test subjects receiving the bladder control test preparation when
compared to the same parameter in human test subjects prior to receiving the bladder control test
preparation demonstrates that the bladder control test preparation is useful to prevent or treat a
urogenital system disorder in a human subject, e.g., urinary incontinence; overactive bladder:

enuresis; benign prostatic hyperplasia; urinary calculi; cystitis; and urinary tract infection.
RESULTS AND DISCUSSION
Demographics

There were nine participants completing the study, three males and six females, with an
average age of 52 years (range 41-72 years).

Frequency of Urination During The Day

The results show that the frequency of urination during the day reduced steadily during the
3 months of treatment. The number of times participants needed to empty the bladder reduced
from 14 (prior to treatment), to 10 times per day (after 1 month), 8.3 times per day (after 2
months) and further reduced to 6.6 times per day by 3 months. This is shown to be a significant
reduction between month 0 and subsequent months (p = 0.02 at month 2; p = 0.01 at month 3).
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2 = noderately bothered, 3 = extrenely bothered). Both
guestionnaires were standardi zed di sease specific
woe@sisanai res used to detect bothersone i ncoPtT/MmE206%003370
in ol der people. Robinson, 3D. etal., Obstetrics and
. Qynecol ogy, 91:2, 224-8 (1998). Al so analyzed was the
Frequeney, af Ngetifidequency of urination during the day and
night at nonth 0,1,2 and 3,@%92(33& results were al SO
The rasuliseansinatihis tiraimert was efiectiveringeduaig e nymbehidimes
participarfts R8édeRNB @hipBsthedyiRidenal vgkd ThereWas & grapiaial redudtiohes bwakenings
A positive improvenent was define . a stat] zcal I){
from 2.7 ki pen BRIV ATY (2 erites: 1 Ao A (B RBhionh riontn ¥, 2 and 3
respectivBigy. 2R REUIFEFINE -8t sHvdaNsietrls Asigefidamt Adduction in frequency
i hconti nence or tpew%m cal or Z(ggl %?ct ivities of
between mogth Qapd Bepth 4 Bz apH B T O r ol t est
reparation when conpared to the sane paranmeter in
T R e PRI S U O (epor et Bp TRy P ayEsfom and one o
the reasoR8MfdrgairtidigRSihg ﬁftﬁféadt@dy. Orhe dvﬁms&r?b'rqwenjeﬁpih@mttffmfe (discussed
any parangter r ti 0 e physical aspects of.
below) afREEA diRERE TKSH 12 e TBE/BRCERY WhreLRPamnaE POy Retogs of
uninterrupteBR&Repgadtes fbInaRdiddufAGRIsyi ng t he bl adder control test

preparati on when conpared to the sane paraneter in

The Uroduhitan DistRdssItartoRys prior to receiving the bl adder
control test preparation denonstrates that the bl adder

Tlﬁé)ﬁ;trmﬁtbm_ts@iberlyneacabgagﬁdsnp%rﬁcipaﬁfs (Eighmre 4|<)weve§ riteqaentturieation,
.a . ur ital system disorder .in_a, n _subject, e d.
(epproxiiy P ANGE) el e TR uro Atetnd 280 TRE pEMERET st S
amounts beleaRayaB 795t Othet shiypong iadiuded I}Elalkmr@uedalacﬁmﬁy;(%%), difficulty
, stitis., and urinary tract, i tion. RESULTS Al
emplying ot oA HRE At ARk o e e e Vel BliRege 5. (as the
average Beth@redréspdnsds ir&ﬁctaﬂe/thfat byragtomslireall afittle siabegbﬁemﬂeelsce)d after one
ith an _ayerage e of 52 years (r e 41-72 years).
month or gyt eft SRR IF e R eh HRHPBag OMIB- astl 16 Show
that the frequency .of urination during th ay reduced
g Bl §F e e e AL =60 o b s e AR
positive obingé imethe fragliéntly paotisation @dedtrddoafenpinyorttieecart wedaned significant at
month 3 éfi?p%rﬁ?@t&ﬁ g;ﬂ.d}i{)ng)ﬁ*H or%ée%{i\t@q@?t $rts}%{1iflc%g€ %gblctg)eﬁg’s i S}Fmptoms
occurred g mdrsh ZaEd cbutirtued to be digaifidartat fobtht 3 weee: feakkagadudio &rgency
. _Thi.s | Q to be sianj fi ction.
o = 0020 b R ieshhiabS. ARED 4 Bebaetedhla < 6250 fEbFepitver) , ana
small amoomts lof Rakgmev(pG: Q.022t0.0d8tebp&tivélyequency of Nocturi a
The results show that this treatnent was effective in
Incontinerckulmpagt Questiontdre of times partici pants needed to

enpty the bl adder at night. There was a gradual
Thedetivities that shawedk trbengestimpaci2d on ty mesnfieanceiagktOAB (Figure 6)

Cadnitjally..to t] i, e Oy
weres PHEHL Bt P Pl iSaseby b TRRuRE o d DB Ehapy s0%)
Householdnehored, Sotiakdutwibids, tEmotonableeatth end ieblingaimistrataiuedre @xpenenced by
fr. ne n th . h = ; nd
7o of AR S RO EG R 0 BB PP ol
i LU .

ThY Rl Bab AT PR LB PP TRl B IO B Show that
quallity ofdvife (addessarpthmughmeifficulty iQdeing tgilydndldocil adivitiea sserekll as emotional
health and feelings of frustration) are adversely affected by having the symptoms of Incontinence.
On average, participants were less bothered (and most confident) in these activities within 4
weeks of treatment, with continual improvement reported throughout the rest of the study.

The results of the questionnaire were analyzed using the paired t-test. There was an
improvement in the perception of the effect of incontinence on lifestyle and social activities,
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bel ow) appeared directly linked to the fact that they
wer e experiencing | onger periods of uninterrupted
wab@epig7adt es from i ndi vidual files). The U ogrei/AE2005/003370
Di stress Inventory The synptons experienced by nost
participants (Figure 4) were: frequent urination,
indicated by ppsitie changey ingeshonsk éarkhgeestioes bytheraqerid jheastudy ¢ Siggificant
dol WheSsigiifida fve effect
mprovemé@t)é’nqalhb@stﬁﬂéb?cglﬁ%@r%t]ﬁ’ongg (ﬁ%@# ea’f‘)oue t (l) fical sﬂlﬁtﬁg
for questuqmardmgfem@tmn@yha@ttbayd fRpling éraatéatefé indigatesifiat ihaitieaipent is
assomate?\/\ﬁ‘tﬁ‘?rﬁér(yﬁm(eﬁé(ﬁg E&goﬂﬁém ts presented in Figure 5,

aver age red responses) indicate _that

Pa?ﬁfé]ﬁr@gﬁletéqalé’e beib E‘% rﬁ@ﬁtﬁ%qﬁte?\ﬁevﬁ ﬁ‘t‘ﬁ@ﬁé’atﬁfeh?ﬁacplﬂﬁ)roved their

treat nent a conti nued decrease over the
Quality ofhéfigt Oxeralin®Fié repiedaadmprayesent lnqulu e SheehRayIeoloatydndicate that

there is a §§ﬂ‘fﬁééﬁqmgﬁdveﬁteﬁh iR CR?L fF Pattich@fis thd exbBierideGaIRYs or a reduction in
trve an e frequency of urination occurred
the sevenaf indhe wmtntrﬁ@f HFRBrY Bwaninance ppdh OB ippluding feseRcy nefturia,
0.009, 0.01 1 respectively). Oher
vrgency a‘“?gﬁﬁgg‘ﬁ%&?@gucu ons in synptonms occurred by nonth 2
i P NIRJWRE of (iR 949 %pélﬁ@é’)hriﬁbry@gﬁ&ﬁn\f@ﬁ@w

| eakage dueghPindbaifRAYe Sfonn8ir
respect|vely) difficulty enptying bladder (p =

Urinary Digtressinventery1’ r espectivel y) , and snmal| anmounts of
Ieakage (p = 0.022, 0. QO¢kBagees et arvahy) . Dﬁc@mtl nence
nmpac FreQgeist iloalage due Tisltedter i vi inee@gt hat i or
Ftest IreS“'Ff’DSt AR edtod‘r’\geﬁ?' i ncaét‘]‘ttY nencedg gbre (ﬂscomfmt
Month O vg;lar e @H%m cal r eati Oit’and Tr 8\} gr eat%? t han 399
Month 0 v§g 1yt eg % om h 8 (appr %9(94nat el y2889) . I—lou%%?ﬁol g 008
Month 0 vethor es O08oci al LfHfi viti 84%° Enot i BAH  heal t h%&nd 0.225

|ncontlnencqunPC é\uets onn%t ed were experienced by 78% of

4o eEnterta| nment activities were
affect ed |n 67% of art i ci gan‘f@/elgﬁﬁ@fresul ts

g e
T-test resultT e ore ! r‘:@i%t on c| ||e % s ét%/cggsns gﬁt?al fruzterlar’:gd

MonthOvsC (t d g ?Sse NLAEIN  g.105
Montho\/sé”'cb't)&/ Itn n% ag fs acﬁ)oét'f %% 0028
Month0vs & _ 25,0520t ! % eal fh,and feg %1”95 Olyobd USth 1%% oN) 9016
are adversely a ecte y havi ng the synp ons O
I nconti nence. On aver age participants were | ess

red (and nost confident) in these activities
CONCLLP@@@n 4 weeks of treatnment, w th conti nual

oSSR oL BTt PR BB ol B
standarditduefopailicedednidnt,stas J bditablesasl effectwqatrentmhlbr bothtnen and women,
s on S BB B S B DB i s
nocturia, mrgepq?ami bladndaldiscqum"t i Symsptbom rleIlEE oecmtrenf aftend vegeltd pf treatment,

_ S ani f] '
i v sy PRl RERERET I ABba PHSRE bR AR Bl e
treatmentf dhedreatrherdmasmedassticiagedwitt majoaldverad tdactions. f eel | ng

frustrated indicate that the treatnent i s associ at ed
Foninula 2, mpthd. eameaniss siamdguaigedtfyr sifical dontent,Bapwed cpmparmble results to

the ongm%ﬁg@e@gﬁﬁulﬁé}g&%ﬂ%r %%glgs %ﬁ&ly&%ﬁ%& %Y'VV\)I’[F] SEV%/%of ?ymptoms

(botheredGafing)eleoreasitig amore npm:mtenlhmfteirrl nQpith offesment sAlbe st month 3 of

treatment?%géééﬁ%g?&&ﬁ&%}i@%ﬁ Eg'ﬂf‘e unshaghéf 59%161 ﬁ@ prrésr c%rH%ared to

month 3 resdliseff Formalarieducti on i n

This study shows that Formula 2, containing E. arvense standardized for silica content, is
more effective than a similar formula with no standardization for silicon.
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the severity in the synptons of urinary incontinence

and OAB, including frequency, nocturia, urgency and
W(bhﬂ)dﬂimmi sconfort. Table 7 - Results of pairedIAB2eX103370

(p values) Urinary Distress3lnventory and Incontinence

Ur Di stress entory .
Examp%gké‘%w%%ﬁh-aﬁﬂ%an&er by Eortaiming Nabiral thoramadiic Tablet with
r el atdandardigedSiliagn Gante apt ﬁngFalawoeelq Cpe&entr Qimwa 3) for
Ur i nAsein the Brwnﬂ;nmand regtnenbetYrimazy deeontinence and
cdi s@veractivetBladder (QAB)0. 051 0. 050 0. 347 0.104 0.035
0.1 69 Month 0 vs 2 0.009 0.028 0.1 04 0.022 0.035
GENERAQ. 081 Month O vs 3 0.01 1 0.016 0.1 39 0.043 0.081
0. 225 I nconti nence | npact Questionnaire Travel greater
StitiseWwerteccdrdyisted &) inFertigatedhe pifexdtivemsss of @n merb-Sordaiaing natural

therapeLElH‘B édﬂ?la!:or,: rf%?éljnﬁﬁra?—oﬁ ﬁﬁ%hév? Uu n%ﬁg ﬁérﬁ%ﬁrggeg%ﬁoa{;mgb e., bladder
control temt mdpaoatm) for oral agministragsen. OTmé'sb udigowereCdekighed abd pBrfdrmed as

orae 8B ol &80, PR 938 O b T e

control teFt Qrep@raioON@asS! GNuUrBhkerbesutairsngprephiiations famhylatetthcatablet.
that Fornmula 2 preparation, using E. arvense
Sdicambas beerideniiffedsis 4 eamtribeiortte tite, bivlagical astivityadflE aaredse herb. In

addition &f {llfc%[wi K ear]i/él‘?s%t %Hfﬂ'igmsf éUouPQﬁaQrcgﬁ faanéjap\gﬂmeges@ %%@g%ud%etonm and

inre urrnary in
several fl@M@necngcoalclﬁ@| (adqaq,g‘lafvo@chfé mm;ludlmgaeoqmeraetrlmrmneghnaam equisetrin.

o 0% UGB! ouSUBRI S5 L BLe BB oot cne

2-(3,4-dim>etqu+m@nfyum@db-g|ueefpem10aylbw)45n7-ﬂin9dr8xﬂ=2 waedfndw leqp)
) of. using the tr nt . tr eat nent
soquerogn AP late FpchBAby 2GR Gk PRBEIERo Corkf Agegionf the present
mventlonwltlhhs Eeemdutenﬁmestm datcHivarstiohar tHed dilicon c@ﬁl@hﬁéﬁd/or flavonoid
ar abl e r ults to tge ori gj nal

bl et .
content SRfRNREe 52 FRALO 8P in ol By pBgisl B propasalns e hruspegative efects on
the blologmallfacﬁ‘ﬁtyeoflthe/c@ﬁp&ﬁlmtcmm p(rb@&trh ﬁfv@dtldrﬁtTmeroﬁl%% RAShHdh resolved
b ? consi st ent fé eat . Also at )
v the ok OGN Ggn b ovHrRiE: Sets® PR e aalivs Wil eotized, sEndaraized
silicon comtgnd Bhe ﬂavcmgnd dfcmtem Ien;a'eysddil ﬁlé@tﬂ&r@%{ﬂ'ﬁ)t mstgmegé’ed Be
For mul st ud%/ shows t hat

eficacy qEaR et Bimatin g enthdand e napanalans co i mery

incontineacd awdOa&@tent, is nore effective than a sim/l ar
formula with no standardization for silicon. Exanple 4

MATERIXLSIAND METHODS$ af i Hef b- Cont ai ni ng Nat ur al
Ther%peutl c Tablet wth Standardi zed Silicon Content

Test PreparafiPRy onoi d Content (Formula 3) for

The bladder control test preparation tablets were manufactured in accordance with the
GMP guidelines by a TGA approved manufacturing site. Each tablet contained the herbs,
C. nurvala stem/bark extract and E. arvense stem extract and the minerals, magnesium
phosphate and calcium phosphate and silicon. For example, each tablet contained dry weight
equivalents as follows: C. nurvala stem/bark extract (3,000 mg), E. arvense (Horsetail) stem
extract preparation with a standardized silicon content of 3% and a standardized flavonoid content
of 0.8% (expressed as isoquercetrin) based on the total dry weight of the E. arvense stem extract
preparation (1,500 mg), colloidal anhydrous silica (50.3 mg), magnesium phosphate 70 mg,
calcium hydrogen phosphate 70 mg, equiv. calcium 16.3 mg, magnesium 14.5 mg, phosphorous
24.9 mg. Each tablet contained 60.8 mg dry weight equivalents of total silicon per tablet. Each
tablet contained some maltodextrin.



Use in the Prevention and Treatnent of Urinary
I nconti nence and Overactive Bl adder (QOAB). GENERAL
wekmdiogs4xver e conducted to i nvestigate the PCT/IB2005/003370
ef fecti veness of an herb-caé#tai ni ng nat ur al
t her apeuti c bl adder control pr epar ation in relieving
Study Desigrary i nconti nence and OAB (i.e., bladder control
test preparation) for oral adm nistration. These
Hamanl sekieste eeperienciga sumatamspd Luras iveentingnerard/al stiess incontinence

o s S35 A T B B T Sttt et o

following @dferia nat ur al her b- cont ai ni ng preparation fornul at ed
as a tablet. Silicon has been identified as a _
5 (atont hdvingt st undergRee FrcsNbyIraell PadicHiarly ysierectomy argtielapse repair

her bR tRAdétt129RohtRs Si | 1 con, E. arvense contains
about Fercent of ‘a saponi n, designated equisetonin,

(band @é\mg faavefary\ﬁ@ﬁ@U@h@aitb@a@Bor(Sasu@h@S digheigromelis) heart
incl y Fm@&rc%%eras@ or@dbiticefbddie, and equi setrin.
| soq uercef .k.a, 1soquercetrin; Quercetin 3-0-
(ch- D- @ﬁ nebyser @[Wd"ﬁﬁ@l@me m"lcoa@mﬁ@swmmm%ﬁéhe last month prior to
2 (edhnilbipsiianns s -3
10 (14" ranosyl oxy) -5, 7-di hydr oxy-). Fl avonoi ds,
N@negof the ggﬁlg@aa’g@twqrﬁ eng@}ngﬁg\;@e ﬁ[pﬁglj‘[quh\{lc exercises to improve muscle
t PBardBegl 0gi cal properties. In certain aspects of the
one plrlopr esent9¥nvent| on, it has been determ ned that batch

TIY@(rééiHeﬁf‘pr‘ofbcbh@on%istédC& MufRAtERsuBBES Q{qufs{lﬁ’g/ fRPaliets of the
content expressed as isoquercetrin of arvense herb

bladder cea%éeséprwt@aﬁwwaxﬂé"m\?m Resiodof d2eekh Theeefficacy of the

15  treatmenfihé& SGke&d r@c&n‘dﬁ éiferédr% Eﬁ@ﬁighﬂ)@ﬁe&ﬁenb? %f W fEBREaNnd using
I nventi on. een resol ved

the short yersioap of the @mqtlagnqg,lnma@’g,@@ﬁsﬁ@nr@lrea(ﬂ@é P12 th@elp@gemtal Distress

lnventoryRU%ad'r@F l@é&n%ﬁan@ﬁéétm%?@norﬁﬁ sy é’é&erﬁor%h kh<r84Fter (months 1, 2,
t'ent and flavonoi d content expressed

and 3). Thg&afeétm@ﬂm m? Uﬁ’fhr@'aé%mﬂcg@@'b/stgé'ap phsicet a?r@&t%pfmcwmence as

detailed BB pvedid @rmul ation in preventing and treating the
synptons of urinary incontinence and OAB. MATERI ALS

20 AND METHODS Tesigpiere RRsgEnitaidiiesshhagig, control test
preparation tablets were manufactured in accordance

wi t T THe yElYRxparicRk! AIRFif By, ow! flicRBRY YiFbthered by:
manUt aEHGEMQrimkliGh EAach rabl et contalned the herps,
C. UrL%k% éhjm&%ﬁndr&d}-eé{c and E. arvense stem
ext r/act o408 Gl t§ThARI DughRy ShesnRg Pospiate armd

cal ci UgBIYH dﬁ@%ff&é‘ﬂa d FOT—EeXanpre,” eacn
t abl CtDI‘ﬁlﬁUE » 5ﬂ ﬁo%gd\gj—gﬁmm_eﬁw S 5. C

nur 1 : et Fact—(3—000—+we-—F—arvense
( Horlseban oy diseamiortn Jowkt adar

jt dl VTTIST
SJctart) CCTIT CATT OUC

I‘élior Genitaldred’

JTT LA UL L

|ze silicon nd t andar di zed
B e T
activities,lzask ds hnuseﬂmld moadzs physive agivity ahd sbealEactivitieeas suratarized below
in Table Fxtract prepar ation (1,500 ng), colloidal anhydrous
Silica (50.3 ng), magnesi um phosphate 70 ng, cal cium
hydr ogen pho 6.3 ,
magnes um 14 Eong ilfensPdtedes sERSEAERRC 2 o
cont g'ogegef i UTihe ek dlid BifdctEd the RiioWing:> ] * Ot
ousehold chores
Physical recreation
Entertainment activities
Travel >30 min from home
Social activities
Emotional health
Feeling frustrated
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tabl et contai ned sone mal todextrin. Study Desi gn Human

subj ects experiencing synptons of urge incontinence
wanaeoi878t r ess i nconti nence on a regul ar basi SPQ\B’[HOOS/003370

recruited through newspapensSadverti senents. human

subjects nmet the followng criteria: hav
AL s G oAt orce Sl pr Gl § (8 naftigr by B Eq%w%omered
2= modéi’ét@|y€d@ﬁféré&l@ai éxt\Mnﬁél Boﬁhbﬁédb agbthiesiiminBBes (v@ae sﬂdarﬁfﬂemﬁzed
ave an%Stserl ous condi ti ons, such as ager people

disease SrP@P'If'P fusSUoRRA S LEP é%%%’fectp%#&'%%?? incgnieRsg in
Robinsor) €@t &/S Cﬁbsﬁeﬂﬁéb&:nd(@né&b@ J1: 2 P24 99r&)d|msmenélpzed was the

average LB Bevet “@@ngy%rhw%iew%? o Oghe ot e resuts were

also comp&ied uehgagpargditiedthe speC| fic pelvic exercises to
I nprove nuscle tone prior to the study. The treatnent

Tﬁé FISOROLF thestsdrdstonrefired Waﬁ:ﬂﬁed%b]g&hé paireessi. NYpositive
s, of dder..contr

bl et t est preparat
improvertalftwigS ATy a8, Fes ety SEMEFan SMREaice. L orhevalnt (oL i
parametdrfm@eatsum@g mermymaa aBPEES BEiAcINinesEDSICtha physiedl @f Sodialiakhivities of
uenc:ﬁ?lof uri nation and usin

tost sublSHas R0 Re PIREHT FOBHL R EePs Tt reta e e Smpparameter

in humanaest dubRcld e rteaénvilagsmé BISGddrmﬁtﬂcngést p&ééﬂrétmr iA0poditive
a ea

mproverigrL MEait TGRS 0 310 BHGICR) S5PpRs o eCiTumhee(oh tierppvsicalor
social actiiies’of |hatr@d t&qieabjbtte aééawnithhb hb%d@lbysmrﬁﬂil te36 pephtion when
ntinence as, detail ed bel

' n
comparetX B8 iTe Pek Db AT LIRE G-l B tuseserinbrte Dleliey control test
preparatioif dsmonditfatesmahthaItﬂzaoydeucch?’bhti‘és’eﬁebaratuﬁi Bauseful to ﬁ)(revent ortreata
s B3 REaticy bS5l L Er M AR, Lokt v
enuresis; akmgRodtalicoperglhdis; winbiycatupt dysitis) bad denarfadadt infection.

di sconfort in | ower abdom nal or genital area The

RESULTFSAND DISCUSSION X questions) of the HQ assesses the
ﬂgﬁact of incontinence on dail y activities, such as
Demografli€hol d chores, physical activity and soci al

Thertiveré nema&mummd malds ket eight worheh) eorfiplefi@dine study with an
average WS YU A505E (afBRGh AyBskfonnal 1e s urine leakage
Frequency of Urination During The Day

The results demonstrated that the average frequency of urination during the day reduced
significantly (p<0.05) during the 3 months of treatment. The number of times participants needed
to empty the bladder reduced from 11.5 (prior to treatment), to 8.5 times per day (after 1 month),
6.6 times per day (after 2 months) and further reduced to 6.0 times per day by 3 months. These
results were significant at month 1 (p = 0.017) and remained significant throughout the study
(p =0.02 at month 2 and month 3).

Frequency of Nocturia

The results demonstrated that this treatment was effective in reducing the number of times
participants needed to empty the bladder at night. There was a reduction in awakenings from 2.5
times per night initially to 1.5 times, 0.5 times and 0.5 times per night (month 1, 2, and 3
respectively). This was a significant difference (p<0.05) at month 2 and 3 of treatment. Many of
the participants were able to sleep though the night altogether after 2 months of treatment. These
results were significant at month 1 (p = 0.063) and remained significant throughout the study
(p =0.007 at month 2; p = 0.03 month 3).
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Physi cal recreation Entertai nnent activities Travel

>30 mn fromhome Social activities Enotional health
wo-e@oiongy43 r ust rat edAl | guestions were ate' a OPCHIB2005/003370

s"cale of 0 to 3 (0 = not Bethered, 1 = slightly

bothered 2 = noderately bothered, 3 = extrenely

Sygwgfcﬁv?ss& SPEfdd! rﬂb’sﬁ? Hf&!ﬂ%ﬂ{sr(?%u\’@%&‘é (ibeebﬁ&ﬁt urlnal‘lon (78%),

ne I nNCo bi nso n,
urgency (78%), smaiDasrownis iof lpakage (@J%mdo@yptym béaddzzéﬁ?%)( T @98’}“”

symptoms@l@rg %eﬁzagqe d?@blﬁ?ﬁe@v@%e /Bé;%@#é%%%o QEt/MS/'aﬁéétln@m4% of the

t at nth-0,1 , , these
participantsewitth DBly 38 Peer GQD@GQ @@Wp@fwtt@ﬁwga/ éeéﬂ%l? r-ﬂtﬁ ltesvkt:%@resem%d in

Figure 9, (?E% Lr %e Miﬁér@d Pé’cf?@ in@f&@%’ thESalV e Wi dusddéhe month of

t-tes positive | nprovenent was defined
treatment agd aommeﬂmre@lam 9V&\§|ﬂ@ﬁm$>$t@am@nth$fference '.e. p
val ue <0.05, in a paraneter neasuring the

Thasgmiis of B duesinale et analyaed Usingdie apirest b @%.Tahef e was a
SlghlflCant?fD%{thé Eh&g;s eHrtet StonthtlbrafdainéGRtion amtihlied B rAGWRT3 for the

t preparation when conpared to the sane
following gyanrerse:ce fealing gheing less bgtmsrqgcttys/e@lfagerdqed‘o pesgcy (g 0-011, 0.017

tgst t 4
e il p o T T i g i

bladder (paz B&RE-s0.045 raspom P mh sigBificemtePosibya coafgedp t oiency 7 of urination
occurred %Fetrgsc/? img ofy. dyg?an test subjects receiving the
er

ntrol test preparation when conpared to the

Incontlneﬁeg‘ﬁnea{: s@fon’nﬁw@umﬂn test subjects prior to
recel adder control test preparation

Thecvites Betahssiio phaass RoRsGteck iy BFS tiaence,pReh QAR (Fighre 10)
were: Enle ah'r?r?‘é‘n&" heth/RicBaRY P8YIinQ FrublrSal (SO%Y, BB Pdcreat®heand fravel greater

I sorder in a human subj ect

than 30 minieR TG REE; MeFERRE IOt SRiskiBRsTal agliljadsyare epestiagged by 70% of

participan® % éhbfforBY R WS Aecldtiimand of pblidipantscystitis; and
urinary tract infection. RESULTS AND DI SCUSSI ON

Th@erggﬂfs%%‘ééh%dmﬁ reve eashﬂe R@&ral élbbﬁﬁtéﬂ rebpenseB) @sargrsthow that
MDHEH% compl etin ver age

Quality of g8 gassesgreuiheoueh sirget 1 Saing daibnd e gy AE S op el 33 emotional
health anéIJféeﬂﬁéé SMruthtichy aﬂ_é@d\)a?éélﬁ Sreecteasiby hagvirdete Bymbﬁinﬁjofthhtaintmence.

Participant e G R dHRPFT LS T8y VERBITHS ' OHA OF A en oo for

household Eﬁtﬂ%&r@mlch rEagcetBREre@irafiiga sndndti bj witthestitipualeegedetnent
t he bl adder reduced from 11.5 (prior to

reported tf‘f%’ﬁ%%ﬁ'f‘? rest of the §tudyres per day (after 1 nonth), 6.6

o e s v TR G b0 HESOLEB 16 e
was an infgrétinkdrft #the perddpiidhofkhé Bffect &f %Ehhmde beiifeistyRdand social
activities, T %Eﬁ{)‘%ﬁv@cﬂg%&% rctashp%ngé yo gll éLPestlons gaxcept househola2 chores) by
the end of the study. Significant improvements in travel greater than 30 min were reported after
the first month of treatment, with further positive effects observed at month 2 and month 3
(p = 0.037, 0.010 and 0.015 respectively). After 2 and 3 months of treatment, there was a
significant improvement in confidence in emotional health (p = 0.081 and 0.029, respectively), and
feeling frustrated (p = 0.001 and 0.001, respectively), entertainment (p = 0.015 and 0.004,
respectively), and physical recreation (p = 0.022 and 0.012, respectively), which indicates that the

treatment is associated with improvements in quality of life.

Participants were also asked, at the month 3 interview, if the treatment had improved their
Quality of Life. Overall, 70% reported an improvement in QOL These results clearly indicate that
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Frequency of Nocturia The results denonstrated that
this treatnment was effective in reducing the nunber of
WO 2oved1gas t i ci pants needed to enpty the bl addePCEIB2005/003370
night. There was a reducti 8h i n awakenings from2.5
times per night initially to 1.5 tinmes, 0.5 tinmes and
there is a(signifidantisnpsevertaing it QERBertarticipants thabiexperiergruefighrsiayrpduction in
the sever-'t_\z éﬁg%ﬁmﬁtﬁﬁéﬁ’f' Jnh&@r?ﬁco‘ijl'tlﬁérﬁ:'é%ﬁ%,&@ ﬁﬁ)cl@(@u% frbqueay, rho%:turla
reatment. "Many of the participants were ab
urgency ansl Jaddgs diseomédit. t he ni ght al t oget her after 2 nonths of
treatnent. These results were significant at nonth 1

(bR %O@e&uu@m 2RERH-RREH(pSIIEs UBRAY DiltFaadghaito

st UEY (p = oﬁﬁnéﬁé@tlriﬂ gét QuestiGhrfdemont h 3) . The
Ur ogeni t al D| stress Inven ory Synptons experi enced by

Ur'“arVle'(S"§F5 BYEROBY pants (Figure 8) were: frequent urination
(78% , urgendyakad8%) Leskzpt | Smelnrtouds | cbifagy (67% ,
and emptyanng blawder refddtdp. The laskbga sy r%mﬂbmﬂ wer gain or

T-test resuipor Uanitiors | weenopf aaqivibbl em  (@eare) | eak Blgddeue tdiscomfort

Month O et i vi 0990f f edtQ9%8g 449%168 t he p&XPci pant U168 t h onP81

Month 0 8826 r e85t i ng QHi'n i n0tOBE abdonO®dl regi orf-02fhe 0.096

Month Ovee3ul t 8.0p% eset®d i n Pi2g8re 9, O#I5t he avet-@dfe 0.089
bot hered rating) indicate that all synptons were

Incontinepegiimpagt @urstigBPAig of treat ment and continued to reduce
over the next 2 nonths. The resufrglof the
questionnaire were anal yzed usigregtst hen paired t-test.

Ther eHayaghold siPhysichli c &ntertgiraent | B8 Mirieaye &p9adr EmAipReIhs Feeling

T-test resyts re%hof?ént RREPRIRD con?‘it'HLFéd at HB’H? h 3 2Fjieg pe health fustrated

M°””‘°Y%1 I owPrigbt syrerB : |ng of 998{ ng 1 8423 pot esroéd 0.104

Month 032 | eaRaf® duel @urgen%%%(p = 099101, 098927 0.001

Month 0y pecfilvel y) , O8Hal | of P@&@age Pﬁ“‘ 0. 92, 0.001

0. 015 respectively), and difficulty in enpting bl adder
= 0.024, 0.045 respectively). A significant
CONCLH§§. ON; ve change in the frequency of urinati on occurred

after nonth I nconti nence 1 np

T@J@u|t%ﬁwa|5rséuo‘vnﬁd%9 AL FPiaUle F oA E 5 58 pipegardised for

silica and EVBR6IA CoRRND Wak REBEHVE N F&ﬂcﬂ?%ll%p(&hsﬂéﬁ lﬁlné@)lnt\!&ﬁlﬁence and
Entertai nnent activities and

eel1ng frustrated ﬁ t/g
OAB, mckyﬁgr@.feeﬂue%ycPe%wrwrge&ﬁu apd g{?éﬂe@?'é%r%fpftt PyPign relief occurred

after 4 wéBK3Wr GSafnfcht) Wit Re sbRlEEb0 p%]ﬁé ﬁéiiucﬁh@durﬂ@l e’ﬁpecnally in the 4-8
activities were experience art | C|rgant s

week periggfiugingl treqéaeith Fﬂﬁ%“'%ﬁf"t‘-?ét%a'?'ﬁ %écﬁﬁeg Vg et r'aéwt%oth men and

women aﬁB@varsQ\%‘t' bsocRQPRI ﬁﬂ{o‘r BdVdr8éiféachdns. as the average
bot hered responses, early show that Quality of Life

Aé@ﬁé.ﬂgls;erdomhuraoy gbedinfthis 6ty Yddriorfbbiaftd dlpklior rasgtste @bml
not | onal heal t

ctivities as e and fee| |n s .of
Formula  Apd FETHER) Fﬂ'@“'ﬁcﬁéﬁ%ﬁ%&?ﬁf'@@?&?"&} SRS ineducing al
symptom§mﬁn6?é'f§ |r@6ni|ﬁ14h@élbh6‘ ONEandiREUiLCWORMEXGeMEHcRd e a shorter
bot hered in nost of these activities gthlnl

tmeframey CABBHY JeERPRioN i3l FOTadRGH EORHONEL CEH sIPOdHigY for sica

and flavoR8i@hRsht [sahbre®faétiveRRahbath FatrhilaClosid Faraluld 2pr overent
report ed throughout the rest of the study. The results

of the questi onnal re re anal yze red .

Example 5 eGompaisen é & eHectvaRgss of, ﬂﬁ@fﬁ@gﬁm Prﬁtfﬂ@nulatlons
per ciRindwlagionsit 2and 3) for Usadp the Rigventianand Sreatment of
and Ysiiagy Incontinence and Overactive Bladder (OAB)

GENERAL

The aim of this study was to compare the efficacy of three of the tablet formulations of the
present invention, Formula 1, Formula 2 and Formula 3, in treating the symptoms of urinary
incontinence and OAB by analysing the results of the Incontinence Impact Questionnaire (l1Q)
and the Urogenital Distress Inventory (UDI) from each of the studies. Formula 1 is a non-
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activities, indicated by positive changes in response
to all questions (except household chores) by the end
wobkoosloes78s udy. Significant inprovenments in trar€l/1B2005/003370
greater than 30 min were réported after the first
nmonth of treatnent, with further positive effects
standardizdvifordd aaseased irhClinieat tud Fixamale( 3 Formulg Pruses ap o agyapse extract
standardr?eooﬂaf‘mﬁ@o?ro \Né(?ééé)essé@c IF\ ‘?flln[% S fE)@?ﬁBI@% &d Formula 3 uses an

ere was rovement I n
E. avense enfracistayelatdizesior $lkma|an|d lavr@rh)lc( ponteny, @Qﬂv%seswgn Clinical
ctively), and feeling frustrated (p = 0.001 and
study Exﬁﬁg respectively), entertainment (p = 0.015 and
4, respectively), and physical recreation (p =
Study Dgs' and 0.012, respectively), which indicates that
Intohdertie diseqity womipareste eHeetivedess af fihe rpreodiierent tablepformulations,
thod of
percont (YRl b Rt 1 B3R el oSt e manod o
analysis v@salsetiforogomparigon aw e10ath 0 (bpselined palkee i eaehi qﬁﬁmﬁﬁw@ﬁvaﬂed The
frequenc;} 5’f u%léq‘ ndcRid \X/é'eco‘lr@ét R/] %s?é@dqa'i:%rrﬁﬁlétztenﬁrlforﬂnﬁla% only.

| nprovenent participants th

RESULT§?¥Wb RegssIN ef or a reduct| on in the severity in
tons of urinary incontinence and

OAB
Thaqr@rswé Fyn theediifany Pistiese inventary (WRjindigaierthatfiosenyler2 (standardized
for SI|ICOn(HOﬁFe(PI H¥dla hid R eredfenesesdthiate®to P&HU%H ts‘pb@“ﬁ&allﬁll% the areas of

ues) Urinary D stress Invent or¥ I ncont i nenc
frequent yripgkien, Ia@@e idyf fafecling pf tiaeney Chragl @@@Uﬂ'tﬁ\?éW?ler‘Qﬁ (drops) and

difficult éfﬁ& pkage Small amounts Difficulty Frequent due
ety K@I atdﬂg to of |eakage enptying Pain or T-test

Fcfrﬁﬂél nfstéﬂfdaﬂﬂiéoof@r gfliigs 4 W&bh&lbtcﬁn{eﬂf)‘%ﬁé%)sh@l/vﬁd@ 86 the most
di scontort Mont 10.5 0. 096 168 0.015 0. 16

effective ip redcinginanodigisess (@Dd))s ip@'fmllufr%ﬂmiuwmn 1egkags glue o feeling

or urgenc? BR6 Mo Gty ScSughiRg, %&%%gos@§9a90%§ o@legﬂé_gé)(ﬁ%%) and

ncont 1 nence | npact eStionnaire Travel greater

difficulty enprfingrvaddephy shewing Britigher AeieRBTRIBEIoRiH symetﬁmfefﬁatw (Table 11).

All formulgﬂms' PBRed Be RlakNE A chiegiveR&s3Uh F&dueiMer=dior Rl Baih] %Wever since
activities honme activities health frustrated Mnth

less than ¢@%of pantisipanto@perencss this ggmptym aiangntiothe rfé‘dtsl\ﬂﬁﬁf‘ﬁt
Con&dméﬁqo%egwﬁﬁ%aﬁ 022 0.015 0.010 0.052 0.081 0.001 Month O
VS . 132 0.012 0.004 0.015 0.01 1 0.029 0.001
Tablmém réBectiof SV bdtherel ratHgSof DGy Fdtfiugat,2 ahB3tat month 3
Formul a 3, containing E. arvense standardi sed for
siTrca and TTavonol d content, | wasneld €Ct Forghuld2 | Formula 3
FleQ0eMiUMhafibh SyNptoms of urinary isgcontjinerpge and OBl
LéGhFELO% TigEAGENCY, Nnocturia, ur gegncy and 7@l adder 74

LEISHOTRIREN to UMy OM T el el octur &g 50 68
Small amounts of leakage (drops) 61 64 66
Difficulty in emptying bladder 57 60 63

Comparison of the Incontinence Impact Questionnaire (11Q) also indicated that Formula 3
had a better response (shown by reduction in symptoms) to all the QOL questions than Formula 1
and 2.

The number (%) of people experiencing the symptoms at each month was also assessed.
The Formula 3 showed increased effectiveness, in that there were less participants experiencing

each symptom by 3 months, compared to the previous formulations (Figure 12).

The frequency of urination and nocturia was only assessed in Formula 2 and Formula 3.
Comparison of these results indicate that while both formulations were effective in reducing the

frequency of urination during the day (by approximately 50%) and the effect was seen by the end
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after 4 weeks of treatnent, with the severity of
synptons reducing further, especially in the 4-8 week
w@eotcons7as using treatnent. Fornula 3 was sui t pOT/EB2a084003370
effective treatnment for both nmen and wonen and was not
associated with nmajor adverse reactions. Accordingly
of the first® meak&of3radbaenti MONWﬂVér Fouayla dessperielittadosupard iB rreducmg
nocturia \@ﬁ'fséjbé‘% rééﬁc@&ﬁ aﬂ'bﬂjgé b%w@%%gr%%i/ fhofith I Qﬁ%b&aﬂsa greater
ncrease

ctrveness in reducing all
reductiongty frequsmsy (6% compangditp 63%tat mante3ndabedd)and resul ts
were experienced wwthin a shorter tineframe. This
study defeblsti2at BerceniReqmasmin greyuegqyrﬁfé,lrmaﬁen E.
arvense standardised for silica and flavonoid content
is nmore effective thBAYboth Faodmula 1 htormula 2
Exanpl e 5 CdmE@fndie? of FerAmwlas fl e FpiMdadsd dforiyia 3
Month Of wsridertth ddbl et 28 or mul at i26ns (Forn3f ati ans 1402 ang
Morgh OfvsrMdyge 2i |n _t hé1Pr evient i48n and Tr4t ment of 90k i nary
Month@ossthoregin8g and58ver act i Vi@ Bl adder63 OAB)| GENBRAL The
aimof this study was to conpare the efficacy of three
he tablet formul ations of the present invention,
CONCLL@?}#UI al, Formula 2 and Formula 3, in treating the
' te
TER/FBLAT 0 o A4 IR0 HRRERRGATEIS QAR B A 3 bt
with majof Bdyerag teactiensurAlguaparations were & §CtIVﬁ\}'é FRASIEPG (ﬂJ@Vﬁ”pfOr”é)‘-'n‘?f urinary
mcontmeﬁ@é:ghqo(f)ABhﬁcl%Mg'fr‘:éaue Q@ H&ﬁt@flal ng%n@Qﬁ@%Fa@Héad@doﬁﬁgrt All
a assessed in di'nical stud 2; Formul a
preparationg jere shawe to give éM@@togktdlafcwlﬂsﬂ“ﬁﬁé‘é@rdY geymriemdedyctipn generally
being fas@?%nmrgﬁ%ﬂmﬁ BorfAuld SAd Feindy sExamalig 33Wasatﬂg most effective
ornmul a uses an E. arvense extract standardized for
compareg Mth Cormead in refueingingcidat ent and was assessed in
Cinical study Exanple 4. Study Design In order to
Inoﬁwwwwlﬁgmda@nﬁwéowwéeﬂweowgére@ ing ppamptamg of urinary
mcontmegbé %ﬁf ﬁer 5 @ls%ndfaﬁflfﬁ-ﬂlbﬁbf %SE APRIN3E Rir sfiiddn '(lﬁﬂh'ﬁﬁd DNmproved

rating guesti onnaires

Wer e
the effecf@y@ngga(@‘dhe mlgalﬁ@mwloafangﬁrag yiap durise oplirpiged Ky standardization of
E. arvenscqupl%th%ﬂﬁoﬁ%n@ﬁé‘&&ho@s((bmlé gg) values in each of the
studies varied frequency of urination and
nocturia were d| rectly assessed in Formula 2 an
Example6r nSilicon Desting e SgrimsilatipngUsadsa mom\s-mm Overactive
f r onBladdenTnirlsy Di stress Inventory (UDI) indicate
GENERAL hat Fornula 2 (standardi zed for silicon content) had
b hi gher effectiveness conpared to Fornula 1,
In?é?‘eq%kcfh' \Fag.la |<¥r{ bfr%glfclaﬁ c@ﬁt@ﬁf’is %&pé&&ﬂl,Hqﬂéraﬁ%utfgﬁ%r’lrjﬁﬂatlon? as many
excipient$ earktangesll(:dm dpsbdeamletat isf ¢<maldegedeamri alsasbaidelform.
Formul a 3 (standardized for Silicon and flavonoid
It bembeert Juggasteditatrintesbageh variatian in sikgoneentené of the formulations used
in the chﬁtﬁjﬁé?\i:Qgn&‘BY&Qét}(/ecﬂlazﬂe? R ¢ rbsulfiR @ felSidds siicdr finggWelow the
arination, o feeli'ng or urgency, age
therapeutima#yaoti\@cﬁlhconthwel eeughlehg, sneezing, small amounts of
| eakage (drops) and difficulty enpting bladder by _
Thd boinmia 4 useq)meClinical study Examplet 2 erpduged heparsniic @%@qﬂw}ess in

relief fron(1 -Is;%bt%m]s]c)f urinary incontinence. As this formula used a non-standardized Equisetum

arvense extract, inter-batch variation in silicon content of this formula is likely and may result in

inconsistent effectiveness.

Formula 2 (used in Clinical study Example 3) and Formula 3 (used in Clinical study
Example 4) were invented to resolve this problem of potential inter-batch variation and
subsequent inconsistent effectiveness. They included an E. arvense extract standardized for

silicon content and a consistent quantity of added colloidal anhydrous silica. The testing of all
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Al'l formul ations showed at |east 75% effectiveness in
reduci ng abdom nal pain. However, since |ess than 40%
wobkoopals7HEi pants experienced this synptom at npeT/B20905/003370
the results are not considdped to be significant.
able 11 - Percent reduction in bothered rating of UD
three form@lptlcpr&fﬁmlg:og contghlwas gpdersken tcgd@gmg@ thegfieosee pfhrg)ssmle inter-

batch varlleﬂi%ﬁ iof FORALES 1 laﬁa@&&or@#r%&hétqmapélﬁlc(leh@s & shiRoh BFH F@inefined when
that Fornmula 3 had a better response (shown by

using formgigtiens mtalwngﬁnﬁ%ﬁﬁe witle Sfanﬂartdﬁsd efieoyeidentons t han
Formula 1 and 2. The nunber (% People experiencin
V@W’féisst?ﬁtﬁ‘edﬂ%th%ﬁs f@éEﬁaﬁ‘ifﬁigrﬁ"WS@, Calﬂt@a & sxailable anehpay produce
variable @Qul@'ﬁe?efé@qwgamé et ARRMbANALGdddVBNESh, sa'rrfblé e ICPMS test

ere were ess |C|pants e erlenC|n eac
method OHVGQ“M%R%@ th%%ﬂtgﬁﬁ dRrmgcengia @"Swaéweﬁo Hﬁﬂﬁ@’fh@% ggmplete'y
destroys afFoif ﬁ]oile%hles The ct)rrngasum Yeannngﬂlﬂﬁé Ismeo@wﬁ.cﬁ Q&h tHdndoe
was onl assessed in For nmul

measuredgapash 20 icpR @'éoé"qeé%”tf% Th'a.na%{'ﬁ@ mﬁa%uraﬁ?'|' glligapand does not
differenti&te ket idkvaldieard hes-bbdbable FRah ©F Bcdhe frequency

of urination during the day (by approxi mately 50% and
RESULT$e effect was seen by the endof the first 8 weeks of

treatnment. HdweveY, Formula 3 was S”qué' or to Fornul a

Formyla { containge ReREaPPardiged i 21696 PEsEt Maan festing, this Bateh of

Formula # $ABW&dTs s*ﬂ@érﬂ&)r@é}ft@r 3‘$ @ Fh@'pémablét @aéﬁ‘ﬁéb@f Wa@'dppﬂmmately
1,000 mqioeat er reduction in onpared to 63% af

ArgHbaFaveThpAeh sz'iorwéfbi g SISy e BTt e Shawed 14.5 mg
per tablefF("aQQxH eélé‘dh t%leMéﬁéﬁﬂr@ﬂn@ngl b@(b %) Tingis rgaw]nqé;,_&ﬁ(cﬁ \mr@tlon of

i ndi cat e rations are sa

apprOXImﬁaly é%é &efl ﬂ%@gw frh"‘t %FB IUS%?S\?e"r'%r gelpR g¥ah HLat 'SA(I'qt Sta”dard'zed for

silicon th@tfs@@ﬁﬁc%ht iARS-bARh&afh i@ Cih 's)r@oﬂ) Borft@rﬂ%bﬁ acalr] I¥PiteNSilicon
urln%y i nconti nence and i ncl udi ng freguenc

content Vﬁg%ttqg]rqf is ma@@lw andiwhetsdhe po@pggalllﬁ Relew tphgwn to I%/e effective in

earlier refSRBRANAEXFRBEAE F&IUTE MdTapsutBicrectiipdsom rel ief with
the severity of synptomreduction generally being

Thig a6 robaé\demrtﬁ tHEPgUpREq Wdrit Bafch of Hb@nda &kEntaMingd A5 & of silicon

s the nost effectlve conmpared with Formu
per tablety T Bl pep eGP 20 TIcamSietig I arToT Grised s orgina
productiop2wenedfiFRehild anRmtaihing BA.8ahd Bilcahy iR tauIEt. Watsl hbthsHown)
i nconti nence and OAB. The standardi zati on of the E.
F@m(ﬁlz and Gbrrlh t Pctft@hl‘h ($ePanTE] &rvdsd émbat;/@dudaia@zeo{ for silicon and a
_ eC|vns, 0 e orjgin at i an is S..
consisterf ALY SEIP AR AU U ShiRiaDn (P oT M AR S5 9 shoied siicon
content pbotalme‘Bbf J_Lr 1.6 Pngpard éfd %Wrd@blétFWsﬁH&t&e@Xa?@&Mh @alflet was
e t ornul ati on In.lncontinen
approim3iety £ H6F | ESSer et ert S Ha-RemRts THERmeh A, Shown i
Clinical sitaly IEXbinple Qf’to Bé kh@éﬂem@ﬂty%mbcﬂnﬁe Axm%mtﬁéivarlétlon in silicon content

between E@tpﬁ@%gﬂ&é%g{/vgrégyng ti;a%gglveﬁ%zng/m (g? IrcgdnL}c ion P tthe wﬂer-batch

variation BOForatus0T. bR lodldf b éRpetledhingt uh@nelmatswmnbﬁ@vhératthe same formula

ch th
(either Fq:nallu%ﬂ gralzqgﬂlg}laﬁi)lé(@gré %geél)nwcilllé Eg (r)nrllnlr%?zgtd eer\}(ten ?urther Ssmg these

formulations with E. arvense standardized for silicon.
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in the incontinence and overactive bladder trials can
result in the level of silicon falling bel ow the

wo b@capsgut i cal |y active silicon | evel per tablrCT/IB20ES/003370
Formula 1 used in dinical 4tudy Exanple 2 produced
therapeutic effectiveness in relief from synptons
ur i nar yablecidnt Rasinisof Sison trsing usingiGPVIS &F Method

non- st andar di zed Equi setum arvense D)(fJ_al(‘f_‘ Total % Sl
: °f" | _Tota ilicon
Formula ! nt er - bat Crbe‘é@l’l}btﬂwtn'd?'i*ohﬁhlﬁl i COﬂ COﬂtEﬁ.‘ COPhil s (1000 rr:g tablet)

Frla—i-s—Hi ’ - estHt—+n IIIL, L
1 1g|n é’t
i %Q“’lal f\?é'%‘?q%r e§cr% (ﬁn% rnpoeeg | [LO i ni calo st udy 3.40

DG u uSea—+h FReat—stut
I'
YQ LR A=A A'A I \PAVARRVAREEAV]

m

lnfo'ﬁma\nﬂmﬁequmy %K; r~| tor acnl veit hlJ1%P§r nhl ‘Zn nF 1.45
lmervecipmula-Hith siapdarized Sfigen gReHnd | subseguent 4.16
b F?QI”EQJS'H?I SE‘F“F @(s?:?ﬁd 'H %np eEn\/ |nn '\ISgd_edCﬁ;gnE

D » O 'r||Jr1rD"h

er%@jféWPd@¢'S§§‘ ¢ §ilisan ﬁi‘?ﬁt si | i corsomont ent ands.es
T\%Fegilrqulc in ol | rn a! anlm:n]_ILnu

\“AC =]

silica. The testi ng of al Ithree formul ations for
It Shbiilé 88 nodttRAtttolan% siltdr deadribedtim Talslk aBnmceiesibetideigasdable

oo T e S e AR R
eXCIplentmmbmamdrgmnmmném nihatorapenentsndfad tablegof-ormula 2 are
i con _conten

summariZisit g op ik SR80S BB P PG S LS BESts are obtained
with formalatioh @ith etzmadrdirey AyusdiLee anehs@abkteact psaphitadion With rag feastabout 3%

stcon. 1§ LSRR oL 5 SIS i HeRBI Ry FBoum amonce

extract pfapardiiBe MR :aale(aBFébdMiS%ue @toutTI8% siffiedr dd aoothpt pﬂefdr;ed_ embodiment,
estroys, a r in i tiaon n
o o AR BB e OB b B e

about 5%lo@holiB 1 0% ehivorli Pxiet ar)lothamrefelrred Ehitbdimedrihate ferasiatios includes a

RRSANCIVNE YT R YT T Y

RESULTS Fornula 1, contains a non st andar di zed E.

2%323961627{?ﬁ"%!%%ﬁ‘?éﬁ?gs“‘mgﬁ W%U%?r Bef) of ozgglcﬁ '
—tablet—was—appr-oxitrate] 10001 attcn
of Fdngtdoberit:%s teste y?t}ﬁ;%ﬁyl ilcon ggﬁg;?t; %dqéo'Fowed

[l a) ch-ltabl
C. nuryglar(@Rilhmt el y 1, 000 ng). BA0s i9 an inter-B¥ch
E. arvensa @t1,8f0 8f) appr oxi nat el y3®0% and hi ghligh®s that

Ca phobstnteisi ng a Horsetail | extyact thhat is not Nil
Mg ph%gemgrdl zed ror SiTicpn tagT Sifgni fi cant W,t er-pbat ch

. r=oatTl
Collodh A B ant st | aroBP2e s o B o o]

TATTU

Fillers; he content falls bel ow t20%6&hdun to b8 (BINBEMY ve | n
earlier researchntalis ekpedio88 ta reduce th&rapeutic
effectiveness. This was observed with the subsequent

of Formula 1 containing 14.5 ng of silicon per
CONCLP’%&{S& Thi s batch produced poorer and i nconsi st ent

d
Aé:longaﬁeﬁhi)rgvintgto ﬁtodrtﬁ?rﬁég@t&régfe &‘I(Pﬁ% gﬂ)r% ){ffgﬁerbdaattcﬁbcontent of
silicon m(tt@te&telddbrn&l’lam/\wéreﬁnmnmked 2Tlaen®sEHrr ofitesting d@dtﬁbrem batwhes of a non-
standarszsﬂ §fl|\§/?er£§?entglﬁtgrﬁ ?r{m?ﬁt g;cnlgnjn ) SR%\H ﬂﬂerj a%h Faélgn 066%0%. Such

batch vatiations g eXpectad| ta rééuﬂmmlm%oss’nsmﬁcbrd redthoedcme\(ammwatanfj drerapeutic

. tablet of 41.6 ng and 60.8 ng per tablet, respectively
effectivenesini n, each tabl et was

Formula 2 and Formula 3 use E. arvense extracts with standardized silicon contents and a

consistent quantity of colloidal anhydrous silica, so consistent silicon content per tablet for each
formula are obtained. The variation in silicon content between batches of these two formulations



approximately 1,000 ng). These |l evels were above the
34.0 ng silicon per tablet, shown in Cinical study
waz@apisg4? to be therapeutically effective. AsP@EIB2003@®3370
variation in silicon conted2 between batches of these
two fornmulations was only 30% a 50% reduction of the
was only Bﬂ%ea 5b%i redustioni aitficontepbateb vatiationiof Formwe . dt euld be expected

that lnter- ﬁ&/%\ﬁ&éﬁh% éirtﬂégénr?gﬁé ﬁg.llé/ %ﬁth&t llrhaz(‘%%lﬁv\er iy Hpeven further.
wléld% %‘?a'@oﬂél@eﬁﬁgpﬁﬁ’aauéﬁfﬁ)} &esrtar’rb%‘rdweot HRD content of E. arvense,

at 1 oNn rvense standardi zed
the bioavailablecsiitonaiohtent of the lwsnlianscasfbe’ standardired @%rttahlgt uBhifgvoids

negative fs%@ésas%g yfé‘d%g‘n %attcr?‘\lf#féltlgemioé | nc?olé Btor QirRéntYo

"con descri des both
THY R4 oh 3P Srrﬁulé bGRR Fohflliald) ﬁntﬁ%ﬁ%ﬂh@e@e&aﬁ%ﬂiﬁ@@ Hiflton content
arvense extract preparation an i con from
of E .arvapge; pinnizes thatirethlerras interrkpieh vasigtiomingdlican (capteat of feignulations.
0] 'S f [
Subsequ%ﬁlgf% rﬂ?% g%’(t)e?mt F%%'Stg/et rtfé?é%@g”él?ﬁ‘te?fleﬁ Vrg?]tffﬂlég%@aého@ﬁﬁn Clinical
studies 3cdaerd 6t ent good results are obtained with formul ation
wi th standardi zed Equi setum arvense extract
preparation with at |east about 3%silicon. In a
preferred enbodi nent, ERUMAKENES:ti on i ncl udes a
st andar di zed EqQ ui set um arvense extrac

Wi edovardas s Beet S beY RBRISAISMAN e SRecGembodiments

thereof, AP B &hdBsRIoRIth&dt i8 CheshIeBMusthdritRodifdaivh, aFumﬁermeé tudes
a standardi zed Equi setum arvense extract@%he ara

applicatiogjig ftefidedda §oVerRel vatafions UsssRr afgntalipny eidhe ﬁ”’;}’& including

such depBR@elonPihefpsdeptdisabasts BE dbmetWithir I@Toln dtoustdriane bradese in the
a standardi zed Eq U|setun1arvense extr 5&@% tion

art to whigh the Iavent'@awtalamﬁnd@% fail yjthig e seopp & %t? P ﬁfff@%’fﬂm
of a Forrmula 2 tablet CONCLUSI ON A consi stent
preventative or therapeutic effect would be nore
likely if inter-batch content of silicon in the tested
formul ae were mnim zed. The results of testing of
di fferent batches of a nonstandardi zed
silicon-containing formula (i.e., Formula 1) show
inter-batch variation of 60% Such batch variations
are expected to result in inconsistent and reduced
preventative and therapeutic effectiveness. Fornmula 2
and Fornmula 3 use E. arvense extracts with
standardi zed silicon contents and a consi stent
guantity of colloidal anhydrous silica, so consistent
silicon content per tablet for each fornula are
obtai ned. The variation in silicon content between
bat ches of these two fornul ati onswas only 30% a 50%
reduction of t fe iri er-batch variation of Formula 1.
It woul d be expected that inter-batch variation using
the same fornmula (either 2 or 3) would be mnimzed
even further. By the use of a consistent optinal
guantity of standardi zed silicon content of E.
arvense, the bioavailable silicon content of the
i nvention can be standardi zed per tablet. This avoids
negati ve i'ssues associated with batch variation in
bi oavail able silicon content. The invention of Formnula
2 and Formula 3, with an optim zed, standardized
silicon content of .arvense, mninzes the problem of
inter-batch variation in silicon content of
formul ati ons. Subsequently a nore consistent
preventive or therapeutic effect results, as shown in
Cinica



studies 3, 4 and 5. EQUI VALENTS Wil e the invention
has been described in connection with the specific

werdodistent s thereof, it will be understood theCT/iB2005003370
capabl e of further nodificadion. Furthernore, this
application is intended to cover any variations, uses,
or adaptations of the i GleNMM®n, including such
departures fromthe present disclosure as conme within

We claimiknown or customary practice in the art to which the

I nvention pertains, and as fall wthin the scope of

1.t he Aapeshraertating epsROSPVSOPRRTiSINgiantrafeva prvala Stembark

Kirsdt ek ﬁl’oﬂtvﬂt\l‘ﬁa ili tent
e AN S ORREN 100 SR s o o

from abougq%! obarh 1% slisen hase andpiandy WRIHR &F Hiei leyisatym agvense stem
extract pr érét&ﬁnwﬁ%ﬁﬁﬁﬂé HefREdRAAINE cg batiGPRYSmIRAed bk A @al dosage unit.

ased on tot dry wei ght “of the Equi setum arvense
stem extract preparation, wherein the herb-contain
2. congdsihertrontaining GemPeeiien akclaim bvdlereis &g i stermbark

preparatlo-ﬁr@ pré%éﬁt AANACEtRHioR HERPMJut 91000 ncFloaibduils, 00t fgedri weight
Crateva nurval a stem bark preparation is present

equwa'enﬁtpeéotﬁéﬁ@%ﬁ‘ﬁerlﬁ’t'ﬁ on from about 1,000 ny to about 6, 000
ng dry wei ght equival ents per or al dosage unit. 3. The
3. her brraQiicohtaBirgERNsibe Bf QhintA aiherdin twmeme\m fureala stem/bark

Crateva nurval a sten ark tion is t
preparatiqags eeqsﬁﬂtaatleownp%trﬁt&?ﬁg@m 3L g%ﬁﬁ @?&8&?‘5 §8§ ‘ﬁﬁ weight
equwalen{},rpér\@ﬁélgbgagmm.tval ents per oral dosage unit. 4. The

her b- contai ni ng conposition of claim1l, wherein the

g)ﬁf:Tevahegtg % gﬁ%ﬂq%gm%%{hg% %{Sgg q@tvlt/tger}gb (%) Egastent @g/ala stem/bark

preparatndilm pV&le@fét enceatrAohsropeabaut 2)500 sgipeahont 8,506 mgTdrg weight

ES[ qntal ni nqg conposition of claim1, wherein the
equivalents; gt 51 §P529F ‘Eﬁhl setum arvense stem extract

preparation is present at a concentration from about 1
5.nmg tMea’mel-bo&a@ﬁHg cagnpbisitionef ghim équierainding stapeardaed Equisetum

osage unit. Q. The herb-cantaini f
arvense <7 807 Mavardion | R ShcH S 0PhRU B FOTRRRM L P fgoutso00 ms
dry weighSéquivaterits pet orpl ég@ayatunitn i s present at a concentration

from about 500 ng to about 2,500 ng dry wei ght

eqw al .en er . of : :
R o RA M o dR g s Eaustur
arvense stdéraegiasial Ipz&pﬂirﬁlqml is ptesantat aeosecrdtation &rimratout 500 mg to about
pre | ncentration from about
2,500 mgf{%@@'gﬁ{; qo aé%rbng"Sg’gE‘Ef’%nﬁgar;g wei ght equi val ents per

oral dosage unit. 8. The herb-containing conposition
7.0f CTre arb-confaining commsnt@n@ﬁdamzu'l 2whergigihe etendargized frgeisetum

arvense %rﬁ %}(tg% Fecpfr%[?gﬂ%?etséﬂ 2 uCtOH[i&E%@Bn %g?ay%\%g? ggb Y foUBout

2,000 mgelqyivegheedquvatents peadrabidesage uoibi t .

8. The herb-containing composition of claim 1, wherein the standardized Equisetum
arvense stem extract preparation is present at a concentration from about 1,300 mg to about

1,600 mg dry weight equivalents per oral dosage unit.

9. The herb-containing composition of claim 1, further comprising anhydrous colloidal
silica, wherein the total silicon content of the herb-containing composition is from about 10 mg dry

weight equivalents to about 71 mg dry weight equivalents per oral dosage unit.



9. The herb-contai ning conposition of claim1, further
conprising anhydrous colloidal silica, wherein the
wo otoalo1sd i con content of the herb-containi ng PCT/IB2005/003370
conposition is fromabout ¥ ng dry wei ght equivalents
~ to about 7 1 ng dry weight EC1UI val ents per oral dosage
10uni tTheterhenthiping-commositinn afclaishbdyither sAMprisien anhydrous colloidal

silica wh{rﬁf'nttpﬂotiﬁ%m% b ShitEntdt Iﬂéféjﬁé}H%oﬁt%le@ Shpotitioh G fromiBo8i 16 mg dry
’ e total siTicon content of b- cont ai ni ng
weight equiveleotsite iabeuti4d mg g weighiteauiyalegisapey %ldﬁﬁ‘t‘g%@fﬂﬂ val ent s
to about 45 ng dry wei ght equival ents per oral dosage

1u Ni trpeliery -EaﬁtaMﬁ{gbco%HHsﬁibﬂ bﬂaalﬁ@ﬂﬁgﬁhérlc@mpﬁgmg |aﬂhydr&>us colloidal
rther conprising %hrous colloidal si]ica

silica, wherh@ the tofal Sslicpn é@mitee‘d?ftt heréﬁwﬁ@'%?%“%ﬂpﬁu'%ffﬂ@ & Sboct 25 mg dry
weight eqtﬁo @%’ tb 'aBBut' 1 thi AR REIGHE e/ alEht<der onlidaBAgeahit. val ent s

4 nmg dry ‘wei ght equival ents per oral dosage
unit. 12. The her b- contalnln% conposj tion of. cl %
12 ur tﬂ“@rh%mﬁ?wwoﬁ%@wﬁa% gim ({HiagrFofmpaising p OSph"m”S

wherein tlﬁ’ebsﬁég@ﬁ&‘b% id SreBéf S8 BlcoAterrafiGEStabatl Dmgfdrp WeRfPOBguivalents to
i ght equivalents to about 60 ng dry wei ght
about 60 e@uirv afﬁegh'i Qayrens RFT AGsHFEIBHNE. 13, The
her b- cont ai ni ng conposition of cI aim1, further

1% ONPTHcShdtB-cBRRFMPEMISositiwh @F Eliaiin Uhﬁrtpérm’(mismgaohosmorous

aerin B o S0 S8 ST 83 8 el e

to aboutw@ab dépﬁ Rt etliialentdperldial dveage asint ai ni ng conposi tion
laimI, further corrprl si ng phosphorous, wherein

the hos rous.is 0 ntrat| fr
1ot NGOG r BTHOs0S Bedh o B Rlg A Shgrous.
wherein W& pﬂcbﬁpheﬂms\r@b:eeém garcontaltratios frg@ aboit 20 . drillveight equivalents
%b cont ah@' nug{ 03| ti o sof Sllgl m 1, further
to about Wﬁrdir%Y"ﬁ'Q & %rqra P9 ciumis present at
a concentration fromabout 1 ng dry wei ght equival ents
15 0 a‘ﬂwmerB&omlrﬁhg/cmﬁ)cgimon@ﬂ ulainaf giuttberpemmisiiy chigiugevherein

he her a| n
the calof s Bl vl 1 poBRERR bty B about 30 mg
drywelgmeq&ealéntetpeaomoucwgenﬂﬁtl on from about 5 ng dry wei ght
equi val ents to about 25 ng dry wei ght equival ents per

1%; a'(:moﬁ?r%ecoﬁ{%' ri rp%égm ﬂ%nrb? R qnllu?thgﬂ %ﬁ%ﬁ‘%oc?dliurﬂ Mwherein

nprising calc
the calcnw:ralsqoresmt at Pprersentratiin faom ahogrit mgtdmmelghfoeﬂtm@dﬂﬂts tpeabeyt 25 mg

oy woio B e B UG o on «1” The " "

her b- cont ai ni ng conposition of claim1, further
1T onpThehery- qmamug oompastitiangif elairnd, fuatgﬁre@mnﬁam gRiciganvherein

the calcu@ﬁI d‘,aR/r&fo ?Pett £d) eﬁ[}a{l&g@rﬁggb’&t 1h rﬂ?dﬂf \Me(gﬁﬂl %1 vealretngs tgearbout 20 mg

dry weighdeglivalestager oral dosage. unﬁhe her b cont ai ni ng conposition
of claim1, further conprising nmagnesi um wherein the

1§agn?ﬁé Hé?b'c,;?]){]%nrﬁﬁé’—% Bhsithnc A ‘r:‘rﬂt1rﬁ1§&\8pc<§ng;?‘\;/§‘ %ner%lum

ents to about
wherein teq mmagaeenmgs peaseo’r@a ehnsanpfeation p‘rprrmpoulrh gng dry welghgt equivalents to

about 30 '?%g%r&% |9al‘éﬁf§35e§ bf{%easébfe Lﬁ’]ﬁal m 1, further

erei'n the magneS| um | s present
at a concent ration from about 10 rrP
18qui Vg berbscongaining composition of claim 1 urther comprlsmg magnesium,

wherein the magnesium is present at a concentration from about 5 mg dry weight equivalents to
about 25 mg dry weight equivalents per oral dosage unit.



about 20 ng dry wei ght equival ents per oral dosage

unit. 2 1. The herb-containing conposition of claim1,
wob@ceisT4s he her b-contai ni ng conposition is forPOTiENEH03370

inadry deIivery system 232. The herb-contai ni ng

onp ere n th erb-contai ni ng_ .
6 gélé ron o%éan@h?b%é?snbo  al qﬁir@eﬁg?m?/résr‘r)‘g %‘99,‘?%%4{”%
wherein 123 magmesmrlbpwnnmtm mcentrmloe iftoiroabantt 106 Inay dvy weight equivalents to

about 20%5@'%|§m%ﬁp‘§é@r e%} gl'epdg% qm&OSI tion is fornulated

n a“con I'ease”ve 24. The
her b- cont ai ni ng conposition of cI aim1, wherein the
2br al TheBergecontrining sorspositisne claimorh, whereqr e e ositsiningg

composnﬁ)fn. Bridkk&tin o dg| eLustpsul e; and caplet. 25. An
% cont ai ni ng i B on, conprising: (a) a Crateva

nur val a stent bar k pr epar ation present at a
2% oncthr herbrcontaining eemrosiisoul clirodowhereitr reertgbentaining

composn%ﬂ% FAnBRE iR8Nig0f@lelitdy 39&emni t; (b) a standardi zed
Equi setum arvense stemextract preparation with a

sili con cgnt ent at | east about 3% silicon based on
230t al heiPsroweNRting sorpprsitio Af sleinath whereinste seencaentainiagt

compositi@hﬁﬂspﬁfrﬂb!a@dun vhehebiRdlBRa8é a8l@edi zed Equi setum
arvense stem extract preparati on i s present at a

onc tlr% i)l on of at |east about 1,500 ng dry wei ght
qU| FIPSOp@NIng SAMRRSEIRYET GRRIN - 1 Wb,e}reﬁl the gl d§$€PQecl€iW is

selected mﬁgw%}mb icORsistingar: 4 RBR; @PSeré’rzca}sﬁﬂe dhdf cHfeght
equi val ents per oral dosage unit; (d) hosphor ous

Lonc t|o of at |east about 24.9 ny dry wei ght
GQUI&F% t?”%éﬂm%?%mp g ECURIENY: (e) a rragneS| um

onceptr.ation st about 14.5
@ qur 4 QR et sEb AR Siesiraiineresry SEa galcaniafon at least about
3,000 mgaimneeight eduivatents patorbledssbhgabayt 16. 3 ng dry wei ght
equi val ents per oral dosage unit; and wherein the

(bher b standardinéd Fqodetosavense stemfextrattppéiatash with #Eiléon content

. 0 W ;

at feast a8 3P i as o on kil BT L BniBa Rt RgtcbRysar Fom §gact

preparatidny mimated the standardired E@}lﬁet@m)ar\f%ysé efém 8)7tra VYEI%paratloF is present at a
Qsitian o rein the

concentra{t;lgﬁ gf %tg%s"f‘aﬁeﬁgl i@ﬂ%g?m nglﬂh esqu? é?%ﬁ %eréﬁa S30¢ P@fﬁl d

o B A R B SRR Pt

oral dosaQQMMI ated in a controlled-rel ease vehicle. 29. The
her b- cont ai ni ng conposition of claim25, wherein the
(dor ala plwsperous condestratedneaftat thabt abrout D& 9 gng iy \mmleamva@nts per
ie tablet; dry powder; capsule; and caplet. 30
oral dosad¥ uni
Al freceut i cal conposition conprising the

(e)her % I‘F\Qé“e%HM Q&éﬂﬁ%’t%%i cgfia? [eagtf ab%lu§i1 215 mg dry weight equivalents per

oral dosage unit;

(f) a calcium concentration of at least about 16.3 mg dry weight equivalents per oral
dosage unit; and

wherein the herb-containing composition is formulated as an oral dosage unit.

26. The herb-containing composition of claim 25, wherein the herb-containing
composition is formulated in a dry delivery system.

27. The herb-containing composition of claim 25, wherein the herb-containing
composition is formulated in a liquid delivery system.



1 and a pharmaceutical |l y-acceptable carrier. 3 1. A
phar maceuti cal conposition conprising the
wheooeAcsTat ai ni ng conposi tion of claim25 and aPCT/IB2005/003370
pharmaceuti cal | y-accept abl gé6carrier. 32. A nethod of
preventing a urogenital systemdisorder in a subje
Bne nEEhsib-conBining Qﬁ’@ﬁﬁ’é;’f?ﬂ pEelain 2% wherein éh%fﬂﬁfPéef‘t%'fhng
composiz}@h fsﬁoﬁﬁmﬂﬁt‘%ﬂ% QQo&FolIEB-‘?eIHéé&\%HIdI@ system di sorder is

e conposition of claim1l or cIa|m25 in an

anmount sufficient to prevent the enlt Iy
28 5 01 Eherergom tpNACADMIRSEITER OEHETHY 52 f af figsge unit is

selected 4 &R &dlip BY*didtiny &F- SOEB.E; dhﬁp&ﬁiéﬁ?%d@)@ul@r @m tdgetgr oup

consi sting of: urinary |ncont|nence enuresi s; benign
rostatic hyperplasia; urinar cu .
B i nah ph haTPRCPUGR} G RUSHION-EAMIoN S'ﬁgﬁ%%efBT Oﬁ%@a %fa“%OSdf'O“ of claim
1 and a PhagRtelifdalpuetaamk sariger in a subject, the nethod
conpr|5|ng adm nistering to the subject i n which

o chRBuEAPUIFAbFOTBRYR Lo BRI HESI<HT I posTton o claim

25 and épfﬁérhfac@aﬁcatlpatzde@wfbld teeriert ogeni tal system di sorder.
35. The nmethod of claim34, wherein the urogenital

I d.f h
P TR S RoeriiEn SR IR FafiPtR BB G i ethod
comprlsiﬁ\graﬁ\‘mh@&hﬁg taithie 3abjgctdalwhidhi grevintion bf the uaogenitali syateyn disorder is
sesrs B o B2 O, D AL AR PRSI B gl

system gisefqdar.at i on present at a concentration at |east about
3,000 mg dry wei ght equivalents per oral dosage unit;

) o PR Y2 S, PESBRERH B chr s gicted o
the grou@cpmnmatlmgmfs upireary ocahtindosegauasis; peldigh prospiticdyhenptasi; urinary

entr st about 24.9 ng dry wei ght
calculi %y& gﬁi’gg'gt%do'ﬁ;aelc 6sage unit; (d) a magnesium

concentration of at least about 14.5 ng dry weight
Fqui vAInetihad gidreatingii uchgeail@ sustietn qisgrder i @l stbiget, the method

comprlsﬁwgrb ét%ﬁwh& th fNe sﬁgﬁkﬁﬁ%lcﬁlQ%ttm&l@[ of t Jﬁ@m@éé‘m%é m disorder is

osage unit ein
desired H’@rdmmm&:it@nmf n@md)mpo@lm 26|m arsamomh susficiant testreat thﬁr @iogenital
unit. 37. The herb-containing conposition of
system Qgg.%g?% wherei n the herb-containing conposition is
formulated in a dry delivery system 38. The
3fer b- Tommathedred cleisabsvhdrein ta? Uganital sestemirsisasdar ig priected from

the grod&e PR & Uf'ugég%/ ﬁ'%gnﬁ?‘%q&é Qarhu tesid: BEAYA %Fc%@aﬂcrhyﬁetlp'lé}.iéi Hrinary

I Ver y® syst ~contalning conposition
calculi; eyfstitiy; @nchuBBaryirast isfagtiome her b- cont ai ni ng

36. An herb-containing composition, comprising:

(a) a Crateva nurvala stem/bark preparation present at a concentration at [east about
3,000 mg dry weight equivalents per oral dosage unit;

(b) an Equisetum arvense herb preparation at a concentration of at least about
1,500 mg dry weight equivalents per oral dosage unit;

(c) a phosphorous concentration of at least about 24.9 mg dry weight equivalents per

oral dosage unit;

(d) a magnesium concentration of at least about 14.5 mg dry weight equivalents per
oral dosage unit;



conposition is fornmulated in a controll ed-rel ease
vehicle. 40. The herb-contai ning conposition of claim
w@B)ooisznei n t he oral dosage unit is sel ected PCDIBOR003370
group consisting of: a tablet; dry powder; capsul e;
and caplet. 4 1. The herib-contai ni ng conposition of
@) ai mnchjcidracohentretionefiat isagt abast 468and ipeveigafsasielgrts per oral
Y e stemextract preparation with a total
dosageﬁ't&%@ioi d content from about 0.01%to about 3%t ot al

\Afll:nle?e\fﬁﬂl%i o RERERIMY cntifoshiBh & fofthiialéBi=8Mtn &b cfa(%gge unit.

qui setum arvense ‘st em extract preparation,
wherein the total flavonoid content is expressed as

37 soqUépderh-pentaining C‘Pﬁ@"ﬂﬁ@b"@&ﬂf”a?ﬁ_ﬂ WG rpicgpathing
composiﬁtr@?sgbr}nulé(f@ﬂneé Bryidivérpkidiedl avonoi d content of the

standardi zed Equi'setum arvense stem extract

3grepar ation is fromabout 0.1%to about 2 5%total ..
| avdeites>-aeraiaingFomResiien & claimSadngHin Hie hgte-containing
composifétisS&hR8H e QLIS HEWeR)dysRMi. Preparation, and

wherein the total flavonoid content is expressed as

i soquercetrin. 43. The herb-contaj ni ng conposition of

391 ai e, SRR RINOIREMPBEAPN P} CIBR YEEE Aif NeSP-coREIng
composifdraidarsliifed s dbsallsarSeaRNBRIck. em ext r act

preparation is fromabout 0.5%to about 1.5%tootal

fl avonoi ds based. on the total dr i,ght. of th o
4o JB8 TP IRREEOLOEROSP? Bts iy s afdin fhe Gffiosage unitis
selectediitRd Bielyrblie cérizistihg bf: avaiiet; dryosowdent capsule xaidsspid. as
i soquercetrin. 44. The herb-containing conposition of

) 2 kB SO S L BHTE Mo o e
Equisetupi epensé stem éxiraat preparatiorabitiut iétaBtavboodid icofiteat/faomiatisut 0.01% to
s s-RE3S{TBpd ol e ekl f O FPNEF O B8R e
preparatfdnasiod@hdretrothieéotl flzvoroig ;censteaﬁs aspresesUay isequercetridl5.

The nethod of claim 32, wherein the urogenital system
4@i s orTtherheris-containangt dovobitian declaimd 6. whEnein it totad flevonoid content of

| ai_m . wWher ei n r [ t. ' (Y
the stantg@@rzg% ?:féyg%%gpéeh&a% SHEL pﬁ'&&argﬁ/o% i§ WOFH %Ug 8194 & about 2.5%
total flavonoids based on the total dry weight of the Equisetum arvense stem extract preparation,
and wherein the total flavonoid content is expressed as isoquercetrin.

43. The herb-containing composition of claim 1, wherein the total flavonoid content of
the standardized Equisetum arvense stem extract preparation is from about 0.5% to about 1.5%
total flavonoids based on the total dry weight of the Equisetum arvense stem extract preparation,

and wherein the total flavonoid content is expressed as isoquercetrin.

44.  The herb-containing composition of claim 1, wherein the total flavonoid content of
the standardized Equisetum arvense stem extract preparation is at least about 0.8% total
flavonoids based on the total dry weight of the Equisetum arvense stem extract preparation, and
wherein the total flavonoid content is expressed as isoquercetrin.

45, The method of claim 32, wherein the urogenital system disorder is overactive

bladder.

46. The method of claim 34, wherein the urogenital system disorder is overactive
bladder.



