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WD 2006/ 018743 PCT/ | B2005/ 003370 | HERBAL
COVPCSI TI ONS FOR THE PREVENTI ON OR TREATMENT OF
URI NARY | NCONTI NENCE AND OVERACTI VE BLADDER FI ELD OF
| ON The present invention rel ates
%@E’%’E@éﬁ{ns for the prevegtion or treat rren{‘)'glru%wgm
urinary i ncontinence and overactive bl adder.
HERBA COND A TIONS FUS NHECRRENENTION O THEATMENT OF
cont HRINARYJNGONTINENGE ZWND)OVERAGHYE BLADBPERT s

when the bl adder nuscles contract or the muscles

surroundl ng the uréEhPaOFJFbB(lWEMBQN war ni ng.
t hou urinary .incgntinence isS o rved in people

TP Bsaty e R el Xl cortsontibas G Bo wRTbanprgBaent of
urinary icpdipphee. andlogerbbte bidaitleronal | nstitute on the Aging

estimates that at least 1 in 10 people aged 65 or

ol der suffer fBAGKGREAND OFCTHEINVENIION kew se,

i ncontinence is a common condition in Australia and

t e lngk ol bladder eastiodis cfled gtinary incoptinarss dt oadiry when the
bladd%}l‘/g)uwér?;daggénk‘?#;tﬁagﬁj ?Igsr{]%l?n{ uﬁ@ﬁ%{ﬁglupethr%l?géfwuZhou’?warnmg Although
urinary neeminpere inbhsernigdin penple dlatiegesathis dmr@r id hirel pyeviakeahin older
peoplé' Bftid 0.sNQ¥RrhINGIRIE BE BeSginhsiiibies 130 L5H8kst RFH 1(§;§‘eop]fe arged 65 or

does_not _cause uri nar i niconti nence, It can occu
older sifiy fopR JERRE Inconiienaey iﬁﬁv‘@ej IRFANARRGE i HeAmMoR epditio g Australia

and thraughoatlthd Wérﬁic bifetingirorh ME%toht 8 %kar Wéml e 5@%d)f wormen in
i ci nes _can. a

e S I
weir 0%, ST BipriSieh SR Y oS PSR RuR bR etro. RGReT SR more
likely ihanmltmmgwoamegcet onger. Chronic incontinence can
be caused by, e.g., weak bl adder nuscles, overactive
bRl a9ingrpetee doesiob eRusgaIrnany FRcamingndea it gatiogaubior meey reasons.
For eﬁam BrifcPy Ft mn&ﬁgavag;m fnfeRtior?& .m&mblcaﬁéiigéucfnr 88 certain

| Nson s

medicfes £ g lackid Bt bl ot ey ienl Y @ SPHb S oS

incontiahdéd lagts ;magefrf mhrcmmdnﬁrmMnthem be eausedry, tel (o veeakbik@igerafiuscles,
overa&ké 'B%rdaer' rﬁl%glgg 'Hb%ﬂ&gee 1’%”1 Suli‘ eﬁléﬁ% g‘l%stafe—g?mws t-tro?%ﬁ.res that confrol

I nenc ncontin
the bI@W@bﬁ@m ﬁ@ﬁ@ﬁ@s awa!l ﬁ‘sumltim% Belerosin eurarkinesasalisegse, ws diseases such as

arthritis 152 B MERCRaIIAG BARNFand i, Ur i ne | eaks duri ng
exerci se, coughi ng, sneezing, laughing, lifting heavy

olhare s, mmﬁp[e?ﬁpéﬁ Sferinfrg thcontineacewkich inbiade, LY, slﬂ’é%" RtdrEinence,
urge rr?@on{me%ﬁ o@gr'ﬂi?w lncortntmefcicet A fu%ﬁénaﬁ,l%g%qlgeg%p %ﬁ% Wcor]qlﬁence

rob I'n"younger
happege misel a@‘@sleahStdurm ¢>®rca&ee dougbinghénieeiting, idughihg, fiftimg yneatysabjects, or

other Q&ﬂf' Rov@h@HE thakt BE& ;Jréggﬁreocfn A B@P@éﬂt i th BBt c%ﬁf?r% e S Bladder

ens when people can't el r urine
°°”f*’°éﬂf6‘E!6W g youger I rpifdleage wamepnInsome capgsajt ﬁfﬁ'akﬁégﬁ; Plldbirth. 1t
may mmebua\a\cla\.}]una gﬁé tini&@fmﬁdrﬁﬁélﬁa@ tUﬁgtIlnttdnturéhc@ﬁ&ﬁfénfs QMBS pddple can't
e 0] a st,r ok
notd i g 0% S Bhp TR Bl e Tl ool seplicpn Bave uge
incontinehay, buliigs oftén fogndih peogewbo hmmmtesastroye,smmumrs disease,
parkiremg Ggéas%asmsw e SMGEEL Ol AGWBEERR fREcs, %mp%fdﬁ%f ms&r cancer.
mal | ad

sne anmount s Urine | eak from a
Overflgyepatineneq happedsiencuralipmasnts ob Wistedeakfranya h@dﬁﬁréhaf is always
full, Abhadelerhavé tr&ﬁbl@é}hﬁ?ﬁg ﬂlsﬂﬂaﬁﬁbﬁfﬁ erfarfdDskstaE i BISckmg the urethra,

cor ¢
Diabelf dbd P ST G AR saeR 58S CLORRENHal Fundloal ncontinence
happeina gonéaydes eeople 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 tinme 35 getting to the
toilet in time because of arthritis or other

t hat nake noving quickly difficult
RS R Bo000) 003370 2 The current prmdsionsso
treatnent options for urinary incontinence include
Drehaurieot mbdicdl fbatmeriptionssior eringry, induintiatshee incioné bettavioral

mterventh&? 3 sd&%ad%e%%n%%’aﬁnﬁl Qrﬂ e%ﬁ:\éﬁcﬁ-ng ddevf:e? Cc%h%?etrg

cal “procedures. rre
surgicalj nmedu@g Gitrerd ldm9| thrspR) iBQudas qnhcfwmetr@ﬁ%@% éﬂ’@spasmodlc effects,

e.g., oxﬁ:fuftlﬁiﬁf Smoo® riliscle Pl RMis (Bhﬁkbasrﬁéﬂﬁé%§ Wr[d?blﬁ:@nﬁdé'pﬁis@éﬁ@ 5g ,
ti spasnpodi ¢s trj tldepres ants (e.g.
imipramy AR A Rl BB HEP P CAFDE ETSE LS.
phenylpedpahalambhel pejsgigandin siibésts inbibitors, calcium channel blockers and others
T
Clin. Ohs&l Ginaaerlaht{2)2M 18 (2080); Owgnsland K3sarsypy Saf. 859(@5_23-39
(1998); (/\ﬂa%%%} al. M&#irﬁmrm%%%d TR €83 X @@és)) ReSortunflelyNmost
. Gynaecol| 291-313 (2000); "Onens an nd

drug tremqngsfﬁre Bﬁwlaiggfwﬁh uilglfa%ani sige g@ects( g@:btg)s orépattgpt’
compliafetBullilat and:)ktﬁﬁrﬂa@ﬂyﬁo T 138rSuppl3R8Lds) (1360 Bhdekl85, Baillieres Best

pract. RS Qi KRR BimotSF qaiedep Lt P Lol ORI Cor BBl B o1,

19(2):128039 €A98); Vladp b s nAreh (18U Phavsacodymdl hAb,rfﬁ&fsl,) 7660 (1996))2-5,
36 Sup? 1: 89-95 (1999); Andersson, Baillieres Best
fgeideholimels thegrimary eisiatery. ne@;ﬂﬁraewﬁer invplyed in: bagitlengraptying.
Certain 6&%@ Corinmoh Prosaritidd @r&:ﬂ&b’ indoHEheRdd, such éh%x?ﬁu%%%ﬁhyﬂ?ochlonde

Wada e | nt .. Phar macod
inhiit g el Seln ot ol OnysBa EYEAS, RPN st Prigpgsmodi
action. Freset ditigy rglar éherdetrusor smistiee Wedawo et dAich. Ibl. Bhgtetacodyn. Ther.,

330(1)%@@8% Tag)i;% £arial %rﬂry%%s%%wh%/co%r A EDES (1085). These

nence’, such
medicatippg rﬂb@m@ub@@nwaniqﬁtﬂrﬁthohnmlcwﬁg@arsuw s Y obth, fired vision and

constrpeﬁi%ﬁt #bfﬁﬁl@hs N&bd3Bif §ﬁn®\$é?aé’ﬂé§ Eia%derpbn‘?ﬂ %ré]:@ Varshs h8%E stimulation,
s relax ‘the detrusor

et cind et B8 HEh ora 1o PO ol G161 Neiaprapie Sy soe o
investig®a89 Gdk)thls? Cordfiof {683 &t 4. appstﬁcd'ttlﬁenﬁau a(2),348ri2001} Karantams et

al, Auspegﬁtﬁ{e | ons&J{k?9?éo%8%A eut r?\%a%tgs‘?e&rﬁ %?1 QOTJE%? 618580

(2000); Biymakatgl., Aust Iﬁ:oawtngld n@(ﬁw B (208PD+ reyuveda, cﬁfatawudmz@ala is a drug
highly r%%?&atd'fm&'@@ in tﬁ’@hﬁ%eﬁ%nt pselitliesIRadikG T 1AGE ]’(/Etenﬁlgdedlca

der: Drug therapy versus nerve stinulatio

Bombaycﬁ’qqqublpéq}@shgnm Wesgterp)tradlifigna] j_rfatnmggec%nqu(t%@g) of Equisetum

arvenseNBhWerbd] %Qﬂta@ﬁpermmblalaﬁﬁshbwamr Meams egttAoh 1993). Isolated
S, gon dlt%Oﬂ (Steels et al

clinical s}lccg gc}e arb— Sregﬁla&ﬂ?‘ gheé?plesa{?r urﬂagtlncontmeni:]e include
Crateva@ymav::rtmk@,@cupqncﬁ(e@nd@éﬁarymgmhon\sm @tmtajlf:cat:on of dietary intake.
Deshpar%ét%tl I inGiSn Qqﬁe@ﬁ%@c@&%}ﬂ) 48! %(31')9855?? 6 {. Cqntinence

ant et alL, Aus

1. 64 R 2O Ayecat AR P Sy as, ST 187 w oG Bryant et al, Aust.

ContineficgAraiedafmooi ts use in the managenment of uropathies
(Nadkarni, Indian Materia Medica. Bonbay Popul ar
Grasdtish bia)ider (@AB)EE B condilibint dharreteritaddatthesidden sealtowntkie.

If that n e&ﬁt@ :r?’fhe Eﬂlwrgﬁﬁ(?nlé%r I@{gg%ﬁﬁﬁne( El; cglk@galn@&ﬁg& urge incoptinence

rmacopel a
("OAB wg&’ éthL&t yren incogippnce) falis withiothe gpnevdl slafinitonued O&8. OAB result from

the sudc@ﬁnﬂk@&rﬂ&y%ht%h@%f%&ﬁﬁé‘c@e }ﬁaﬁéj\ﬁlﬁ' of tRERBY SRahar Approximately
na nconti.nence i ncl ude ateva nurval a herb,

one-hird o pEoRler ﬁh&%ﬂsw?@eawe.wee'f’%m%ﬁ CotBrmegs, whils approamaely
nodi fication of dietary intake. 30 Deshpande at a

Indian J. Med. Res. 76(supp): 46-53, 1982; Kar ant ani s
et al, Aust. Continence



J., 6(4): 6-7, 2000; Arya et at, Cbstetrics and
Gynecol ogy, 96(1): 87-89, 2000; Bryant et alL, Aust.
Continence J., 6(4): 8, 2000. Overactive bl adder
(OAB) is a condition characterized by the sudden need
to urinate. If that need results in the unintentiona
| eakage of urine, the condition is called ur ge

two-thirdd REBTBARGRESI u@@ lr(co%%nw@ “O%\F; rﬂRﬂJ 2?1&%&%&5 e %ﬁbﬁé‘?@?&acﬁve

Wi_t hin
pladder EvBUafan. (140 TP SETHAA PORAIPB R 5 S ONSRaP B 180% o
men affettéxt Sewelt @f &) Wdnd Jwdkdl. 20f 327kE36y (2003 y bl adder .
Approxi mately one-third of people with OAB al so
O8Rpkeivgnay incogiinenos intreatehwinariyOAB andthblinergibiifugs (e.g.,
oxybutinifPAHEL FRbLE Ink r%uFdf@n&rFﬁh%rda% Kam%%m\’!tfagﬂhg tﬁaﬁ@ﬁadqer muscle,

i'nconti nence ( cord
and therepy; rrdyes thpdredpency fed 'm!tnaﬁqoaﬁactwfamer teladder. 1gnferignately,

adverse didéeefReRWr &ds@ BrugWiriciidd @nSHowh, oM @ﬁ@ilp&ﬁerp %@ f‘leadﬂa{é

Andersor Ui da, 2 by eﬁﬂﬁé?*;?%é%? 8100 A4, Do i

Proc., 78169$-ﬁ@2|(2903;\4 th anticholinergic drugs (e.g.,
-_oxybutinin). These inhibit the neurotransmtter
Theserrp| HehiYe Medieatians tigtapegiically tanget ncanfitenceraymploms without
having siddéfebhlei @Rhefal %éﬁoddgeTﬁérg %H@éﬁ fSNAe IdQﬁtﬁEﬁo‘] ¥ IQLIW herb-

contractions of | adder. Unfortunate
containing, CoIAPQStioRs fag thrpreyeation entiegiment ef wervdracynm%andonvyracnve
bladder. eyes, consti pation, and headache. Anderson, Urol ogy,
3A: 32-41 (2004); Cruz, Uology. 3A 65-73 (2004);
Appel | et aI Ve | A _ - 896- 702.
(2003). There g?eé%@MA%faf-ﬁEEﬂ@HR@ﬁ?@ns t hat
e cal [ ti nene torrs wi t hout
R AGReL et P LA B SN B BB B aRonFefsing
a Crataﬁ@e@wffafa sten@bard enepeiratimt ardra sthndeetizék EbuisatomtaaiarisB g
DT e t .of
stem exﬁr??ﬁi?é Wb sk Iy aﬁhggroﬁg gwﬁ)nédlgﬂ whereﬁﬁ&.%rse% Er

I ncont | nencé "an verac
arvensegipeRirachprapFRiaNETHeeN standardiaadéo hagpa eilicort dvatent | s

from ab@nﬁtca% fegbaut h@%bsnﬁfaﬂtb%béw Sﬂto@él Wﬁélphf’cﬁﬁh&%&})éétﬁinng a

taeva nurval a steni preparatl on an

arvense & Fxrap LRERP AR s BB e dReConteiEing ExTpaYon is
formulafer] eys anadrblafbsage dnig vy dHewsin 61 bl Sidondohichflof tHE ﬁé:%t n

arvense stem extract parati.on
containi) @R ¥ Houbepe8 Tind SR ERh{ BB Biaeout foms
drywei@beww@%tstpeabr@hdomg%mltl i con based on total dry
i ght of the Equisetum arvense stem extract
Fpraeﬁimﬁad pepect \ihereds provided ladveh-comsiaingicogpositigrsi t i on
compnsl fornul ated as, an oral dosage unit, and wherein
e total silicon content of the herb- containing
np t. equival ents
(%5) °§ bpétgé\/a' nQUrv%Q Q?eﬂggéjrh P%t@é%ré’@bp% ee\,cogmlc%ntrat;on
at least a@yﬁéé)o@nm dmwetahtwwm@nﬁmmcral dbsamyesunits provi ded a
her b- cont ai ni ng conposition, conprising: (a) a
- (bt at sevandardivad £qgisetubanknger dparcatraciprapeesientwitita a
silicon cSﬁ’t@ﬁleé’rtlée?stt LRSut 3% sii ?tﬂ'?dlgasgg%\":ttot% 9%t & e \é%uge}um

equi val ents per ora
arvense stem extract preparation, wherein the standardized Equisetum arvense stem

extract preparation is present at a concentration of at least about 1,500 mg dry

weight equivalents per oral dosage unit;

(c) a total silicon concentration of at least about 32.5 mg dry weight
equivalents per oral dosage unit;



(b) a standardi zed Equi setum arvense stem extract
preparation with a silicon content at |east about 3%
silicon based on total dry weight of the Equi setum
arvense stem extract preparation, wherein the

standar di zed Equi setum arvense stem extract

preparation is present at a c8acentration of at |east
about 1,500 ng dry weight equival ents per oral

dédage amhpsphcv(rw; cénceotrationgif lat keast abonich® ma drp weight aguivalents

gy it 32.5 ng dry weight equivalents per oral
perorlggsa 833n|t 3a (d) a phosphorus concentration of at

St % n?c%eﬁﬁé‘tlowgpl{eaﬁ%bt\fﬂf@hﬁ dr?%igﬂf @tﬁuivalents
age un a magnesi um concentration of at
_Peroﬂae&ﬁagab‘clﬁt 14.5 ng dry wei ght equivalents per oral
dosage unit; (f) a calciumconcentration of at |east
alfo ut agaiung censenitelignef abtpgsl/abtaeh i€ 3 peg dryoveight ¢auisaients per
oral dP rﬁ"tng erein the herb-containing conposition is
orrru afe as an oral dosage unit. In a third aspect,
t RRkRiA fheﬁfe?r% b&%ﬁln g@%ﬁ!d@&i@h“s‘ fSﬁaku!&t@HBQ%hto'rQ'aos?]ge unit.
conprising t -contal ning conposition of
first aspect or second aspect and a pharmaceutically-
aditapirskaspeetainerais provided a pharmrcadisabgomnasidipa cpraprising the
herb-GrRMhiHS BofpEsitittorhe HiREaGRIPGSIdchbNagfect &% 4 bﬁéﬁnaceuhcally-
aspect “or second aspect in the manufacture of
accepialie 6ARBMt for preventing a urogenital system
di sorder in a subject. In a fifth aspect, there is

PIPY kSR RpeheihbrLRPréVididige GO8BORE fcbﬁnBonPcSHJde' thé 8t Aspect or
Crataeva nurval a steni bark preparation,

seconghaspaelia theghamHariye f A BP9 EHTR e e ling aurogenital system
d|30rdéﬁ-ﬁp§l§@§é@[n an anhydrous col loidal silica, wherein
t he Eqw setum arvense stemextract preparation has
been _standardj zed to have a silicon content from

abibafitRgsRest Apegts ravided |af‘|h86th°%{ﬁ%ln’89 COMRPSHINGRERRSISHY 2

Crata@%‘h&?ﬂéla fs[éi’ﬂbéﬂk%épé?aﬁﬁho/%tsferﬂbﬁhﬂed Fhuisehiph ahleAYOBMdSKtract
on the to ht of the Equi setum

prepagﬁt\?gngréa@ttygm%)&o}lgg@l %P@pﬁ?ﬁ?i"dﬁe EGHee! éf”nart’ peserstrng extract

prepaf*ét@ﬁ%@lb@eﬁ efzheNdirel 3o BXRY £5H6ch @htdns QGM_%{HE)Q{ 3%.t0 about 13%

ein the herb-contai nin o osition_js
S"'CO'? 6’?% toleldiavenoid rordeny r%ea%g%m/f to aneyt Whdrigl flavppeids based on

the totP B wSighti oF & EQIER DN ﬁerkb%tdheéﬁracﬁpfébatéﬂbﬁ Gvherein the total
ositionis om about 10

Tlavor i FT SR h P S3HOAE PTG Yol g elkycpriainiacompositon s

formuMéd 84 ah oeP a8&Ry elMitt andPivBérePRE taM iliaeh Bédtent of the herb-
ositions_useful forthe prevention or treatnent

of
contalfynerR&rPoS{iRG oA @ei. 107 d W9 Rlsitiplisgo about 71 mg dry

weight BHTIOSEHts PR ordRiodRefpitul ated in a dr y delivery

system . liquid delivery ¥%€}5£Pl _

é’ﬁc}"éﬁq’ 88-hedtab eBPRFRIRNE yseTul erf’é?“&"%‘rﬂrér ERimegt of urinary

incontifeABS Thé hemscoffihingfoonipd él%ﬂs&ﬁ%@&mﬂﬂﬂéd iﬂ@ﬁﬂﬁ&em&yts%tem

whi ch incl ude a tal?l et : ¥ rP?WdI% %(Psul nd
liquid gegwplaltsystpﬁl Brcontrofled- release ehicle. The herb-containing composmons may be
formulated as oral dosage units which include a tablet; dry powder; capsule; and caplet. In one
embodiment, disclosed is a herb-containing composition comprising: a Crateva nutvala (C.
nurvafa) stem/bark preparation present at a concentration at least about 3,000 mg dry weight
equivalents per oral dosage unit; an Equisetum arvense (E arvense) herb preparation at a

concentration of at least about 1,500 mg dry weight



enbodi nent, disclosed is a herb-containing
conposition conprising: a Crateva nutvala (C
nurval a) stem bark preparation present at a
concentration at |east about 3, OOO ng dry wei ght
equi val ents per oral dosage ug an Equi setum
arvense (E arvense) herb prep atlon at a
concentration of at |east about 1,500 ng dry wei ght
3b equival ents per oral dosage unit; a phosphorous
concentration of at |east about24.9 ng dry weight
equivalenjs peralra dosagsanitor pliospbgragrecanceniration ofee isest about 24.9 mg dry
i A t
weight &Rfeq ulfél \%gfsre;%% g%ﬂd&fagé‘h?& % ngggﬁl ctoﬂléenﬁ’atlc;%fg Igast V\EOIR I?Br 5.mg dry
weight eqiivaishisRer P@EdQ?Pg%FWF @aéﬁ ca's@m congergrafien ofray aeasvabgu:tn 6.3 mg dry

weight Qflivalentsedh Bra@isagé ahit dosage unit. The C. nurval a
steni bark preparation is present at a concentration

e Coastalastomibark, &eﬁhm@ndg yrewutgha ofHpeht:AbR Bf iSad %Bout

3,000 i i yERRAGEHRhA ool B adcas WIE ARG thF Sl Pttt 900 mo o
C. nurvala derster/bark. Biestading mpateriahis eventually dombenirated mlrriag the manufacture
| prooess"i@%%t%‘%f 46q wh%%‘cﬁﬁ%s@c??-@e r'hgbf e. rﬂfnfa}éjﬁ)&ég%@ﬁd: A ﬁ%&qﬁgﬁb

300 . nurva reparation
300 m@r?@%*?ﬂf@'a ﬁam@ér@rgwmsdp ich fssppapentiatng) (smuwemtgo 3,000 mg dry
weight f @) eembk stepiark 6r §000 M3loB Ol nirPaid dﬁ}%rﬁrsarﬂ SdartingFl &J}fg
of C. nurvala stem bark or 3,000 of nur val
Bedm doearike berhiptepagation isopresdnt at'l'dwmnEentmnmeaSae lsast dBout 1,500 mg
a tion,of | east
dry wesgf?ﬁ @@Néi’éﬂt%;ger lor 9%%3;3%& Iﬁ?é'}e i VZ{}H E?! is }gcﬁo mg &
E. "“’Ve’lf@@%’e fwﬁ Jartietotial i emh@llsamncﬁ@tram cmnngme. rBanlif=60e: process
to a ratieBf 01 oFs:1 ViR R8BI B75 @ &r ﬁo@ﬁ%bﬂ@ a%?p&f heh pfeBaration. So, for
eventual |y concentrated uring the manu act ur B ’
process to a ratio of 4:1 or 5:1 which equates to
375 nmg or 300 ng of E. arvense herb preparation. So,
for 4 exanple, 300 ng of E. arvense herb preparation
(which is concentrated) is equivalent to 1,500 ng dry
wei ght of E. arvense herb or 1,500 ng of E. arvense

dry herb starting material. In one enbodi nent, the
standardi zed E. arvense herb preparation is derived
fromthe stemparts of the E. arvense herb, i.e., a

standardi zed E arvense stem extract preparation. In
certain aspects, it has been determ ned that batch
variation in the silicon content and/or flavonoid
content expressed as |soquercetrin of E arvense herb
preparations can have negative effects on the

bi ol ogi cal activity of the conposition of the present
invention. This problemhas been resolved by the
present invention by providing E arvense herb
preparations with optim zed, standardized silicon
content and/or flavonoid content expressed as

i soquercetrin. In one enbodinment, disclosed is a
her b- cont ai ni ng conposition, conprising a C. nurval a
steni bark preparation and.a standardi zed E. arvense
herb preparation wth a silicon content from about
3% to about 13% silicon based on total dry weight of
the E. arvense preparation, wherein the

her b- contai ni ng conposition is fornmulated as an ora
dosage wunit Accordingly, for 1,500 ng dry wei ght of
E arvense herb or 1,500 ng of E. arvense dry herb
starting material, which produces 300 ng of E.
arvense herb preparation (which is concentrated);



a silicon content from about 3% to about 13% woul d
represent approximtely 9 to 39 ng silicon. In one
enbodi ment, the C. nurvala stem bark preparation is
present in the herb-containing conposition at a
concentration fromabout 1,000 ng to about 6,000 ng-
dry wei ght equival ents per oral dosage unit In one

example 1800 dignaf arvbh.% erb preparation (WhZAD@hiserf=e0 fsalquiRGlentSo
o T P 150 e L s e

one empedjmens; tga tstané@fmzeféEeaW®Sp berbqwreraration syerived froth theasien parts of
- the E. VERSSHdE Ve, ﬁ&hdgrqbgéa@va}v@néés@ém Bkt BebAaha ionis
h er on a

present 1n R cont al nl ng -conmposi t a

FRBRAR bEFOR hid BEBraReMindd %@béfgn &é?.aﬁ&ﬂmhé’s:zég&cmem and/or

er or al unit. In on

ht equi val ents e
Tlavonoig AR et sSeiRS SRR RIR L A opSe 15 Biepalans say Bvegrastie
effects antheobieisginal activity biethd esrbpasttion af the: pgsert perstioh] This Brbbidm has

been regcﬁ%‘awttﬁé%ﬂeg t r&?ﬁﬂon%?%%w#ng{%aﬁgns%%%}h prg?aﬁ Hg%tﬁ' ogtlmlzed

equl val en ora sage uni
standar@mstﬁl fca ﬁ@n’tenttahéfosfd%(ﬁaad conied erRresned an beqyaregtan. &t dren

embodtﬂnéntpcﬂlﬁff(%’éﬁ id é"hérb%oﬁl@fnmg%ﬂ Qé.liﬂinng conposition at a
ntra from about 5 g%ato about 2,500 ng dry

compnswg. gﬁt"”@ﬁ' in%fP’é’ﬁfksO‘%@faﬁeP and As@agardiged £. arvense ba preparation
with a siiednasdhieahirom bbeut St dibsd i1 2Bdiicon Basea rbﬁ@otampﬂé@ﬁt'o@fhe

= oo pRSRBE, e N B e B s
unit. Amr;lmg}m fight.56@orig\day weitllst op Er arv@’rsalheﬂb(mamoum #f.E. bAeRRAIry herb
starting RERAG! WRRE p r&cﬂﬁiﬁ@r}%@ 2RRBnds hedh ¥r%g§r%ﬁ8{ @Rgﬁat (Il:c%gentrated

is present In t cont al nl ng OSI

a Sﬂ*concoeﬁ efrff%?m 3Py torePaiB dute Mougtmpwgertt@pamwew 0@y silicon.

I | d
e Badoas B A bbb oo srargntin e boniaining
compositiomptostdnicentraftion frbaarabamnwmmﬁo&but@m%g @@'ﬁe@hﬂé’duwalents per
oral dosﬁéé %.&a in émee&%bcghtﬁwgrﬁ &18 nu@éﬁ% 'gtcﬁ'l?t; o%ﬁ%%ﬁo%&@piﬁﬁerﬁ Nhe herb-

ontai ning conposit
containiRgsoiResiEen piareseriation fityo abot 1,098 nuly tp aheitdhlioo mg dry weight

Vequwaleﬁﬁlﬂeyalaﬁﬂﬁs‘ég@ Bhit. Oin %)he dPBaHRaMNE C hEerfQ%terr%g?Qgr' gerattdn is
‘ R b-cont ai ni n r;posmlon urther co
present iy 'i%%/ﬂ%fé SOV EBINESPREPSIAN 4 & £oncepiBioBom akeut B6ed mg o about
3,500 mg ityivesight equit-siaits pér dnheiokug“ebmji Oﬁicﬂierﬁnﬂﬂdﬁ%‘ﬁg% %té
015743 PCTI | B2005 00337
£ amver (RRARAA o ks AL nE-ER gt = cspepneaton o
about 1 @gitn muéa,pgo pwrdrpwaighthasgents pet oraII dmsageelmlte oG eisadbiment,

the stanéeh‘ﬁzetb‘rs% Bas : Ofai’i':gélﬂ Pﬁ@oﬁ %@&Ehlt ih \E/H%er Mﬁgﬁq gc?r%cros%on ata
comenﬂ‘s*ﬁ'crrs fropmaksih Sekmade a’t’%ﬁﬁeﬁ? mocBhweibhtiegivalonts psi dralalosage unit.

in one embmm“:aﬂpnﬁb sEfdamizda E aM&b&'Eﬁ‘ep%FﬁﬁbN &l d;%‘éeﬁt ih Ay Eorﬁzﬂnmg

h i gsage unit.
composifh i gleolGirtkBhor forh sbuf 1108 6o Bt 2 083 o weigitsuivalents per
oral dosameeplir Iitmmrenﬁtwdirimt, toostpndasdizeda. ahehsd prép a'mwms Present in the

nert corf A ElmackAEh 30 bindlnfibof 5 B o b Byt 500 mg o

We'ghte%{-f“{?éer‘i%%% spgadediit. wherein the total flavonoid

, co ressed I soquercetricn. I n one
[0o1] rEmbpHimest e fiFoniANiE COmRPERgRUHBpTsomprises anbycrous
co[Eoldalmisp,amnreln thef total Siidon cORBRYGF ﬁ%&e&;-&d?ﬁeﬁlﬁlnj &&Yﬁ&e&%brdrs from about

%t o ah
10 mg d?ﬂﬂ& gﬁgi%gégtgg%onu(? Z% fgy yeid olgtleq&yée% parrﬂraléipsqqqémg In one
embodlrgapruethg ge@r@pmmg amppaitiorefuphe semgrises anhmmﬁrmm:diai Bilica,

wherein it BELsii@MRSANEN ihe ﬁé}ﬁ-céﬁtéfﬁgﬁlg%o > aPFr?ﬁ ot 5151 g dry

preparation further conprises
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content from about 0.5%to about 1.5%t ot al
flavonoi ds based on the total dry weight of the E
arvense preparation, wherein the total flavonoid

v(;(?rgk;ﬂ RS expressed as isoquercetrin. In one, |
C{Hrrent the standardi zqd E. arvense herrbi)%wm‘w’s’003370

preparation further conprises a total flavonoid 15
weightenoivalatts to abousds ing aist welgtd etuital@ds patond! dbsageanidi tone

embo&ﬂﬁéﬁdthg p %%nt&ﬁh@lm%%ﬁe 'fo : éalr {) M&gs gn a/EFoYE %3(?0 daI smca

ara 1 ONn avonol conte
\nmereiéilm f@%@'@oagont@m grederh-eantaining @ﬂﬁ@%ﬁ%@ufwmﬁbout Iwemg dry

weightRRURaIEM8 tPdtlinY: &8 @R,Qﬁéz% Hi @RuifHéritdIBdr oFA) ABSqR T,
phosphorous, wherei'n the phosphorous is present at a

tmmentbbaitnean tHerstandakiipet E5aﬁgnﬁrmrwegmmncmumb@ﬂbﬁses a
fotal ﬂa\épnmda cogféﬂt n@oug h¥1 % gg?%gﬂo%otaﬁa%gﬁoslci{%bafa on he total dry

n one e
weight of dingt Iéu arvange c@npmon inbereinthe hotal figompidicopteniih espésedas,

isoquerdit. &h Bné Qﬁlb&hﬁﬁﬂh@lég%%dérﬁlz@é E”Sﬁ%ns@%eﬁz preparatlonf rther

concentration from about ul val ents

compriseg a4pigl flavengidgpniand from pBpt Oédn?o\pgp%trﬁ &% %:ﬁ@ playngids based on the
total dniOSIgg e heis anzbmmepaem%mkﬁresgeh @s RofGerestiM. ahoha g

T N M

content foaLabo@iD. 5 talalyout WSkightal feyunoidd leastd ot theablaldry @8ightgof the
E arve:?é’e eﬁ%teﬂ@ﬁ vﬁ%ﬁ’ém‘( ﬁ'lglae(&hﬁﬂaﬁ&{o;d)&ﬁ\ eng@%ﬁﬁ%sé@a'ats :saéﬁerjz:&nn Inone

contal ni ng conp
embodimaﬂts W@ﬁtaéléﬁfﬂ?f’% Esavenseinarh Prowrsstion furthen corentises @l Savonoid

content RGASR MasBibodt @@mwamaa@n@rs bfa!’;éli%rﬁﬂﬂ@ wtan by Weightof W10 Bivense

preparafigh WiPIE 5 L3 SAHIPK Mo e SR PRB R .

Ilﬂ% Qeﬁq‘%ﬁ&uﬁ:‘ R{ 91% h%%'r@v@% r]i ﬁgﬁ&im smSn Purtmer ?pﬂ?egéaznﬁ?phgfous

I'ses Ca € cal ci umi '
WherP-!a ﬂmh@em’toﬂaﬁ naamrew@ el a ednoentraiomford ebowidirghdry weight equivalents to

about @PMF Hﬁl vRdidne e&xﬁv&ﬁéﬂ@é’ﬁer%’i:‘a! HEsa‘aEz Mnﬁ"elng)'ﬂé eﬁﬁ’oH!F]M@hle BhheRe"

osage unit. In one di ment

conta'WW“P@ﬁf'% Hfﬂi‘fﬂ G@Wﬁ%lﬂ‘i’%ﬂ’?‘mﬂ’ﬁw"('}?@m %W@W@Q@US Is present ata
concentratiar fuih abdi ne iy drpfeighialgQivaienis o Mo@ﬁﬁmhg @’Ey weight equivalents

per oraF 8&%@@ L{I 2l %rqe ]:arrngodn% \Agtuﬁﬁ Q‘gn%ﬂ’%é{f{'@n‘@% orb F%ﬁ%grl c%mp%ses
phosp*@magwheuﬁn 1the nhqumt@nbydsm nt g Cermenth?@olbfrcm rbaiti20ng dry
weight %{i‘mté {0 30§ HE b SHeidHP BRI RinEOp BT ﬁééagénu?lt wher ei n

he magnesiumis présent at a concentrati rom

Ia RAsbmbodBiekt! the WeHONntRY M&Qib& ﬁjﬂher%'énﬁﬁéb‘étcaﬁﬂmherem

r t ui val ent er _or
e caiofs st & BBl fteof o SR RBaGI ERers et 50 mg
dry weighbequivatdntspamagh desagaunivhie veé ambbdimestgihe $ietbreontining composition

of claimA' ﬁlﬁﬁ%ﬁco%n@escc%%w Wh@Ferthﬂ? c%éﬂm léﬁgyént gt g%%n%l)ﬁrahon from

equl val e
about 5 myp@h&@uy@lpnfgﬁgpb%g%g@ dgy/ weaghttequwaienuﬁ per orat dosage unit. In

one emifSERASH TR herblcBRaiiPh %%%tﬁin%ﬂger%mﬁﬁsﬂstcbf&ﬁm (rvHéﬂé*ﬁQﬁe

ri sing ma gnesi um
calcium Fr%g i CUQC%B’HE%N‘%FP% 1% mrﬂ%%!gw SHyVAgNt ﬁcyabout 20 mg dry
weight egeivglbitts eauorsiadoeadesurdito  about 20 ng dry wei ght
equi val ents per oral dosage unit. In one enbodi nent,
In lpee embedipendy/ihd berbecontsiringosntpasitivmy fwthepcsigirising magnesium,

wherein S MRAGrsRk is BreSent Mk %@Aénﬁéﬁ%ﬁff@ﬂéﬁo&r ’@rﬂgﬁﬂé& 8‘%‘66 yivalents to

ent at a concentration at |east ab
about 358?19 dppygett cawrleria PR dprageainll Indss sgodinent, the herb»contammg
composiﬁbmmld‘ﬁfedbdﬁﬁlslﬁg rﬁefgﬁeﬂﬁrﬁ WHcdTh g?étrﬁﬁﬁl?ﬂﬁrhl@@@’éﬁdkt) iy &Mn&éhtrat;on
from abc% ? éng nc{;ilevre]i[)ep% tﬂ 8&?1_3&%& m\gg’lg tzelr%ujg%ggtgegrs oergl dOSage
pr epar atl on vvherel n the standardi zed E. aivense stem
extract preparation i:s present at a



concentration of at |east about 1,500 ng dry wei ght
equi val ents per oral dosage unit; a total silicon
concentration of at |east about 32.5 ng dry wei ght
equi val ents per oral dosage unit; a phosphorous
concentration of at |east about 24.9 ng dry weight
eqU|vaIents per oral dosagg unit; a nmagnesi um

unit, In Bﬁé‘érﬁ ikt Ae ﬂ&b%[,éaﬁ@ wﬂﬁa%o%ﬁﬁeg&@@épgﬂ ggés.um

equi val ent's’ per ora age uni 1 a
wherein dspagneshim s ﬁreéﬁmé’f acareepn {Homabogt Hyma By Wighy Rguivalents fo

about Z@ﬁg Sifiteqitdlests pbr SFASRESyd it - | n anot her
iment, there I1s also provided a herb-containing

dfwrmmttodmmnt tf@@ﬂrdf@ldagraa?eg}chM @onﬁﬁogi?ﬁ fprising: a
. rurelf SRR oY St el (S by v ot
equivalesisqier ol ddsRge unibileGtanda%ized Ea brvebsaatene extsachrerspalation vithe silicon
content Eﬂéé"ét aBlbuf 39RO baddld dnliStaliry %’éﬁﬂﬁ‘ ShePE SRALAL LR dextract

wherein the total f|avonoid content is expresse

preparalEo PR HANAIZAsHarBraToR HEMRATE PEREEIAA figresent o

concentREom oft Idg@fbhloﬁt 1 5&01\1!; dhyarkiGHR calivASé pélQsa a8sddBivkit: d iBtal
DOAI

d rb
siicon - EpENBRo AFiptst Sl 32.5,10F P PBAPT SRR Gahgogue unis
phospharaist enterftmation of Iabmast(abmut%cxts‘omg douweight Bétivandrad per oral dosage unit;

a magnefsklﬁy %%%ﬂgﬁﬁleﬁ 1623t éﬂ?%t 54’5 ﬂ'lg %ﬁﬂgﬁ e%mratgsgts 8%rt ?rfl!%osage unit;

arvense prepara | ONn an quer
and a caigiurp fenceniion ﬁéﬂt least plaout ﬂ @ﬁd@ﬁ ‘éw weight @U!Vaiev‘emgeorhbddsage Unit,

rati.o ri ses a total fIavonOId content from
BaBdtberGmipdmsrhiig s sy oudse 21 herh epnOMRegEen, on

comprisinge Q. @hﬁﬁaiatiteﬁwm ohdpagitioh Bed Estaﬂd&ét&ﬁé&ﬁE RirePeé ﬁ&rb%?bparahon

wit ol BB B e oo BEB R 4Pl o B85S i o
weight ofithedn gefenmrbpqramawmremrth@tmtqbﬂa@e&d aomtemtad efpraayang d

1soquerdéﬁ’ﬂtaglﬂ %@F%?gsge&éhirﬁ%é&?&sﬁ@ k E&rﬁ@aﬁédaa\é%ﬁoorg Yosage unit

based on the t arve
in one egpedimpal hestandasized & @'wen prepafelisdirthes eernesises b dotal

flavonoi®ddites e a@sml osm weseRt D5 totlanﬂ@%;@megd e totélw feight of

t
the £ ey G Tn Ap PR o8 BRI o CDREMPIIBRH: BR SHngarizes
E. arvenge pramprepesaiivn cohprisea adeipt falibridamtdntfrom biboud DEW@rabout 1.5%
total ﬂav@ﬁcﬁ&%ase& BR R thd &i?%lgﬂ?& k! finst Erej&&r% r{‘aEvge%f ({@? total

a urogen stem
ﬂavonm@b?mé&!msmxwéﬁdﬁ rﬁcmtewgtr@u i) et ereediveant sheosiaraiarized E. arvense

herb pregmm%msesoé totd] A&vonBieBhteRTrdnatadhsAARDG, s%%tfagav&%ds

revent or tre t he urogenital system disor
based of fhe 8 S HaGH Ghiin & AYRISH PRSI WSy B ict Sevon cpent s

expressesrasrisoguercatiant | nence; enuresi s; benign prostatic
hyperpl asia; urinary calculi; cystitis; or a urinary
It orsEcgmiboalfnesr t, ittoane ts\@ﬁb\ﬁtim@ pﬁzh&ﬂabaumﬁoﬂrﬁaﬁﬁ]ﬁn/cﬁ%ﬂﬁb the herb-

contam"@%bﬁé %ﬁ?ﬁ h‘n%‘gé?'; ood by re %\I%auxglgceipg egctémon i
I mdtm&ﬂacﬂ 'Eh’éY‘é B%M&H%m&%%f brenttihg &%Feaﬂ{d aﬁ@r ogenial

S 1k g SO N 2 L

the mvertlicm irma arhounit eufficiers segrevenmbr odat the dfmjehrtzb aﬁaéin @68, 1R one

otk JEAOREN LREILIBEN ) Bor i el SO A

hypem'aﬁ*éslﬂ@ﬁgfé?'wbl@ﬁ'$fﬁ'g &S Lrﬂnéaflffaafs@’@g’@ﬂent of an
her b- based tablet to treat urinary incontinence.
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FIG 3 is a histogram graph show ng the percentage of
"extrenely bot hered" responses during clinical
assessment of an herb-based tablet to treat urinary
‘g&‘%ﬁém nce. 10 FIG 4 - FIG 11 are histo ram

a Showi ng the percentage of "bot hered" Fg%@ﬂg@g37°
during clinical assessnents of an herb-based tabl et
to treat urgRELEPESTRIPTIONOF AL DRAWNGSY €
bl adder. FIG 12 is a histogram graph show ng the

TR in@ntion ®ill be hickd fully uRReRb®! WX PRIdNed & thg fdldwing drawings which
areforilzqéggt Qns of u{gl nary incontinence and overactive
ta’&p HoreY rpﬁree mont hs of vari ous herb- 15 based

riréb B LR r&%@@%ﬁ?ds?é @ﬁ@'tﬁ%%@?oﬁ E;‘%F% bIﬂﬁ'Ered“ responses

during c&r@raql assesaopef an h@fb@@%@» d Geami tFRgh bdnary laeqrdinensas and

ure f t he i ventlo descr.i bed bel ow in_ var
180815 B lgrmpin] Ao PEoRiIoeH deoarenEIRiaRa eonses
during dlimicte asieaﬁdem@f ar hérheamcelsmaltto traztemihagmcohtinegener al |
such disclosure provides beneficial 20 _
HEr Biscolnistagaimmyapivshowdigtthoprcentraetsil fexdrenealy bothersdtiesponses
during e 984esb A8 o erelbaséd tgbr@rtaméaﬁmggb nence.

conpositions, and related methods produci ng and
rIS A9 F?@n‘ﬁ aréﬁ@%@nﬂ Mhs dhbﬁrn\ﬂﬁd [%#%r%ﬁ%tb‘btmecﬁ R ponses
. ent inv er apeu
during i E st S HieBihag bien it e Boa REthrk rosiingnas.aod gveractive
b‘ladderconposrtl ons in order to prevent or treat a disease,

[ nj ury or condition related to uri nary i nconti nence.
Aectr wiatuttiggramarapbirboying theqwresnt redectionbbieionters@ericnaing the

symptorhd bR ERifohfiRPBe BPSRRTOMARNY aftdr thrSe EBNIS of various herb-
r ecr at ed that the various nodes of treatnent or

based [§- of medical conditions as described are
|ntended )t i.al - ich,dls des t ot al
but al so ﬁ’%ﬁﬁﬁ?ﬁgg@@%ﬂﬁfﬂ% ﬁ‘@(é'ﬁ:Mnti on,
l?lg (iio ﬁ\?gﬁp%@at&ﬁfﬁgre%ég r%gb%%b:{ ﬁp%ta@%&g aén"n%)d[ﬂ? ln%v egr‘raﬁons and
featuresu& é{f@ inaniomdesicabesihelowt in yhous fervaiswéﬁeiartm@meaga raromamn
substanﬁ&lhn@éﬂaﬁdr@-ﬁﬁe ﬁr@serﬁmv&?don ?n nerall QUBSdibGoRR |5F8Vt§es beneficial
cats and the lik farmanlrras e.dg.
herb- cor&tar@ﬁ:g cglﬂggsﬁhons pqoggnna Qﬂssoé§ucglrﬁ9 rqqs%tjw ooy die ary supplement
compositialn aad mateduntimadsof(peoduicing bad Ssingid=t®s. gui nea pi gs and

the |ike). WO 2006/018743 PCT/ 1B2005/ 003370 8 An
Acgbiidingtyi the vanmsrsheas ofdhe prepard inverdion relste s thdrapeutiion,

| prophylécﬁc B dBUR By p%?éufrlér‘ﬁler%q:ta %@c%sﬁ%ﬂr?serﬂ orc%fﬁi ﬁrg\gant o treat a

era euti.c an 0] prop actic e
disease R s PRI TEAISF da ines) 'nwnrlﬁ@cepﬁ@%wgwamusmt@uiar

embodirfléris Babitustatel theseSsppitoMossoci ated with a di sease

that is being treated. The anpbunt of conposition

leid o e sppeedded ihat the vanidop eoides\bf treathepe adpreventireoft iygqtical
condﬂro@ﬂ% (i;eg adt enh?&%o@ngénsglﬁ?agﬁﬁ’d whlh 'irLlﬁrdes total but allso less than

Cteristi cs o he Tn ual’,” suchas™ gene
total treaimgntian prexgetionsand whsdeiy sompe ginlogrcanmar msdisalivrrelevany result is
achievedfr ugs. It will -al so depend on the degree, severity
and type of disease. The skilled artisan will be
ble to determ ne appropriate dosages dependi ng on
dse and ot her

A "subject,” as used herein, is preferably a m_arhmai, such as a human, hut can also be an

DEFINIT

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).



10

15

20

25

30

35

factors. Typically, an effective anmount of the

conposi tions of the present invention, sufficient for
achieving a therapeutic or prophylactic effect. 10 It

' nt.ageous to formulate oral conpositions in
V%%%@‘gae/l%ﬁ t formfor ease gf administrati oﬁcgﬂ}azonsmoss‘m
uniformty of dosage. Dosage unit formas used herein

~ AffeBE Qv %nﬁhbﬁs bﬁéihdr‘%(posﬂbﬁ Gk Q&Y hHtbihSs & lqtzéﬁtﬁy s’;lﬁr cient to achieve a

t t.t b t
desied Rt Tk PR S5 ks B e QnARPIT S Tl e
preventico nphars ddcrrase il the Isym;ﬁdrnt. assprietd evth ehilisedes thatid being treated. The

amount Bﬂ&{nﬁgfﬁbh gdrﬁ{n sffd to'tma &@%‘c}ﬁhﬁhé AUl tk&f? Ge&:ﬁ.élj;tf g the

eutrcal carrier. e spec I cati
discaseding g éha charactesisiasofthedidiidvel, Brsfeangenprabhenitn; aseasexdbasly weight

and tofe?é?r@e ] (&,ﬁgl 4| waﬂ%&%ﬁﬂSéﬁd MNhé B&yred) Iswamrtﬂfé &disShdeC The

dth
s i e e EIPIETING GoHEP et FPHES ARG I, an fese and otrer
factors. I“lrymch@t b0 BSectivearoen bf tha corhgositiobs off the predert iinvgritbacduffient for

npos he treatnent of individuals.
acmevm? hgr%ﬁ%ﬁ'r%)é 'Loﬁ)h@ hc%ﬁ?r‘%osml ons can be included in a

I‘P@%H@érl?&{eou?ﬂﬁgrm Mie HaP BEREHONOH @5&,@@ umt fdPm for ease of
ct1on fo

I nstr B StIAL! o, pically, an ora
administigfion ang upieVly elanspgerd2osege Frilipom pﬁg%edd@rqu},refqgﬁq Ahysieally

d,scretes,ww&%u 28 Iuhﬁ HSs=RBPRF ﬁl@tsubj&'dﬁ@o BOTPAS; bheNEnitdontalithg a

predete&nz;rﬁ%ﬂe # ac}t%l% r&grﬁ@%it%fn ﬁglFlﬁaGtgg gwr{)?l]ucgﬁ cgerswﬁ;gp'ngrapeutic effect
in assodiadicn Wit tiad retphlmdaqhemmceut{camam t Tienspecilcaipe @t threudogageaunit

forms of tﬁe ﬁ’w?ﬁ%ﬁ ?é @c@’te‘ﬁ%g aw! @?ecﬁ H@dz—ﬂh&q oft tﬁbe?r%?k cﬂgrae%éﬁgtrcs of the

er cratevas

dietary mpe@menb@nsirtm pasticylay dh‘?ﬁ@ﬂ%ﬁ“éﬁw igrberachievest agbise dmfjations
:nherenﬁn @ne &P&F‘%ﬁucﬁ’: %Qél'géméi&wé Mp@sltlbﬁ]f@)r Eﬁé%a@rﬁe%%ﬂﬁﬁndda%e The

head . of tr e | eaves | ooks v
pharma i EPBP GRS A1 B PEUD PR REREAT O JoiRiger oaether wit
instructibmesioh Adiministatiohe THacdih)an crilelobais kaleh twdrtmes dodrsimes daily, until

symptorh ?%‘8 |E', %gpé P? eth%Sr‘?' Sehiofs ?ﬂﬂy blcégé&t m\/@ﬁﬁdn%h %Isb %e admlmstered

eratlv an um arven
in comb(nbtnrawﬂt%achyymrgrwh an@ordnmﬁd!hmwem@mmmm@ns

Horsetail; = Shave-grass; Bottle-brush; Paddock-
GRHAYR THY8IRds 2 TIOURIE ek e HEipIBg ASIot GNP BRPTS: 1t s named

after crdbdiab Klﬁ’afeluﬁﬂ, a epsskatatliralist atﬁifphysﬂﬁﬁdmke Pt mRAIUNDBICE [Common

through SN ind Rlchefraliepthron uf a bt BT iftplb s Pl very

majestia wiganom mildﬂodrm&ommar@ ta My (el firt ﬂw Spetll). iThe bark of the tree is
reportec’YtBQ:%ﬁJsQH L8y d E:exﬁ’ceérﬁi ﬁé séﬂaﬂ@é aLéraﬁ\%’HﬁHrﬂorE@ i st

or san y soi | over Anerica and
.= s%ﬁbrﬁarvbhs B@h;cﬁl%&rh)dyﬁsbh@c?ﬁhbzﬁ ﬁarﬁéﬁﬂ&lu{@ BGd MBrictail,
el al ul setum
shave-Gish bl HRishL oo PR FESheEL hevighibh SFbiaees ppyerwor

bottlebraainrhersetain disty pagldockipkeeshuicie nished; enmee'sitad) is18 Eltpearsherb which

grows lrl(}ﬁg' éﬁhdég?e plgg&gﬁlroh@%&g{e hﬁ)ﬁra&%%g{ohg b}‘itf}%ﬂ %{E? Etﬂth%’tedfl?

Yugoslgvigs T higtRevennichplantds commpprtotiagiss lcr@mrgéancbf seth gk over Meth dmerica

and Eurgélb eﬂo ofHék hird lﬁﬁ‘l'e@nflr@ pi?a‘%t kingoin 858 HEPRIshksh é@"l@ ﬂorsetall
repar ed from it.

Eqwsetgﬁl i lﬁ"@d @Jg:#:{aﬂ;z Ie gﬁ‘ﬁ? ag;aé@rv% zubmr@qrgapgg!ned hThe barren
stemns a%ﬂeﬁﬁﬁ@ﬁﬁﬂﬂ&BS&@eaﬂwgl aftaethe iting sieme hawd diedldown, and are used in

gt aougl | [ el
their en lr%tlg},réei? gtf aéc%?r'e%hetqﬁg rﬁ%trt]] é%?se ?ée% énﬂ%&%ﬁ’ 8%%%%«1 ﬁ‘? a% ta be
most eﬁmwmr@%hm fipEr B ENTTEENEd from it. The ashes of the plant are also
employed,
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The present invention provides herb-containing
conpositions useful in a nethod of 5 prophyl axis or
treatment of disorders of the urogenital system

. nary incontinence, enuresis (e.g. _
‘ﬁ%%’pﬂ%#ﬁ:;ng) beni gn prostgtic hyperpl asia, PERpS)P03370
calculi, cystitis, and urinary tract infection
(Ine radaxﬁafemﬁéd ﬂft&ﬂgﬁ@mt iSpaypliftion bleyincariteated ienein tyneference in
theire@jqugl fies conpositions that contain C. nuniala and
arvense that are useful in the prevention and
treatnment of disorders of the urogenital system |In
HERB-GONT ARG GOMBREITIMSIAFTHEAWENTIONN, t he her b- cont ai ni ng
iﬁn}aosn tion contains C.. nurvala 10 sﬁiem bar k extract
§ PiesentinyeRtian Riayiges hepp-erptaintipcrpeaensdtsetuhip a method of
prophylanis entreatmenttof distvelels-of drettadgehita] sysbmnasg 1 irandhcdnbigence, enuresis

{e.g., bla&] %Sﬁihé)oger{ y@} ;ﬁgstaﬁ)é’ @perﬂé@%} %[Fvgmdgalcn g%%g aing 3 %Péact infection
(hereinpiieg] * UTI”Z ﬁm@ﬁ%m thmlwuifoe identi %mmnwtmmﬂm pmiwtr C. nireala and
E. arvehﬁé l*ﬁal‘%@@ LS e ‘b@é’ﬁ@ﬁﬁiﬂtdng ReQnehlG disB?‘EFeFE S ur%gerﬁﬁi system.

pl enent | ncl ina.liqu [1very system
In one %mBOd'm%'H BE'EDF" dnveptig @? Wﬁi@%@@"p"?‘wri@"éﬁ’ﬂﬁ Graturvala
ster/b&ReRieHchBRt £, dresB@ed: cont ai ni ng conposition of the
invention is an oral supplenent included in a
droorieraphtiodiinant biths éwenglon cthe herb-cgntaining ebeposittmpdf éte, im@ntbn is an

oral suﬁpﬁ&ﬁéHt Frciubidy ﬁ‘n%oérg Qb1 5}%&?{%‘9&‘@ 6ta*b’fé? ﬁgﬁé&m‘éP %‘hgdﬁ) &

osit1on of I oh nt ai Fom
replaceﬂle@ Dge-t 15 2aplbet erebcwmerﬁﬁh@h%rbwﬁmt@nm egrapesdiopsf thedvention is

an oralrsu;spl@h@t ﬁrc@aémrdqlq@?@tdeﬁ@ry @,@fenote@l caffaagpittNbi vevéBge. In

alLnin osltlon
anothe i taiEhorin i e B LA cRUPSTion e A for s GO0 spment
included roaitondpB@idrelegselvahichs |eghttatﬁmmatbm ent sagsulenur val a
stenf bark extract per oral dosage unit. In another
éwmenembodmh@t wemlarkmmtammg quPositpod ithd ipyentién tdrdains from

about 1, @@%‘en% AR ét&nlﬂml&tr ct * per oral

”% ' eqw C. nurvala stem
d°sagee‘i(¥tr Htﬁl Bl?f ewP%ﬂ*ma%fsfgs é‘ei!i*rﬁof‘fam)f\‘g@o"ﬁa?‘vg! of they igyangien gontains
from ab@t 1,60t mg & mUaxoocamg dpr vedigHt equivtsentgConinald fism/bsHeRract per

oral doga%btuﬁlt aﬂ%nQ%Fheﬁ% hgq:t,o n? ge?rh Icﬁrétg‘ggﬁﬁg@fa%§§tbo:q%6ﬁle?%vggéon
containg frommbbd2, E@@m@ter@oﬂt:bﬁﬁo ragh dnytwelghbeuivatentsoC. atvowsla stem/bark
extract %elqgg dBBadd At VRl & Hun B bSR Eﬁragt is3H'e %ﬁ’é@ g%ggh usmcl; both the

act per oral dosage wunit. In anot
stem p‘l‘%@“ﬁ@?ﬂf‘l@ﬁﬁt%ﬂ‘lﬂ@& he¥posi ti on of the invention

TSR e iPe Mot ApES o PeE A MR wrigns rom

about g8 ageto aboitts, 000NNy wedght axdbeténtsﬂhmunzbla&tem extract per oral dosage

unit. inrh%ﬁmerc%%@rﬂ%rﬂ %hé 8%993%1%%9@ k?g PBJ%}%g (S)g}ﬁ%%\}&ﬂ{]onccoﬁ ams Bm
about 1g09QimeP ahe'd 4800rme %(N@l%lt ewvelentsds tnuryeia s@mmmtsmy oral dosage

unit. InRbiher drbRARRARQRe REBREMEBMG cofnb&sitha robth%‘?rﬂfeﬁhdﬂ dbgtalns from
from about

15%ngS| t Bon of the invention contains
about 2059 thGLPY 3atrBed Y S heWRIPN Rt GHPaB R Sxtet Rer oral dosage
unit, nurvala bark extract per oral dosage wunit. In
anot her enbodi ment, the herb-containing conposition
sranpiiier erastimensrihe bebaioniginingsaMessitisnad thelin@d@ornepntains from
about 12000 Wig 14 2001 GWO%Q/dWe%m ecﬁ:%le\é%'@rﬁbﬁfag ba r%ralg%emﬁhosage

osag unit. In another e

er ora
unit. ‘"ﬁ‘?@thﬁ’e‘?"bé)"é‘mﬁ“élﬂﬁﬁ Ry &eﬂt—a'a@ﬂp%ﬂosspnpﬁ@e.'wem cgRtains from
about 10000 trij 16 Sibdut AL00BhP A9 SehBarbiRaleals/ d. BERBR/HBAKIACt ptoral dosage

unit. in another embodiment, the herb-containing composition of the invention contains from
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about 2,500 ng to about 3,500 ng dry weight
equi valents C. nurval a bark extract per oral dosage
unit. To prepare the herb-containing conposition of
' nfion, the bark and stenms of C. nurvala were
‘lkgg?dg{ai’%“#romthe rest the, £ nurvala plant SrifB2005/003370
dried. The dried bark and Stens of 5 C nurvala were
about Zﬁﬂmrrﬁ%fo%ﬂwou@,ﬁw M@y Rlshmneduhalings C. nliheld bagiudxtraeddier @t dosage
was then concentrated to a ratio of 10:1.
Mal t odextrin was used as an excipient. The final

F?E gf%#;‘é?ek;ché h&bacoﬁam!?;ﬁ rc%f*h Qsmo?ito? met?@fe\ﬁtuﬁ?( IHe@te arldS&ind &

cont al ni ng osit I nvention was

C. nurvglapyesmisolatsd Famhe msbihﬁ GVW@!? plarlwrﬁir%'?ﬁe?fhee%achawﬁm stems of

C. nunah Wee éxma/@éausmg 70 BthERol/AH&N T Re htgrdaememrsahémmcentrated to
sition of

her b- cant a co
a ratio GiGP NPRETYIn Y 580 79 80 SRR IhEe TEAProgRewy e Genuval
stem/bark eensé used ib the rerb-oordaising oonpasition of the hwemtrwewsmdmwn to dark
bRWW1¢ of- arvense herb preparation conponent of the
' erb- contai ni ng conposition of the invention is

ﬂﬁ!do‘tﬁ’eﬁ efnbéHTﬂnérﬁi%f ﬁb%ﬁﬁoﬁ e lﬁar@h%@p@éérﬁhoﬂ cfbmponent of the
nt. o e invention

anot her
hefb""ﬁﬁ‘@"‘ﬁ"%?%@&?'g?ﬁ %ﬁh%'ah%% e yed fFRm Wsr'%?f bR Fa?’ﬁ‘?’ﬁﬁ herb. In
one errmmtmﬁﬂ dfitInehtidr) ehel B \s@rinb®Rerb prepaativiechriigonemtaf the herb-

contalmélﬁ C:Pﬁlg?SIP OHbog g%rfnv 13 f:lﬁlived Erolénl‘:t{le s?tr ?%123 %%N%ﬁ%egrheééé nln
anothetwmipdimen af the lrwntoortp@ Fearverse hermpremtbm compeniant efghe herb-
containfng %%béffﬁo%rbf Be uﬁd@eﬁh&rﬁ¥ 8B4V fﬁrohﬁa A&hry §idrt B ﬂlsaéf Ithetlif‘ %rvense

part at extend above- groun

herb. lg ﬁ%ﬂ?ﬁ?@?’i’@d‘”teﬁbof s IBYRGAT A v ais R pYe .pferpar?f'em cqm@nent of the
herb-confiiimg mqpoemm @itRSinvértionsaausd floniall he pa;bmftthe’spf&%admxtend

b __dr%/_acf)\ql ght_ e vaI etF 8 aﬁvense herb preparat h N ontai
above- i, i Bric sygiaeny e FerPreoRRIProgRH Y i hiepi contains
from abloai bmgdmalziun 8,000 ogrinoseiyhtequisdlenth €. amereathietrpreganstan psr oral
dosage%gutff %P&Eb&ﬂrgeﬂgthé ﬂﬁ Q‘%H@a FpBhidr of tﬁ%’%h&'ﬂhon contains

equl val ent's arvense pre aratron per ora

from abglisPang, 19 about| 2:0091ag AR rweighb eiivalsnis E.targense herb preparatlon per oral
dosagel@it D hrtardtal Bhbetitentas h&ﬂbceﬁn@fmﬁgh@mpﬁmtdf 1Y lﬁ\%ﬂﬁ@i dbPiains

trom agy O WA B kationt 2pfEmt Ananilh sFulpieus B it he igparation per

oral doshgeagit. inrinbthell mlmdotﬁ&rthehérb@omﬁanhg cbinposition of the invention

t I :
containd RER B PUB o SBBRNAY ARk RUERISS s o
preparafien geitordgaragsl Wit s E arvense herb 25 preparation per
oral dosage unjt. Silicon has been identified. as
SHFn hashesn ideptified @s @lCSFEBYtE'éP heckhiglogiea) agfvitgot ’%raoféﬂ%eé‘efb
Non-standaflized Nmpaﬁt;a&dﬂﬁdaweﬁlseme&p@drﬁtau@ammﬁ schonafowemaet 1.2% to

avout e% BAENESH orfto P Neltuf ot e e abbest i besen
inventiqor iépag laﬁan@ntermlned)tmt begeetriatidn in fe sficers eartent phiv.emenemberb
prepardt;&néwﬁ?l Hee He&%@@éﬁ@cm thé &Blogﬁél% tg%f b cOAndshioh Bfthe present

I'i con content E. arvense prep arati ons
'nvenﬁoaa  higrebiera hag W@ r%?roﬂ\f@etbg ﬂwr?w@f 'BY%F'%’@ by enowa'eg Y £t grvense

herb préfarétio wi@ fﬁpﬂgllzéd @fhnlﬁrdtzbtgsmﬂoﬁ&ﬁﬁﬁent IARN&BhgIPNR oﬂ@"érﬁbodtment of
ve t,he ent [

the mvegulil Oblt@ﬁr%{fgcgiﬁo nq g @8%3 grveps: r[?rtbPrg %rp in We e? ?arilnirp&/
preparabpm phthe @dentiet mcardwd Shé Ligeoef acatartdertlized poperatiomil arvense
herb is 'aéﬂlaﬂ &!E%Q% FB e Rler-bhilf v%ﬂéé}’ﬁﬁ&f SHon P&k, ! tl‘ﬁﬁ%e composition

conte e E. arvense reparation i'n
of the PF?@PBU%‘(%‘F% Yigldymote copeipiant P(B?YQB‘F Yﬂﬂa’ thefenentic %TF?C’F s‘n one
embodifiled) dal &lianedse Hdie Eté_%@ra@én i8 shadrtaedioZeataPr iRBPARLL B silicon to
E. arvense 35 herb i s advantageous because the
inter-batch variation of silicon is reduced, thus the
conposition

urit.
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of the present invention yields nore consistent
preventative or therapeutic effect. In one
enbodi ment, the E. arvense herb preparation is
standardi zed to contain from about 3% silicon t

Y06BPBTE P43 PCT/ 1 B2005/ 003370 11 about 13%@”‘?%98‘%003370
based on the total dry wei glht of the E. arvense herb

about 1398 8Rd0A blasky %nl Be ﬁmawe.grﬂa ghasl Errménsethlaﬂ; pEe;ﬁHrét‘tﬁﬂS ¢h another
para ion is

embodlEg ARG Eree B> PRI SEORR CIZPY AL B i sifoon o
about 1063 silicod bysetinghd totdl diytveeidht obthey Enareerserhbripregeaatahi dnanother

t he o,
omboul o 5 fpor RO 0ol RS oA LG Rt oyt tion
based @Q/Q@It‘l’tﬁl@(ﬁhwelght@ég@(f afvepsecheripprapargiiqn. wei ght of t he E.

arvense herb preparation. In addition to silj

E.
a1 dition o 3lien; lf@néegs%gorgaub%@b@gm PeIFeTh Qg%\'ﬁ?ﬂ?f‘\'? des‘Q"at‘”'d
equ1seidﬁ|ﬁ1 gHiadeestal fRGbHeSENCOSIHES (adkn, flaesrida) intllding Bequercetrin, galuteolin,

o x5 S Rr A RN SR L yopsranosice -
Benzopysapetietiag et(B,mdarﬁ/a:dmphe_trsrt)at(ﬁmgmcmfman@ﬂematﬂ—m hydroxy-).
Fovong ' SRR FAER} et BB SR By tgonoi
are diurefis,diompdIroantishasnicOicHhrdioliaoiroaory cargiseptic sod eencetivimepr.

Howev meg@é/ lﬂm%énﬂﬂbf tngﬁéma&eé 89k gl%lup R QPRE Lés%a:gr Mot The

are diuretic, sone are anti spasno

ﬂavoneawcpﬂﬂ?ﬁ wrmea‘f%aovm iggly parahing to a&ﬁmméipéweélﬁw’qcmof E. arvense.

AR oSO TR B8 2880 S DS St
the totalfigvoasid de:sleramécptdfseed;aqalsmmrdetrinesloyten’o b reevenee berd repbrations
¢an haveoﬁeggp\% %e?t% %E 'tl‘?e %&#l&y a& Vi ftﬁ‘é I'tfolll Ef tRe) Bltegg{t invention.

presen I hven
This pr@l@@f@ hAa$ h%éﬂl r?mtedkmtwre%ﬁnf m!%lﬁn bvl prowlngﬁe Ec grvapse herb

preparafﬂoﬁWﬁﬁ ﬁimﬁél'ﬂ E@H@lar&%&‘f’ﬁaﬂ?@n% cOREH YUBHRRLE 4% tsoquercemn
contenlgr 6 arvense can
e

o e AT RO RO BBl 0B vEo FOTE (exprossed
as isogoaupas bsbntem) offthet Reangenes herd prapastiti dirthe harbicsnipiniol peParation of
the mwgﬁign g%%hd%}%?zgév‘la’lq? l?%ncgf g%ﬁa‘?xﬁ%%%gé gllegglgﬁéﬂ @ r}artp%ﬁe hérb is
advantwpuhbmse be amrahatnhwedatmtomotal ﬂ%moﬁfé conterdiexprassed as

isoquercEMR tE RS ngs Asiubsp %@ rtl?eeéd'nﬁﬂésm&p&ttﬁé‘ﬁrbserﬁf}&@ﬁtgh }lc¥ more
in one enbodi ment of the |nvent|on the to

CO"S'St?“tMﬁB'iaH"eC‘Emeé?ﬂe”t"‘em Ja gpe e %fgm?%to"aﬁ gr @lgg:?qeﬁmerb preparation
is standz@dite@itd rothin fbe dBout&T WMMOhﬁﬁi)tombﬁmﬁﬁ%lﬂamnmﬂQbésB& on the total

dry welg!"ia’[r ? tazr’lvlgg.lsenl%g ara 6(%1’{ glﬂere g ntﬂé l(?) Ib%\)é%%?%%%reg(?reg?gd as
lsoqueiﬁetﬂaemevaé@tah an bnmtber ea@wameagm dpepaeBarb pheparation is
standaﬂzﬂfﬂs& ts QRlh 6@515@& bQs, ﬂgvoﬁc%sqla aB&ﬁ flé%ﬁ&gé gél}%d on the total -

expresse | soquercet rrn content IS re

dry We'ewl%ﬂreh‘% a@@ﬁ%@r@ PisRargfion, Whersindae fetal flavpapics aie sypiepsrd as

isoquerdBXie eq@@]\ﬁ’i@ tig Bhothéram@idtiicny el drRAESRGY bicpartibert -
I ment

standerifed F P 800 BdraipirHs § APt d e BRBTIe fesed On T2 ota

dry weifjihtay thed. de/etse o pepa%sidr, whenamll this tob faebnoids bleexpretsdd as
Jsoquer\%]t}‘ n @Eu @%}nt@f!n Ehﬁmg en‘?ﬂo)ﬁ HISE. l?anﬂn?@ﬁér@h?eggrat!on is

| avono é are expresse

standardizedy Hwoaarr stipastriopbe -8t %avowdsa*?ﬁ?@ﬁ ep thertefgldinmeright of the
E. arvelse 18l pRRp&rali@, b{h%ﬁ?lﬂﬁé ltdl favohSids ﬁlte@ikgt%ﬁéhdza%dsdqgercetnn
ntain fromabout 0.1 % flavonoids to about 2.5%
%vonoi ds based on the total dry wei ght of the E.
arvense herb preparation, wherein the total )
flavonoi ds are expressed as 30 isoquercetrin
equi val ents. I n another enbodi nent, the E. arvense
herb preparation is standardized to contain from
about 0.5% fl avonoids to about 1.5% flavonoi ds based
on the tota

equrv;al?r%
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dry weight of the E. arvense herb preparation,
wherein the total flavonoids are expressed as
i soquercetrin equivalents. In another enbodi nent, the

e herb preparation is standardized to
W%zo?«gmgﬂgt | east about 0.8% flavonoi ds basea)caﬂ]’%"??éﬂ"”m

total dry weight of the 351E arvense herb

PrePRaibbiifiRnt, MEE. @inenkd Rerb @ﬁ@braﬁ:bﬁié%ﬁ?ﬁﬂﬁhz@ﬁ & organic silicon
sed as i so%ger cetrin

content 3y BigPos PY8oet PRSI SY FRETEb TS Siendibie ek et 2
minimuiniztictn regoivense, der 3% piliepariatnoembaiseriita Fdazetetherb

prepara%rg@f%& héb-cb&gﬂm\%ﬁ:gﬁlkgﬁonkﬁf tH i ﬁ\%la}fcgl{‘i% dgﬁeﬁ%fﬂ tﬂ@ stems of the

eSS Uusi I con conte
E. arvensedertngnd dendaidiiesion sion perenty f@qLﬁ pEiFEFR Sten egtract em%)araﬂon

Briefly, St 2R of h8 FOBReRHERM WBRirembit@ flom AE YRABMARED. They were then

par ati on e..herb-co ition of
s B P e 5o S B B SPERh E oet or e
extractian mem jre ieltrat s bhinthad déing65%(1v) sthhndavato ekiesttion solvent. '

The ext}:%%t Was con aéﬁf ﬂascﬁﬂ ?at Eﬁg &éb%l%ﬁlﬁaﬁar effg"i” ‘?itré Mract v%{ Jﬁ%rl Bsted again

em ar nse were renove
for minimbe 11% alﬂonandteawl@uPLﬁrh@e (nal exteaskdry concepinte apwf:@redaas a fine

brown ;waémm Dénafachisld bddkr8ha RRRL ent via HPLC anal ysi s
before being accepted for the extraction process. An

ﬁ@nbﬂ@i erABSdirBERtthB @aﬂ@hﬁ@eﬁﬁ%ﬁdmﬂm&i San@drdived 18 brganic silicon

by a soly%ﬂt e |8r2 B%?%%%e :%IF t%ﬂ-l [j_ar{s-Pﬁél gfsrfv%ggect%é \rarg%?grﬁmovedafmm the
plant ardesied.d Ma@phglcal&xémmatnﬂwfﬂmt@‘mg bipinesa(thiintiedds beta

microscEB;gnd Egsrogeaaﬂi ﬁﬁc{eﬁgﬁcg%aguﬁmﬁee@&fea s%eae@rg%ﬁ,g 1834 f.g., an

aracteristic o
authenticaiedl soughgr %ﬂ?@ﬂ?@rwﬁﬁ%ﬁ‘i‘ Aiefie forspecies identifieatien). Merepstract was

obtaine® LARFRAMIEALH (bwsbirasta s mdtggo&r1gam> G5 bhiBN Thb kit was
ent ex Cli O ce [ ste
concentigled 85t ol BT HET W io T FOVASERY B e Plesstrocigs tested

for a minirriuecbf appropiheitengd % allicexamianh i @W»‘@é Spbgtrophatomeng(silicon dioxide

is uséd Qé 8'?'&3:%11&& ;Ubli,ﬁxhgééc lt’fqﬁese Eﬂ ﬂ&lt%&{hgﬁgﬁ@dcst&ggrd? above, it was

oscopic C terS|cs
titrated wﬂé@ deed ¢>§rabtéh¢tglad siedergeneghe same pracessastabes: dlde final extract dry

concentyé 6HRarei R0 FEBwWASHSEirdpsiicti | e for species
identification). An extract was obtained using hot

waine lenbbeitnare theah Giten5®Rerd Iptbpaifmithﬁ of e ﬁ‘érbaﬁntammg composition of
the lnvenp%]r reﬁ nvefi Zliometég f%?n?h i%e XL% ragfg Illerg%ﬁ a?%ﬁe%tf?rﬁgg flavonoid

contentget, rifaetvemstemmm pfeparadiomi ni mum of approxi mately 3%
silicon content via UV-Vis Spectrophotonetry (silicon
Biasrihgeembpdinenice Eagvensedert ARasationis standasdized, tp flpyegoid

(expres€ad a‘saé‘dqtufe@;teinnpwrﬁérﬁ By hRewélR %ktfeﬁﬂor‘fﬁr?ﬁébtﬁr %ﬁ%@b%ﬁ ,palth of the
itrate ra at _had. u

E arveq$h et ere forpied oy P Bl ESnaHiB07 Ty Wil iAoy o7 TLc.

(isoquercetnio énised ze refepaes sdstance). Wekholuglalexmmipatiar &fdhe starting

biomas? ﬁ\(:lu édqb&ﬁ]& c?ﬁ&?)ﬂ E'racrtoggb E‘,' ch%%%ﬂ&%s?ﬁ{semd fthe cotrect

ara | on O -cont al
speC!eStv\r@é bnem difed g an ﬁémqnv@aiecf vqslﬁmrﬁee@m@rwawo’teﬁ@n fle for species

identifi cﬁﬁdh? N&eeRicPwaNshisthaNGRi ot Qdiet Qfetv{rééh @boutl 5O B é*aoutzﬁ)O"C}

[ ﬁ@ 1o, E ar V%nse tSt emﬁfﬁt ract IJ)ar ation ¢ ¢
asaso }5?{61 i1 e’@'ﬁﬁb"éﬁw Brd tpra rgf ﬁ’E@"’H@?E’ rﬁ"%pg?ea‘?"i raq:f was then
dried. The estran das thskeidot Dminiravo nt)a[:d)roﬁreatay esH efis@giercetrin via UV-Vis

Spectro%ﬁcﬁ&“&é&%%&hé}}?tﬁr? ﬂr&? Déedba}é ?fe?‘e%}gé’ ?Lﬂ)tsta?nx _ )r ?ﬁﬁe g)grac%fgll, %utsuje the

em par arvenseé
desired giapdardeakaredt Wa%htfatffﬁbmm a Atedaxtiacithat Had Treygone the samerprocess

as abovb dERY Fiddl 8&rRY drlebncentrate appeared as a yellow-brown colored powder.
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(i soquercetrin is used as reference substance).

Mor phol ogi cal exam nation of the starting 30 bi onass
(this included both mcroscopic and macroscopic
haracterlstlcs) ensured the correct species was

BRANG B (e. 9., an authepyicated voucher SHEEFHEH03370

was stored on fi I e for speCies identification). An
@ briePgihbolifer® M@ tlerss hah gsiaratidh %s clandaMeiesd lupgtnic silicon

content GBI oM epﬁgap%aﬁq%oa%%oqa?rﬁﬁa% BB ahdee aghfibed above.
?ﬁ%ﬁeaﬁsk] &’?}?th[arp&%éenﬂﬁ\{e on y&w&rﬁ’ﬁﬁmq‘@o@nﬁo@ﬁ"gﬁ gf t;wg fnvBntion

r oxi na I Ssoquer C

containg\&. ViRyalg stegifeark exdisisbashibtarsense Byl @@Pe@ﬂ@n andmﬁmd@@ahydrous

silica. ﬁtﬁe é&ﬁt%hﬁ%ﬁ%orﬁé&mm% nfta!ttlgﬁlees?&bﬁtﬂpktrérﬁglﬂ'{en%@ta%h ‘ﬂﬁnness In
desired standards a itrated

ove,
one cmBImETG JierSrr STt SRR Er BRIV Tio8 BiFiaRs erd boutdg mg dry
weight agivitentsTioebbitrTdlmgddymaight equivatcotsoe rital allieoragp e/l 86kags unit. In

anothe%ﬁ%dé‘%%@%%@%&%h@&@%lcﬁ%ﬁgﬁ an WR I%I’Rn{%ﬁ{lo% oﬁt :rE_from about 15 mg

dry weightesnivalene tma@ub%mgﬂmwengﬁgq@mmﬁdmamlcm perragalidogage unit.
In anotféd dntRBimeh Hebiatp-¢ rﬁnh&k‘&ﬁgﬁsﬁioﬁ BNhE MedtSr REASHE #orﬁsdbout

| soquercetrin u3|n% hods descri bed above.
28 mg gwév%nbwva@p SttR @b e”;éiéupﬁ dry W@@H'{ qqgwaleptﬁ@f total silicon per oral
dosagdwgitb- cont ai ni ng conposition of the invention contains

C. nurval/a stenfbark extract and E. arvense herb

o anpdives et il invdrition,dbd habieyniaiong comsasition af thélineention
contairg%?{b%;h&%% Iﬁ'olné ‘é oalﬁ%hﬁ t(If% r&f&&nﬁﬁ%@rﬁ;ﬁkméﬁ SAHE invention

trengtheni ng rmess

contamri@abﬁm’etvﬁ mg gryeveight l@quefzﬁ ofi gSRIEIAYS 49 2hayh6dmadneweight

equivalei¥ %Fﬁﬂdéﬁhdi&l%tp%k Bl ﬁééé?b R0 Uh aA&hdFentbiolimenE it Herb-containing
ents to about. 7 ht e ui val en

compofr@{%q\#t |p\[eggqp ‘i%‘?a“bsrféﬂm %g%g(i%g:ﬁﬁt :gpfﬁ e Qy@?%p} phospf:horous ta
about S8he diy neitht eduineiangr dif-phosphaions per etal Rpagietunininainothae

' embodln%\(n?\%' e% 8(9’%:‘3}1@ éox{\ﬁt%gl’oﬁgﬂﬁg ml:'éntm ﬁ?rqjt.g%s %lln %B'ft 20 Jpg dry

ul val
weight pq,lgn@lengﬁ q:f,pbgqrphp@us & %poua&@g gm}vﬁlght eqmvalq—ntgafmhn@hor-us per oral
dosageiodi nent, the herb-containing conposition of the

I nvention cont ains fromabout 28 ng dry weight

erqancﬂair eﬁ}ie‘&t dfeheaiagantiod 4hm@erﬁlxcantmm bdim;ﬁﬂ;uioh af metrveton

contazns c%[‘gig Br%?%n@oﬁ;g%te%% hgrs-cglgtﬁl& CSIER? EIOH ﬁ@e invention contains
from atwhbmgldw weighs fequikiaents pheridiunmto abont 39 me diyveighhequisants of

calciur] ;ﬂer ORfF 164280 %I{Tqmaneﬁmgleerﬂﬁfdﬁ?é?@ @ﬁé"l‘\&%—@&t&ﬁiﬁ@ géhﬁdsgﬁn O the

I nventl on cont al ns ronla out 3W
mvenﬂmtﬁms dirrsahgpt Hing shnueighteapival @%aftcatwm@ a@@yﬂ ZRemg iy weight
equivalBnty oiedl peraj‘ral RBSEeN@HtO uSarmfer eBddirAeR A0S héﬂ:llcbntahﬁ}g

t he he taini 0S
compofihyat i RBITE S TR A i ADaRe GRS SuielcG o about
20 my dry wieight eniveleots gb halsipinqreousi! dasagatwdiut 50 ng dry wei ght

equi val ents of phosphorous per oral dosage unit. In
dnencther aspeptyd denpyantion, e hrsp-oorianing ternprgition apids invertion

con’mm@fnabh@:udnﬁ‘ VRh @Mbe&ifical, fh% HeFrEBraY co%%oggoﬂ%ﬁh@ﬂventlon

ui val ent s  of hor ous to about_ 3
wnta*%?‘%rﬂ%%@m gvaraient Sﬁwgﬂ %Wd?%@ﬂwe fo Fhosf 30 pg gafg\@efght
equivalents bf mégnesindtdee drabdgage ot |h bﬁothéheﬁmbdlﬁfen’g trReherb-containing
compo%nkbf fh%%v%h nn&ngaﬂ‘i&%% gﬁo@ﬂ% HE 1t=.|g \éﬁg&élgﬂs of magnesium to

ontalns ca n one
about Zﬁémsbdrw: vrighl evvivgleptsrb owighgsiimm D¢F aréldosageeinit.i mranothet embrsliment,
the herﬁ%&%lﬁﬁg uam;sosman dF the R BARINY %ﬁl%ﬁutolfo @G ikignt ©

about dry wei ght equivalents
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25 cal cium per oral dosage unit. In another

enbodi nent, the herb-containing conposition of the
invention contains fromabout 5 ng dry weight

equi val ents of calciumto about 25 ng dry we

YeYt'VA* s of cal cium per oral dosage unit PC&HBM}S"’O”"“
anot her enbodi nent, the her -containing conposition

equivai@ts bftRadnBY&R id %u?%‘ﬁ@'cﬁ‘ﬁw&gﬁk@q@h&éﬁts &PmBghediyh P ol Hosage
equi val'ents of cal ciumto about 20 ng dry weight
unit.  equival ents of cal cium per oral dosage unit. 30 In

t t f i i
RS oG Hhe AR coRRRE SRpcblh FHLIREARL 1odin
cream, ameneeerbmmme érb-cheiniping samapsifiangf a@mwgmn etagts from about
1mg totalagut' 1'65 ?rﬁ;tdr?&elg RRLRLRAts'E. ‘?:Uh@}é%gmlﬂarﬁgxtﬂicy pé’i’%ir&ﬂ bf cream. In

esiumto_about

n
another@mhoelme@h#se f@rbwgaﬂ@gﬁ! ERpRSHtion Phine awgfgga Ca%fﬁvs frgw about 10 mg
to abou%lp Ogary ViR dhitRidints Cheurhed Brepfbatiedsiratiger grANPS Sidalh Nn

t ant ai ns from out
anothergintiogrenh 16 N1 hAIaRS ChiT5 98 oLRa =i gy MRisihet 40 ma
to aboutg{ing @hewdight efuivelente€i quj@stemikmm ekvrgciger graim of cream.
anot her enbodi ment, the herb-contai ning conposition
lpfanpiher ¢mivasineansrine brrbapRiginngERMRBYIRN of thergyeniign sasiais from

about 1¥g BUBBHEHGH og“é'% %ﬂ&ﬁﬂ%&oﬁ %%nsé—ﬁerﬁ Qe g@h%’ﬂb@a&f In another

embcdiﬁlﬁ&g]g:hga (%)@Farrm%;c%on%gl% d{ tﬁﬁnyer% el V@ | engout% myg to about
40 mg deyrtveighiepivalehts &. batisectant pengrarg oaBROS Irtarmmeoémbdstm“ent the

herb~caH@}{'|§1m 1,2 os;tson o%ﬁge ih»rrénﬁo %n@ﬁﬁ% fl’(%l'ﬁ abAE 16 %%’ laﬂ&ﬂ%

Y ng conpos e 1 nvention con alns
welghtém%eatsdﬁtarvesselhaf@p@rcgrab@wemo mg dry wei ght
equi val ents C. nurval a stenf bark extract per gram of
raegiver erAbqsdivern ef the fysefioRethe hef%‘é’”??@?’!ﬂ%’&??ﬁﬁ?ﬂ tRptains orange

oil. In oh@ @ﬁfb@ﬁ:hieﬁmth@fhetm@ntM@&dmsmnbﬂm mvéntiocaktams frd® about

1 o B 508 g o S SRt Ry, B S
compositivh efiheinyentidntventams frosoatioat Hingde alovp &S inpidgnorafige dilper gram of
cream. ér?¥r‘?&ﬁér%ﬁnb8&’fmeﬁf HehQB éﬁQHHgt; tﬂ‘ﬁp&ﬁwn Bﬂgg?ﬁ&ﬁtmﬁ(}oﬁ@m&; from

3& equi va ents nur val'a stem extract
about&ps'@tog\ba 1BMmarangs olReT PrRaPieRY- enbodi nent, the

P'rec{i}tFJneC %ﬁ{eﬂ 10|}%§: %ﬁ%&%eolgﬁg%ﬁrtﬁgls?é %ﬁ%n%ﬂ cgr?tailns Juniperus
virginlareifiedavend)stdm esseni s inane gadodigreatyttefhedyr-emitainihgncomposition

oo A g RO B0 D RO AU RIS
gram of4:@eamg ) apotiver etirodiseant. g eeTb-somtaining wempesit mtr}gerpvegt{montalns
from abBut ffoAHBut 250 @be&ft 796'9? di PRMianatshdn ed8hia Qpﬁér@ré% BBcream.

In anotrﬁag n‘glggtlg%lsr?l}? the @en%pgc%aia;}x\{rpscqen Imo rt‘)@ﬁrgr? tgféhé‘%gér&uﬁ%n ggrﬁalns froncq) about
400 pg R abR0SEDoNRrD vigiiags siem ebsetigiainpet gramied tieain. enbodi ment

of the invention, the herb-containing conmposition

mame @imbsdigreaing éhe iovdntion, ihohebentieidingeompositiop contains Myrrh oil.
In one 421% ?tﬂ?é ﬁ_ﬂalr@-gorﬁgiﬁﬂg %%b%]&fof H%@m)eﬂﬁ'tﬁwrl%)h%fhs%%m FHollf1 Mg to

orange Ol ram o
about 10p@ avarrh 0& nevtgﬁém Oéﬁ'ﬁafﬁl‘r rﬁ%ﬁmothqrw&"bﬁ pDle Bﬁth@rmmﬁ@ammg
composﬁ@ﬁ’%ﬁﬁmb‘iﬂv@ﬂldhfcohtﬁﬁxs dMEHoubRors aBdA RESud fo@nsbatbxwtpgi/:m oil per

gram of cﬁeagh glk'{%lg? Eg{%‘rgﬁd@ %H?qheé'gﬁgplglnglg %%%?}n?ﬁtha o?gua lnven{rc])n contains

from aboatMBO $igtte aboubB0Q ieMymiv eihpergrargcofdreams from about 8

my to about 12 ng orange 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



10

15

20

25

30

35

I n one enbodi nent of the invention, the

her b- cont ai ni ng conposi tion contains Juni perus

vi rgi ni ana (Cedarwood) stemessential oil. In one
‘Sﬁgodlnent t he herb- contalnlng conposrtlon

of the
BSPIH contains from ab | pg to about PETEBYIHY3
vi rgi ni ana stenressentla orI per 25 gram of

about Mgﬂr%raboutm (ﬂmquftﬁ‘rﬁn ratnli16f A&k rﬁ@ﬁbtﬁérérﬁ&drmem the
osition o he |nvent|on C

her- oo R SRITRO S O P5oTBE ek "5 Sh00 fpin DA Mot fbout
750 pg Exaepifioader 6l per gaim gffcesanof in @netaen embodinaeng tieeiierb-containing
[ 0 .
compo A MRy o RS BLELINO 0 GBS0 LD Pl o o
@amfﬂmeahrgrnrana stem essential oil per granrof cream
I n one enbodi nent_ of the invention,

HEPTs- ek adimert Alghe Bxprdiep the Reresarigning ORA}'P?%*POBMO“W"@ Gupressus
sempevierd\Cysraks) tianeint En oh&embédiferstomne aemd@gtam@waﬁrpbmm &hhe

. .t he nt i |ns f abgut 1
inventicy Koplssrin At Die & Abpu] A BFE Seommpi¥ers gt Refaram of rea.
In anotieerieodiodierent, telterhemisitancamnpusiign otberipeaition oontaihs frére about
f .

from aHoEV@d“,S@@BébS&'EoB' g% sérf)ﬂé RN ﬁeragénpﬂ%rﬁgér?ﬁééfm n prgﬁggrﬁ
embodigiehb é?erfﬁﬁl?‘cort"ﬁ@“% @‘?@Q?lﬂﬁ't‘ ai th? Hyertionseriping fipm eboytys ug tO about
125 pg 0N $ENbéONer& Mk 8il Bt grdni emarédpeut 400 pg to about 600 pg

Myrrh oil per gramof cream 35 In one enbodi nent of

rhanathizy embbdimenttdh &ehmnebmptﬁearemmtmmmmﬂosﬁm contains d-alpha-
toc:ophe%@l%c@ia%s nNahd %am .\ggrlrc%n%galrr]nbglfiﬂﬁ%pgﬁ tﬁé‘?ﬂé? ok Hme he[’b ﬁ?oﬁréaining

con al ni ng e Irnvention con
compositianraf e nm@mm deiia-Beadsnbaaste Inbhe ghibadimenipiie herb-

contarntn@ &%H&m&w & % r%n@r?é!ﬂ:%rrfsl fR)‘ﬁ?ébdi’rl 6.1 Prﬁ_{)to 9hAM8 g d-alpha-

I'n anot her enbodi ment, cont al ni-ng
tocoPhW@ﬁ@@F% RES At OftoFran- i) é‘ﬂ?tl‘%’r?“&ttﬂﬁ‘t%“ﬁ dher hesbrPRIiRG Forppasition

of the ineatidn ctnthigrotrPabtting to/ %Lﬁgﬂ aﬂgm@m&;h@m&m@dl abfhte per gram
0

of crearﬂ e?r%rgc}:gl?]e%%e oﬁ@entc%ﬁ_grgrgy e’ C(}ITW&Si r%rgﬁl?q |8Y]entran contains from

about doop teedhout § mmmmmb@etalﬁ pdyQ@uam 6i00eguy Or ange
flower oil per gram of cream |In one enbodi ment of

{rrrnothey éﬁ‘PP‘bWe“ttQﬁ@eHé’ﬁBt'%Wﬁéiem FRytaineReEINoitien contains
drazohdﬁ'@/mi'@d N§ ofd BIBSEHeNt cF BBRMREHidrehs r{e@wn%ﬁﬁag doBdosifon of the

it s AR ' o b Mg o SHich o e
inventioh, ©@0Rinsdrod ateen(p ¢ mgrie alout ¢6 gadidzofimylgezaper afant thasam. In
ama’thelJ éh@d&%%lﬁ MthéF @hﬁ@ mwg r?ﬁ osHRh R ?‘rg %@hﬁbrng:gntags ferﬂSmut 1mg -

osition o on con
to abouf p ém dpigeeligpyippatner arpmal cBeD. Jiawihes embedivienie e hegaf

containflcoPBbsiindNlinvehfd BonlafhsaRM A1t 3 RGBS md 818 clidinylurea
her b- cont ai ni ng conposition of the invention contains

per gra'f"ro(gﬁfeéﬁ’out 75 pg to about 125 pg C. senpervirens
eaf ..oj | of. crea l,n ano er enbodj.nent . of
ot empRmen LS B he k2Rl SERE AT comane
hydroxybentcaiess lnjond grhteodinient diphigariHcorteiping cempddition obihe fiveaiivinrontains
hydroxy@enzda'ibso e o O, 1 hdib Lokt Kﬁ? tcbrﬂﬁbsﬁtﬁﬁ of the invention contains

-contalning 15 conposition o e 1 nvent
from ab@gt,ﬂ 1 medo gboyt émg t@ygﬁcgbtp@g%tesagqtgaqr@ of greprgy nld another embodiment,

the herl®BHI0&IING Bbmpdsiion BEIE irveittoni cBhils HemRBsiH0. SJrﬁig & afdie3 mg dry

DY SRR SRt B 8 AP st

of the 1rarnoﬁdmezon®mscﬁrdrrrmut 1 b éo dmub2 ogritydiorybegz@taspes giairost cream.

of the invention contains fromabout 1 ng to about 10
ng dry d-al pha-tocopheryl acetate per gram
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of cream |In another enbodi nent, the herb-containing
conposition of the invention contains from 20 about
4 ng to about 6 ng d-al pha-tocopheryl acetate. per
“&%an1of cream |In another enbodi nment of the

PEHYPBE, the herb-contaiping conposition EERIBIOAY0I3T0
di azolidinylurea. In one enbodi nent of the invention,

neolier Qm%&f%@ﬁt%’f e m{hte'r%Fbﬁntéuﬁﬁg cdrﬁB(ﬁi‘ﬂBﬂ\ Qéhtalns extracts

contains drazolid urea. I n _one enbodi nment,

of C. nypea,steBhas Afragh M@F%Wa%pr?’}% oil %V’&‘{’P’F’Eﬁrﬁtem MV”"h oil
Orange@RWEEOINE. §dmBraRas lsaf) d-biphe-tbaph9Licetidl; dBizolidinylurea; and
hvd gl azo}| di nylurea per gramof cream |In 25 another
YOroRRYdiStent , t he her b- cont ai ni ng conposition of the

MEDlC]IgKL 5&{)&%% E%OAHD%% d¥ O bnd oF e fNSIEﬁ'HB t 5 ng dry

Iazo I nylturea per gram or cCream ano her

| nve n%ﬁ ﬂkgrg%? g%es he'%%g%‘“ds&g&%%&% Jsbﬂlﬂg %fmétﬂ&i of

roma
prophylaigerdraagment ol disqderp ef thg tEngenital sysigimme.g- wr@ﬁwwﬂnence enuresis
(e.g., b&iﬁ@&@is&g’mn@hfprémlcwy@ﬂbs@ rhnnbﬂ&:al?:ﬂﬁ l@yﬁm@ta@u WTRY 1t is thought

that tho SR, S OB BT B R DL e 208 ER iy fog saponins

and plahtrsi@al] Crateaidoatas ﬂa#mﬂf&x@hmnhohtee&nd the pdare sterol, lupeol, while

Eqwsetﬁr“%ﬁ{amg%e minB&y, LD 8%5%%@5%?6%@9&%6Ifna%1ﬁ{ae&||a%rol) and the

I'nventl on contal’ns rom
saponinh gelissiinh SadkamidsMped @l gndign Mat%'lﬁef&ﬁdlca Bomhay Regular Prakashan

British 19T HhaRMcopeib il %@5@@&5@'!\5&%@%&8&%&1' 1083; cﬁonte ke Clinical
i nvention contains from about rrptoaot

Applicatigng of Ayiyveslic hGiare dT6Rs W@P%?f??ffs foir 188 WESIPR hersy H%Ffff"m"-
Phytothersipg S vandidlke Qi Abstella t 89T The Geang@oSorhinisiod & Mdnob@hs,

1906; OB o Sh B S Pl SR o G0 Hepd B¥hpsty 4. T

constituP@¥1of BRODBANHBRY @n nm@dmcrﬁfoa frothh sheraisinoghchiberapaftics bicherbal
medm'eng&ﬁlbh@?ﬁer%&%“*@dﬂ%ncQ@ﬁﬂlanh@ﬂr AOEPAS, @b@&aﬁ%@) BPal, Planta

C. nurvala stembark extract: and
Med'ca'ﬁ%g%@@@gﬁ) Orange oi l: J. virginiana stem M/rrh
af. ;- "
B e R Gg e iRt g prsE RO TR b S thg grevention and

treatmehyafrudngrp ealzdiat @stevdanbi uBlehidh hiARGRERThdS NdDeBRS y@ectrolytes

in such g%%'a&%?g@:ﬂ@@mk Wéh‘ifé:@;‘ \B?Qal@hﬁf’s%f ?I' Uvﬁﬂﬁ%ﬂarmacology

trons

28: 3131‘3@5 KBRPOsAnapg Bpehyal a'klﬁ'gn P}IW@Q’FQ‘HQH 27026%2@%(‘1§@5)865ﬁ595 F. et
al., Int. URE NEpRRE NBE(8)507Y53Y €10048 - Gratevh hhd 8IY béHCBIMd 1B SR small

intesting] gt é»*%g?ea%?l?wﬁmpc%n abof Brngglmerabo il Mprdgroan. Trese

effects inay bd dugpimarihyiatthd presemice odithyg sﬂmbl lupeoll Agiimdhee ot tudies have

shown t%ﬁl?ﬁe%‘ hélslzﬁlkﬁoo&%u};|+~I c@n?itc%}/cﬁpt?&ge&gqgécﬁ? t rﬂc?gageé gb%ntaneous

stero con
passingfaf a@oﬁ@amtsyng:rtmaiwﬂv@f N aalalsgheni £rad abldaﬁmngnf@rmcology 28: 313-

321 (19b(95 Rﬁénd N\‘Ht Eﬁ‘ lnd1:éWJ Whhhﬁacgﬁg}e ﬁ?ﬂ%aif@ (%éﬁ?* métmu M.M., et al., Jpn.

1. Mod. Bl i o5 ) SHa @SSR ARV - et i it wedmo%zam-zwtwm
M t | P
Spa8 i frpomegi et B eNEbEisn S oflbe 68 wrd B B R tonic

contracie pelicnlot Herdpag orMbdistionib mMstec iVairalakshrbbig 8¢ aleir*E‘éhnOpharmacoiogy,
28: 313@2’| feié‘gﬁk/t/)xnéﬂcﬁ’h' %aati % RGSn QfPr%\‘Méélc%Byczﬁﬁﬁ? 658 N88%); Deshpande

he western her

P.J. et %F ET@taf’tJr Wad: q?‘951 g 6@\‘??%4@&3&698% Eguisetyig mgyclso aspigt with
incontindbeH viath snildOPEchahlkRa. %@ﬁ@&r@qﬂi&ﬁérﬂﬂscﬁu%m l‘cﬁlﬁbﬁ'o Equisetum

are docgﬁgrllated Bgﬁ%%é}(af%mw%%sg a(ui §18b5jaquq5|é Hrage] Wﬂ? Oflﬁ@tlon ‘Nagao A. et

al., Biosci. Biotechnol. Biochem., 63(10):1787-90 (1999). These herbal drugs act to improve the
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constituents of nedicinal plants: an introduction to
the chem stry and therapeutics of herbal nedicine.
Sunfl ower Herbal 2nd Edition, Merriwa, NSW

Australia, 1996; Lakshm V. at al., Planta Medic
WO0641874815 (1977). 20 The Jher b- cont ai ni ng PCETB005/003370

conpositions of the presen} invention are useful in
tone oftthebIBdRY @Al 11 AogH) @)esﬂ;faﬂaé amip tre&frtebl il BFteva a6 Bk heficial effects on

reurogzi b S PR TG P SRR e A DR oS Rt ndian .

Med. Rest Re(Gapo 4683 éﬂeﬁ)al [ ty Var al akshm P at at. J.
Et hnophar macol ogy, 28: 313-321 (1990); Anand R et
e heforoalsiniNg qamRoRitiens! & g\, Present NGOG are(usgbn the prevention and

treatmélt 8FiRSonknerRE an@benigi brosﬂah&*nype%ﬁlw éHd ur:ngﬁﬁlﬁionfﬁ%ﬂcg’ 1érateva

q %Ba? E) Cratevahsé'taij fun to inhibit snal
adminieglon, bioghoes.a TRUSCEAcHOL SaTPIayEs S LY. peomipenge, bagh and
retentidet df noihia mmmtm‘gmotoﬁlﬂ: bladder &8 a(rdQMf berigrepostatis Fﬁ@@h@phy

Desff 1 AE LRI b ISRASBEPEREh. o e

tone ofﬁfaﬁsbi@dﬂer amktbnb @KPuisieenigreaef Dineatheraby beleing effectivé evatiatipn.
Deshpérﬂe Jo T AFTS %;gﬁﬂp RcanRaY! S'7 ) (Q%p‘f)t%so(ﬁ 9@1) ﬁ?&orﬂ%c studies

omatic relief. Varal aksh
arelyz R PRHCR Blsb Py habiatey gomwizes tiops of ta rigerbloder and

significaritly deB@bedd rdsidd anieningg Yihe héib-cthlsi i8dns of the present

vent s g sl o RBpug ey e Bhgponce
pfﬁ ﬂ%%re gl;o s@@ﬁ&%ﬁk@mal sjtutdleg Eee@:]gt 33 Bgst; ge%%ls own to

passa uced v
increasedin 1@ne el sroeath andgeleia mysce fign: u@asd?\m 6o Hnd. Med.

9:49 (1918C hﬁmaVﬁ[:éib@!ﬁﬁJ%aﬁ[ﬁiay@bf treditmérit MAIP @Pﬁé@@&h@@ ¥r hypertonic

3 3 3 0 t al I ndi an
curves Biihe iy @a@é Fbe %2%@9%%@('@ R DR e oL ol Res o, Med.,
9:49 (18714). I ndian J. Med. Res., 76(Suppl): 46-53 (1982).
Equi setum may al so assi st with 35 incontinence via a
Enwbetam isedHasligeacikaedpifcaies! Silica swworty thenegeneration of

connecb@ﬂ;’éﬁé ceidvBried AURHe ERcERBLSS B%dl&ﬁé? PRpEU ‘[ﬂﬂe}ﬁ %ﬁd%ell c.,

bi t. xant hi ne oxi dase and subsequent ur culi
Eds.) DPBIP%WS%’SV Nieraondon gpo6)al he e invopiicg AR herb-containing

compodRicns hsstul, ﬂ?ﬁ&f&@)nhtha %p?ﬂa)ﬁﬁ?&?&hﬂneﬁ%&&ﬁsﬂ/ ldBﬂ?%'%gﬂ/ tg% grg Snital
t he

systemzb. e TPERBeneB ooz @er Bed fongb bengtapaatibgpiasi.

Urlnaryaalwllemtlhseantﬂ bdts. Crat eva has beneficial effects on

neur ogeni c bl adder and post-prostatectonic atony of _
Fh%h%gﬁa@f@imng CeRRpHlitne Ogthg presentdaventiiongira wseful in e grevention and

treatmeRe&t - UTIS ?(ﬁ;ygm{)s% It?%s %erﬂé irgﬁft%)m rnaTQiﬁ%hE%t;]iﬁgfcgﬁE ?g@i’eQGf tRe
ition I nv | usef ul 1
Equiseipig SRR ERAYR Aot Ror SPORLHERIEIEA of LB Prigsien apttcniorde,

similar fodimit ghotperaBtgst such by bﬂrba‘mmdityaﬂmi RerbNBUlerrez R.M. et al,, J.

Ethnopl’]al?l%gggcy Wr‘(? %2?6&% @ég@b H?J&Ifﬁhg M %} . golp rs%gggaﬁ% lﬁ e%?@é
60(12):22411P @8- Acoerareasnt Yedviusingeats ﬁlsmﬁmmmmatem@oerm affects of the
drugs 1rbur§ﬁil‘ﬂ§§rs a@ra%eé Fséfla? IRf UR'f? me@ﬂro“ﬁﬁi@%'?%‘i'”@? MREY authors

suages{TBRHIE Toouts Cald pS Jiip et ket b e Wity pasney, the
saporins o irgereétinglyeClakevd thas aﬂhﬁiﬁédﬁﬁatewmmbﬁhm&eﬁéﬁﬁoﬁme@r Nagkami

K.M. ef %h iﬁo%i{ MQ{%Q Méggsféo%ﬁatay\lﬁaﬁ rgf?atslh% B(Jgﬁ ﬁﬁn‘r%ﬂg@caﬂms of
Ayurvedia 98DFhinespdieshe MonegrebhedforiBe wastatneerh! praciitionsr. Bapaherapy :
Press, wbms@wxwaﬁ.a ‘Pé@ft Sﬁﬁaﬂ%ﬁﬁ' Lét?%pbf‘%érgd“&o@f 3§(§f 2937 (2001);

b ;
Xu HX 4l R o e Ry St et BansiT s a5

present
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i nvention, therefore, are useful in the prevention
and treatnent of urinary incontinence. These results
are al so supported by ani mal studi es where Ckateva
has been shown to 15 increase the tone of bot

YENBBHARd skel etal nusclejn vitro. Das P. RCTﬁmgﬁ’“O“m
J. Res. Ind. Med. 9:49 (1974) Ani mal studi es show

(1999); @é@{haﬁo 2y 3. Bfind eﬁhgﬁdﬁgﬂ trgify: t?'h—S@(Z’UO‘F)V aCd'n%ﬁﬁgdt\ﬁﬁ triteva’s tonic

effects @rbﬁmgqtg g{ugge (i’shlqr; &@ldwmg§§§t%%%d@r e(g:tlceurgpon Iherghydecreasing
residual tifhe, ARsbwn to SorfRbutihg Tabor 10T S Peshpahde P.UCHT af. Nndihk [1.aViel. Res.,

i 5i | icates. Silica supports the regenerati on
76(S”p§]$4§'6§@g)ﬁ ective tissue. Chevallier, A, The

EB&Y&#:%H el?b@) ﬂquN%g'Hﬂn %2"&1?‘[‘ me an(tf@ﬁéﬂ'g%(atoﬂ}%fs}é@l ainhibition
of mﬂarrpﬁ@tom@g%@giaqdweﬂgpggh oqggf 19-pEasivies ﬁﬁip w&ammatory effects
via a dﬁ&@ﬂ‘?ﬁécﬁh@&ﬁ Bfﬁ@;f)bﬁno M. h#EaﬁfBéﬂ esdchltdl ol PSR N gb;80(1 3). 214 1-5

(1984); t@ree nfs f of dl %@e%@t@gﬁgg%?mﬂ%egécgmvg };fecrpon chronic

urinary tractmferttibhmig)nosbmmiygmcqmmmﬁlam ofcantvppeierdl asd apti-indammatony actions.
calculi, cystitis, and UTis. 25 The herb-cont ai ni ng
Toerperbicontaning shmppsitiqne of e prasastdrvention are esaiddd te pravention and

treatme‘hh@f Lﬁ’iﬁgrg ‘ﬁ%hﬁ?ﬁn@@ dmid ARAdTRRE, FThert/H SidkRAEk foY flol dsk 8f Virginia

een shown in rat studies that sone speci es of
Oe‘iam’?%‘“ t"Ea“Lﬂgé’é‘P&Hﬁ'?”&?n qrg;rqq;md assitng @lapéeréq,qq we"ﬁ&wﬁ’der
infectiofy, dEficlt @fihzdiBn @hd 6RMtis) Misgerind 28l BAked) Essdnian®idSarety. A Guide for

st By Sl Pho P RSt B8, L5801 g ogres.

PracttcﬂWmqufha'ﬁn}a Fbbrsens] kiagpe Tolii@oPuiishe(sl G8lpriaDUMRy otBBNST-8, 170-

171, 17?)/[0 ?’égﬁ? iro ?gr%r B/t,é\?rlAnD?gﬂl? gc@ﬁtgérs“?lu pan Essex, England
1908; 1914@@%@@9%@@ dema Pty SRS THBC. BF BgaSl
Compahy, Hskd Eaghs, 168@9e6-1B1; Rikce a8, , THelﬁroméﬂ’r@ﬁapy Wﬂ;’b@k Fhorsons

(Harpe GBS, ?@@P?ﬂ%&&ﬁg?@%ﬁ R B NG g2 85340 8 i olour

AmbenedodtRublisherisg Lt Eawt slorsteyn@iney, Erglands 896ni sThe documented.
propertieB ki tp'r&ﬂlg% thisEfda tﬁ%hoﬂi@ fdlﬁ@?ﬁ%&&f%p@%d astringent.

anti teri properties

bp,%gan;s Ne&ﬁﬁér@ed\@&érpamns&@m@aﬁé é%@mgéﬁrarﬁé@&@sd&amﬁmareuc

and ton@hﬂﬁ%ﬁ%@é&%p@?c&pﬁgﬁg?g\g@?%ﬂ %}}J ' Vﬁﬁﬁdder areeﬂ]mprove bladder
tone arfdraasisy withamesry irdoptirehbe aapshurddise Stsserdhd undBalada, Bssential Oif

Safety, &E‘gﬁj@a fég?-é?a%’? Z:grfﬁgﬁf)@%@%f%%w%%h%%p eﬁf{’k , 1985; 28-29, 31, 33-

34; Valmiyd. ofwmdmengro 1BEEyaryoSaitor Woloe), ThegeWh Damiel Gompany,

Essex, EFclﬁjancg@l 850; RE@RQ@WImes %2(741)9 Eﬂgréeﬂcs\éﬂﬂ%gﬂ-ﬁ{ Qérﬁg ZJ?il?'temls Press,
2005/ 003

. al
BOU‘de'EpPIOFﬂﬂQh‘éﬁﬂa@ P 7@@1%927 l})a@@n( B &d%)Aromsiisiane §°thaﬁd Psyche.
Healingr& Fress, Robiaaies, v&%e&bsnam DE0197-1885ehdR, Si Thé ﬂromaz‘herapy

i d .t h. Db d ' h
workoGRTFHEDE 0P3RS B 2T keGR4
Definitifea@tide tot Fsstfttiat OilDaddrislanaret FoughtastLicytent, Wit WHZ&%@D-B‘I
Keller, lBeﬁ'he Cﬁ%ﬁ&é%me) Gtﬁ & éa?ﬂrﬁ)ﬂa%g:%py =r hmﬁ@rlﬁgt'ﬂ”ﬂ?}roﬂc @'ém’gmla

gw setum 1's known to have anti-inflamatory
USA, 1%??& $37%i a inhibition of |nflarmatory

REGei, RErRe poSp S IRt e oAt G tand ph 2ot psiges a soothing

effect ometivans vembidhégoidhé ninay syaterrednd piphdtes [Sading bfttisbues. Baltaglia, S.

mho Cofhe GRB tq roP B PP b PR L1 PR Brbandlo

Australigot495; 1A9- 6% &1, 168-18hr15Ri189, 182-183, 184-185, 187; Lawless, J. The
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urinary tract infections is nost likely a conbination
of anti-bacterial and anti-inflammtory actions. 10
The herb-containing conpositions of the present

i nvention are useful in the prevention and treatnent

WP 20y i ncontinence, UJJs and enuresis. PFHAPROIN3T0 -

evi dence for the use of Vi s'gl nia cedarwood in

Encycfc%ﬂasglﬁ 'oggsé Tiz?é? B, ﬁﬁ’@%ﬁ Pﬁb@s f&nﬁcé%ﬁdag\fvhélg LR RGdRNa, 1992;

ections, difficul

76-77, $f-BHABPIR. aﬁt?"@?/ gpq Newli a'ﬁ dogunanfad an bRviRg %@?pasmodlc antiseptic
and de&ﬁﬁﬁﬂ Lifédts. €110; %@hw—HéhgaJl e lfr@rlhathbi%ﬂif Pﬁcﬁﬁ:ﬁ@r Manual. Aquarius

Publrshg)go\éfglséﬁ W@%ﬂég}é{ﬁf |8|95 g B\éli %g%f‘&t i hgpfrecfbry o?gSSeniral Oits.

SaffronAlalded, ITee &py. D Coowsny, Hasqpe Englaid, 1982, PobI i ¥6e103; Keller, E.
The CO@J&J i%@é éxdyto%ﬁm%ﬁz%ﬁapxl By @am&? %c Hbdrop Jhirordi83sA, 1991;

r omat her apy C. W Dani el
17'8-17Q:onpany Essex, Engl and, 1998 194 VaI net, J. The

E[g% ﬁ%;'pf:c%@%{%é‘rﬁ%g%g il ap @ﬁé?e;%éﬁg\:fg arﬁ Eﬁeﬁglzri gle prevention and

treatment ofcdisorders dittke prostoiy b.gr aplyigrvmokbth@ikypefblusm dizsential oils are also

recomrég'_%creiforg I[Pa%?én Pr%aachéggé%{ Oi‘ﬁ? G%Inigl’cjl%ss;é%%ﬁect %Z ﬂ'&acﬁrgggﬂe in-‘men.
Battaglian®ethedeninieid Gwmém Aragpathetopyetke PetactPetipn PSU SYirginia,

anban%néldaﬂgstrahgglz)% 1140 1Tbe1 1@0@5mmt 3 15@&9;9%4 |1 86185 K8V Yerice, S.
ro uce hi s ect are th ant i spasnod

P ractfc@f ﬁﬁ‘?’@?tf"imméﬁb?@@b% Herpgh frolling P‘I*brlfﬂ@ﬁ? ahf@gpgﬂ, é’s% 1983; 157-8, 170~
171, 17dptasTEAkesk, 3s TME:’?@MO,E@&MT&CES@M@S@#S 9892) Element Books for

anpt.j.se od a
Jacarar RS C AT DT &7 Uit RSk ANy S AP Gl
Aromatherapy. SaffpndValddyl, dtkel € W. Deniel Gorapaag Jissex, Winglands rioarip0-121.

i ncontinence and enuresis. Tisserand and Bal acs,

Esg@indiugs canmony pRsridted forarigaiy deopiiens sieTpscayutynin
hydrocrﬁ’érﬁfeeﬁﬁh@ﬂ@rﬁxscgm &dtioh of bbétylmtl@&@smébth Keuscid, 39S&ducing a direct

ne act
a“t‘Spai{PB‘ﬁﬁ?ﬁ@Pa‘B?‘ 1S, %YfrFléﬁh\ﬁa‘{eaB%m’ ml‘ﬁ& A E)gnﬁ‘ref!’ Brit. J.
Obstetrics rpd Bynecologye 07: Eigh HI980). B%@ntla@mﬂzm_f: effddd Isrdesiredover the
amicnoll R SOV 58S Bl 88 A e, o
antispagmedic afenkal thesegsgerdiakeils, wiilst 1ol pedyised indpereisheriflivydetail, may also
be prodBbifg n aBRBRRsIPIo cuMeRiDAEscrib@N @l mediRQifns 187- 188,

Price, S. The Aromat herapy 30 Wor kbook. Thorsons
Helbapdiorefial dré B6dumGRddi a‘sdmﬁeamnglb‘ﬁihd ﬂﬂ:@%bu@ffthe @ahelglwithout

ety L5085 P s bl PSR @b o
potassuﬁ_rs) 24 js tBe c@k;withKadrk @pphlﬁicateﬂ m@em@m@lmm GillschndtBpne,

r ‘gl
Frnci PRI ey SR B B 920, s

often degs nghresult rom herkal divaticre: diland Rona Priveles @é@ P@C‘t‘me of
Phytoth%rprEmmlBLSvueg‘smt 2000; ﬁwgmgzmmhamaﬂﬁede%mm essential oils

oty B0 T b DA FSuEF P B gency n o

productibinef e, & blts effert, wihenRpynbirted witlicogpleteaampBringsds dhmebladgled when

a5 S e o o

PHARM@Q%@AL%&&p&EHbN@ZQQ%Qﬁ)ﬁﬁiﬁonsl9 Encycl opaedi a of

Essenti al . (1992)tl ement Books for Jacaranda

Yhé Bélrb—cbﬁtﬁmm@'éﬁﬁab@é;ﬂ:cﬁhs d&%%reseﬁﬁn?eﬁhor&%n%% usd@ aoASEr further

forma A s BBt ool e cEmP A (P B PorF Sty i a favorable

deliveryqyrdfde, i.8h epitshledeHiatigay to d hebjet.ofudhemppsitidas aptdally comegrise the
Manual . Aquarius Publishing, WIletton, Western
Australia, 1995; 183; Sellar, W The D rectory of
Essential QOls.
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5 Saffron Wal den, The C. W Dani el Conpany, Essex,
Engl and, 1992; 50-51, 106-107; Keller, E. The
Conpet e Hone CGui de to Aromat herapy. H J Kraner, Inc,
- Tiburon, California, USA, 1991; 178-179. The
WRPWORB#3ai ni ng conposi ti og‘i of the present RGTIBHOF 370

are useful in the preventi and treatnent of

herb—coﬂ{aﬂiﬁgﬁ%@ o) |ori5c§f€f h?éa’nlﬁéﬁ fnd &£ pt%nma&ﬁ&lbagqo r e%b%t dafrier. As used

I's are also commended

herein, fn!snarrmqeetiqa@pa@ea*éblﬁ FaTiAg iptendqdgiinciidp Agy andISoMEItE:
dtspersﬁf'l e, Qcﬁlatlhélee aﬁﬁtﬁ‘éﬂeﬁél%nﬂ Antifeigal Bahdoagbihd isobnicHAE absorption

B C e N e ST Y
carrierskt®ddst8bedlit §e rﬂl@.ﬂ;@smed]tbﬁolﬁgﬂmm’ﬁﬂs1383““3158'4‘0@%3?9185’8 a
standaljéot%f%f%ncesﬁgxtbﬁ Er%cffeiocﬁhlc sq técﬁ’Merel-mﬁ éf@l%ﬁce "H'Efé%d

I sher’s, ornia, U'S . 157-
examplas7ef_sugly gariers gr diligafs 'm%%ﬁé&% arejiot *Fﬂ%edéﬁd%?fow@%h%“@ﬂ‘ s

solutfon'gs@éc%é@éoll@oh Sand(‘éw&%arﬁgefgﬁfzfﬁ BlbuRe0 k[?neftﬁé ofléucH ardianda

, Ltd 3
composye i PRt 2ot wbeancon A b ) ol Pt oot s
any cordéhtideal, mddieo@omabsitiaris &lco@patipieryith (e setive cBmpdsitivd, use thereof in

the com@%§90ns % gon}gn]r?lategeé Eé;ﬁa'lé?n gctfv8 'Egmpé)s)ftlo% ESFLLPESnERporated

'ncont I nenc S OXY
mtOtheIWU\f)Gﬁmf@rl de, inhibit the nuscarini c action of
acetyl choline on snoath nuscl e, ro a dir %ft e
Amhpanseswisal composighor theayentien isfey & ta e epyapatble with it
mtended e SOIdniMiSEtien. HRiPMpidd. of rduitesadf aatmmﬁémdn indude?8.g., oral;

transdegﬂ?sl (Et g ﬁg%}agd%%rgsgﬁigﬁ!)%g%%g P;ﬁZ%ﬂoﬁ%ﬂie ?H (é:%r? 869 gd}us—[g& With acids or

over
bases, almashxytinonmmg: aridkdrisediumdifyddridgs previ ously used for
patients with urinary incontinence. The

8ralcepaestisns seraralydcluge apinesidiiperd oppn afiblg cpger. ey san be
enclosé'&qﬁ 88&@’ s4p8Gles, RapBis @r Wﬁﬁééde@ ifletbicks. FBRIheDufidse BForal

therap<fc et BRIt B8 S oreP BRInS o g TS S meoBbrk & e gporated
with extipiente asd ngpdih tredol mf\lamda‘ts JAughes, hecapbales yGraldonipositions2an also

be pr@1:>é':lngt%ig{:slﬂgt g@: qaéanlié???r%s? éég% ﬁmangh %hekh?th? %Qrﬂfx%:iioﬁ r'Wt’he fluid

carrier is @pplisgionafly and swisied ang %a%@orﬂxeﬁ 9T ﬁ’ﬁ@l@""%)pﬁh%”m?’é%{h@ﬂy
compatiRIShiding! E:dﬂﬂadéittblﬁs?%h&?& adelahtSn@e&%lM%e indRided @k Ph@SF the

compo3i5o 758 it PP P FouieR a8 TS oA R lowing

ingrediérs bk torhsasiohesfzadimithr naiatd: @ birgler suvh lak sni@odysBdime, cellulose, gum

wegacai R R B 0ph i 6855l oF gl Al Aol ofilsfon such os
alginic hedd, Faimogsisemormastarshil %Iul@@ah’faiugb by meghepilinasiearaieer Blasdes; a
glidant Euéﬁvﬁ c‘&li&ln?? siﬁ&cﬁilrhﬁé&ﬁier §§\%étéﬁhgg b&iﬂlﬁ)@ltlbl’ﬂ Qﬁ&laa%%u%se_r%r saccharin;

ter e I Cl ency pro uction of urine
ora ﬂa\@rﬂﬂa EPMPRFHTON SHeTh®S F??@ae’W"i'fhm%Yhﬂal!fty@fee RPEFIeRflayeringn eT he herb-
containPlg RS HPHsINENE B th\é%&bﬂgnveﬁﬁ)h EEnrlgs edotmmatsDas B piedl cream for

| ost th [ k PHARMACEUTI CAL
ransdeipRREEP IR AT ONS The. her b- cont ai ni ng
ﬁ'locgﬂ%:oe%tgdd t,%e !tné?g g&?t&ﬁﬁ_g tmllnﬂ dﬂ%é Eﬂh% ir’merhﬁn Qﬁee;ge etred with

one or fturther r maceut | caﬁ)

carriersdielonii erotest tbe spOBRISIOB ﬁgamﬁiéfrﬁ'% pliginatigp fraaﬁ fﬁ@/%e%stimtaﬁ a
controli@d Fél"é’a@é @&I‘rﬁlaﬁ&? |¢r¥c\£ﬁl’ntg Irﬂﬁf@lﬁ’[ﬁ hed ninor&nfaﬁddlate@bieﬁ\!ehﬂéystems
del | v ec conposi ti.o y
siodeaiagRi ko Ralye Sl o1 EBeanab oo i el
polyaniyeridesc paiyglyaslicarid; aolzgsi, tpotynrthﬁestdnse andh p@ylarmo lacidn Wethods for
phar maceutical ly acceptable carrier. As used
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herei n, "pharmaceutically acceptable carrier"” is

intended to include any and all solvents, dispersion

nedia coatings, antibacterial and antifunga
ositions, isotonic and absorption delayin

“Hb #48743ons, and the |ike, conpatible with PCT/IB2005/003370
phar maceut i caI adm ni st rat%o Suitable 5 carriers

prepi‘ara%ﬁﬁ ol&R A G %ﬁ&% ilt6s pr%tre?rﬁ RARMe s‘l‘dﬁb& irQRe 8ft. The materlals can

ton's

arnmaceutical Scienc Stan a
also beogtained semmegsiallyfiom Mga Fpeprtiond ﬁaﬂ%ﬁew&a[ﬂ b
160 Sﬁa&en? E3) PR Lo e b pSikiert i TR ool Blitregeer

togethenavitie nstreaibhgtier adningtration. sol uti ons, dextrose sol uti on,
and 5% human serum al bumi n. The use of such nedia and
Toeripuention érfurthesdefinrg ydeietenre 9l he folewing exapues, whisl are not
meant foSimtehd sé&BQWhh 'ﬁrés@ﬁt ifVehtionEXGRIPbe Iaﬁkfe@érﬂl’to @8selékile@ih the art that

conventi onal nedi a ition I's
many rgoSaRG. Bt 0B EBHIS 207 Bt Sl Aspfior i Separting fom
the purSseROg iidtérestof ik nvantienpl at ed. Suppl enentary active
conpositions can also be incorporated into the
conpositions. A pharmaceutical conposition of the
i nvention is formul at edEXAMBEESonpatible with its
Examﬁl?ﬁenéﬁﬁléa?ﬁlﬁl 8 a m%@o?ﬁélﬁfdd)ﬂattﬁéﬂméﬁ%eﬁﬁc CotdrYor
ntinehRel ude, e.g., oral; 15 transder mal
o |ca , and transnucosal admi ni stration. The
GENERﬁH can be adjusted with acids or bases such as
hydrochl oric acid or sodi um hydr oxi de, .
- gﬁ‘t?@é’ﬁ“? ernslugien & iayasjosie e wfeciyrnesiof 8 ha brﬁ?@ﬁtmnamaﬁafﬁ’
therapéﬁdd: b[b@deﬁ@bmhﬂ ereaﬁhﬁyensaﬁg Wmananaintsede inrgaafat, i“padder contro)
ets qr S
croan 3t PR e Papr e v o B e e Wik o
natural herbbcontairing ereary poapaation.t Therfes forapaation gemeineshprireatilytessential oil
herbal 5@&& BY, @ss&uapo.wo% BitSX th&r’ns%‘“tbn%n@éb%ﬂuﬁﬁbe}d% virBiBiah{Uginia

IMét's, troches, or capsul es. oS tions ‘
cedarwpedh 3&“& 8. Commphasaryeha OhRE) all ﬁ“[ﬂs@“@ﬂ'?mé erplher Qfagge flower)
oil, and@p@eﬁﬁyéémw%renw(@fp%s@) [ééf?armmirﬁmﬂﬁd lnnacbch&arfcb Wltd the

R MER T R T S —

The PedectFationPly L, Milging., Bishpos,iQld, Mtra!atngpb dri O-adii UMENt50-151; 158~

159; 1é§%§r ) .ol %‘zrﬁ%@” Q%h&b‘éﬁ‘i. %ﬁﬁfv’ﬁdﬁhé&‘ép} r)!(foef"mtma Gyide to Essentia

Ssitioh sul es, troc

Oils. Haﬁ‘éprtané Stqugtop A, Kenl HKrPPaE@r%fSUr%FP%?)I BgligigF.ois: The Complete
Home G0i8s ROABRETher=pY, 1 K4l In6MSbupdn, Zaboiid, WSANGS. Ur&-178(1991),
bi nder such as m crocryst al l'ine cell ul ose, gum
MATERIAIGSAND MBEYH@PBat i n; an exci pi ent such as starch or
Stcil actose, a disintegrating conposition such as
udy e ¢ acid, Prinmpgel, or comstarch; a I ubricant
Jhe btudg wmagas@cMasdmdmgitoehe)TG:SBé@uideimgs for ngcti Glnital Research
Practiof #SCRB i GOLI-RRA S lid (R BhBYLA) 18 ABURALS Bbfige of Natural
~-conposi tion su or saccharirn; or &
Medicirfe| Etbigs Cagniltasp J@pthntgweyg yﬁrea@ng%tmqﬂﬂatuwg@mwcmc at the
Australiaf |Ooﬂé(d@(§f$~latﬁél MEARae Bfitawer TlﬁlﬂeenT(hQ Wehéh S@eriencing symptoms
cont |n|ngIP ositions of the i pventi on can

of urge jicopiingace gﬂlnggntlger{cgmeéeaq tésgmrqqg newspaper
advertidehaomésl eThined (3§)Womea ndthdrew frain taalstisdy ot patormhreasons euitlin the first
e f
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delivery systens. 35 Bi odegradabl e, bioconpatible

pol yners can be used, such as ethylene vinyl acetate,

pol yanhydri des, polyglycolic acid, collagen,

pol yort hoesters, and polylactic acid. Methods for
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RESULTS AND DISCUSSION

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 (BM!) 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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were considered eligible for inclusion in the 35

study if they nmet the following criteria: WO
2006/018743 PCT/ 1 B2005/ 003370 22 They had not

IR ERPYBAE recent surgery p%{tlcularly hyst erf&d{BH)>/HP370
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di st ur bances; id not suffer from sk

botheredpy lsalsages Tha a?ussrcé thgrifalae Wab g &Fpkinatian of the feeling of

urgencyaﬂiéI refiflor Qﬁyélcal éﬂﬁgﬁtrbr YRt SonBkcRd IdaRadii THeabSUNS B he Bfectiveness
ut_were

of this GEEGient i o A e LD MEBp e e RuAL e A Srosemed in
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| paire@tteéip =@ p5such as househol d chor¢s, physgica
activity and social activities. The questions in the
UDI relate specifically to the physical aspects of
Thecsidyl rasuite évdicAtdd aﬁg@ﬁftdamsmeecﬂaagem tharedpaaat eorebmihg

. to . = N | tlv t _ 2 =
st g b R . ol AL 9 gy oo
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the arez%ﬁ%ﬁﬂr@uﬁﬂ@ékraﬁé aﬁ&‘&hcﬂf%ﬁﬁn@é]&&d‘ér %o&g%\&ﬁés% th; became
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G el Bhie i iHats W o dO RSt ERSSIARR oSonse t

frequenBy @“pan:aﬁm@ner'ﬁh@tmdeemidmhs clorter af thecwaraem werstexperiencing pain or
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i azol i urea; and

, respon%ggﬂh%?ﬁb%% %ghw%regseéa?fﬁ* a‘%%'a?ff @q}‘%lalgﬁwswe% see Table 2).

preparation are not known to be toxic, irritating or
sensi ti zi ng.
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RESULTS AND DI SCUSSI ON Ei ght (8) of the wonen were

aged between 60 and 78, with the other two wonen

being significantly younger, 27 and 42 years. The

mass i ndex (BM) ranged from24.4 to 31.9 with

%Z"ﬁﬂmﬁ?ﬂér age of 28.5. Theje was no change PRTARAHISST0

in these wonen over the st udy peri od. WO 2006/018743

PCTI | B2005/ 00R3 700 R8mehvOmpactifsibngtd i rth ro

ari east one child, the average for the group being
Hasdirfhe 16dkagd Giactodtiie folowinghad el paontaric dvientat ¢ nBloath 3
Hosédt@RBcharesur ge 1 ncont i nence for al.o3oeast d@B9 year8.006
Phydict eectedtioof t he wonen had undeér gnoe® stur ge?os, ei t 66
Enteplamnienbdrctidifiesa sl i ng or prol apge 0.0%paj r .0.5@ne |of 0.0&%
Trayal $30onipdotrchover e usi ng pel vi c if a2 exerigees [pro.ops
| Sotiel aptiviier i Ng t he study. 5 Prion t®1%onrencsivent o06.098
Entdtiend! heglthrnent, al | wonen reportied.500at | t He182nere 0.091
Fedingfmetdtgd bot hered by | eakage. ThE8calse.@f3 t he 0.009
paretikesie wWweB0Hf t en a conbi nation of thelfeeling]|of

urgency, the result of physical activity or just

e wasia genérdaihmaget sighiifieamtérspriovemertt irt duality fof life tuestioesegarding

social a&fwt# Qﬁcﬁe%&tﬁ)ﬁ%m‘ég %Mﬁéé:&ler ﬁ%wg%ﬂgpfﬂy nﬁ'l%r were no

eri o are presented in
significapt ¢hiangesyin ﬂ’ﬁ)‘ei’rmﬂﬁ%ﬁ regarding g’mrpawft 0D0§@Tﬁfé%f§3elcﬁ\ﬁ@f¢rt@mylept
activitied/ 8 tHRSing B HhiAuED i Mo RBFAERE 8luggnd i f so, how much
are you Month 1 Month 2 Month 3 ot hered by the
Prelibaystoges duneaistated that inednitinendd.HA® 8 ndgaind irthadtah quahty of life.

Peake ekalg@%e AngH gp(%ig 2@ )IZB -88r1cd§%8231 %cm%g?]gg?gﬁtglgac%& ice, Aust,
Continegee0D26(8): 23 (26 Robmmu at &., Gbslelink ag Gynicolpgy. 90:22221-8 (1998).
The preQenlr §@sd9 inBfedted Q'SE‘T nlficatt Wpr@@rﬁén‘?ﬁ) thé E‘&@S}f of@ea%?gde @ug’%gtlrgency

Pain or disconfort 1n | ower onm na
and phy@tgﬂ,apg\ptyh@r@ab@dgwn@y ing) Bftey iyee mopthe phieajipett with thedgadgsr
contral ckegm Sdstl ﬁsépéraﬁdﬂ (Toisl effbtGRisatticpendsgnbidia aﬁk! e)kla@cﬁéé paBrns. It was

s 5185’ B BRI S et SR e

| '@'{){3%@ ?eﬁbgﬁlnbﬂétgé ﬁlrai(:) I\F/@F%V\Q/rgrgﬁtt'% é%ﬁ I?EBE'E% ﬁna%ﬁoclated with
improvegselEceriigendeyd aoibrdmfugction ons 44l b@ﬁd% alhefforowietipmoaidhe essential

oils in tﬂeme.ec@ﬁa dﬂéaﬁﬁ ieQﬂ»HréﬁérﬁﬁH%bé&e@ioQﬂ@@tﬁhe afllrtaﬂpég&!am and

promoterﬁﬁ;ﬁ[—zhgong'pyqvw urinngqgt ﬁ!]é]%lbiadp?r qogt a &E'e%rﬂb{e? ¥ fp%%%g@y act oh the .
musclestdi éte fahvde fonsplincter & ibiaddér vediiselt hT:thomtbrt di@stringent essential

oils of tﬂe%?a‘@&sﬁﬂor& créeﬁw?%ﬁ@:ﬂ&é’arﬁ on Wi trhﬂlﬂm? ifi ma gﬁor%clﬁé Srg

exper| enc

antisecreforycadigfioan miigeus membanes Olaa)@mmeﬁﬁct INiNseand Boye.dn Principles and
Practice(dF Pﬁdﬁ‘@iﬁlg}aﬁﬂ (ﬁﬁ:rchﬁ%vﬂé@foh@ fz@&j pp 1326008 (e Ll Eorgﬂnatton the

not suf romfre uent urlnary tract
asmngeptrﬁng qr%tffsac’(lwlcg Hre; %ad@@mpgﬁolm@ge@t preparation may produce a

‘regulation’ or ‘normalization’ of urine flow, improving control of urination, without producing

diuresis.

A notable resuit in Table 1 was the dramatic decrease in “Leakage due to feeling or
urgency.” This significant positive change in the responses concerning urge incontinence (*OAB
wet”) indicates that the formulation may beé 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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i ncontinence sufferers). There were no significant
differences in the responses of the non-active group
(n = 5) conpared to the active group (n 5) to the
‘ﬁ@ }ng inthe | 1Qand UD . Mst of the wonmen
g OPPEE: hat i ncontinence,had a negative iﬂﬁgg?ﬂPﬁgnsm
"moderately bothered" of "severely bothered"

Examﬂl@?p mﬁcaﬁﬁarafmé}h-@éhthhﬂh# Nathed Wleﬁap?élﬁlcs%léﬂ for

act i ifih &% Incntik@RRAT | SON initial responses wth
those at nmonth 3 showed significant positive changes

GENER‘Nﬂ response to househol d chores, physical
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contain®§ bife}ﬁblta'h%fopmgét%d Qs abId. Qgé'_h taﬂié?ébﬂialr%a%xﬂbéis Ment dry

Soci al
C. nunl SomTbERPEHAOON 8% 5. B utss (aseaDbe (isdbmens S g and
Magnesf Ul ﬁﬁidsphﬁd 70 r@&a[&nﬁﬁﬁ;dﬂ;g@@ Bhospaaira &0 niig, egaiv. (aiclunt96.8%ng,

Magnesmn? 5 glrrfg[, Pﬁ%%%nl%r Q 54 Qant mg In%ﬂoc%e &%nt | npr ovenent

X
regarding’ soci al

MATEEﬂ?\tL'SVAﬂ- @E(-}Heﬁﬁl onal heaI th due to incontinence

ree nonths. There were no 5 significant
Study Besiggles in the responses regarding the inpact of
i ncontinence on entertajnment activities or

FigBh/B) WerBeBOPRTIFNANG SYIP GRS Hige diseningnehandiensiipss incontinence

ona redﬁleﬁ%aﬂﬂ;lfvefet reetuis RGN SSWspbESt ddbéitisdnithad) LAINRIGS ridtShed
followin %gg;l ve inpact on quality of life. Peake et al.
| % Kht hropol . Q 13(3):267-85 (1999); Associ ation

67 TG 98] oy HBRBe o o
within theard d3msgihs. 91: 2, 224-8 (1998). 10 The present study
b§1d| G @&gg\éé??gﬁb%m Emfdﬂ‘éﬁé'@llﬂ% édls@glg?fésﬁmﬁlfsgh%é?{
dissaserp A ENc RS TREAHT Harees A GO TGN Biont Fasiiont w t h
che hiaaeldetrcurrenttytiietig tmaﬁamnpeﬁdhom dipartahtanandlhi s
@E f e%d M@%Sé Q%gl?lg&giﬁ?{?r rﬂf{lgﬁﬁ']e@%803| tlﬁ ltf?e%a&%otnﬁlr é'lﬁr to

al'so I've Fesp
commem@wnw@qume absence of specific pelvic exerC| ses.

NGRS tHeRsdipantskre @ﬁgf‘a%mb hodhel 'sgmwmxekd?beg RYRpRik muscle
was associ at Wi t h
fone p”‘"s“)é/gg'e@&fﬁy | AEREEh Ry walsi ARl OftE-unct i on on a daily

DESlsiord G Rl esPale 1 Socdilfs Birdat eaular e CHeteva ana
6g Equlsahugeiarly)rWem perindyof 43 weem dhd effipacys the thtriant wes psgeeted
using th8 %kdrt Mréf&"i’st S lngaﬁnyc@qrﬂséct E‘z%@&t oﬂhau%r(ﬁégéﬁaetﬁ% Urogenital

prepar at | on ma
Drstres&‘.flp\(ﬁgfory é cQyMEsIcing @@atmﬁ@fz (mqn[tig%ﬂ gnd e:pm;month thereafter
(monthsaqbg@ahata) mhecﬁhoas,bfstdagamu&ﬁ&ey bf b HQQisksss8é thb hﬁpact of
mcontm%tlﬁe Hé{?][ Hy%)se sg{;pee%rplousg‘holcp crh%Pes p?hysmal an?ér/tty and socgi]al actllwt[es

The questions in the UDI relate specifically to the physical aspects of incontinence. All questions
are rated on a scale of 0 to 3 (0 = not bothered, 1 = slightly bothered, 2 = moderately bothered,

3 = extremely bothered). Both questionnaires are standardized disease specific questionnaires
used to detect bothersome incontinence in older people. Robinson, D. ef al., Obstetrics and
Gynecology, 91:2, 224-8 (1998).
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20 antisecretory effect on nucous nenbranes or a
"toning' effect. MIIls and Bone, In Principles and
Practice of Phytotherapy. Churchill Livingstone, 35,
Vﬁg' 220- 222 (2000). In conbination, the astringent

H#O8P /48t i ¢ actions of the bl adder cont r ol PETEBIHSA03376
test preparation may produce a 'regulation’

Phe S04/GH up?&fn%ﬁo d OQEI Iddent 1@Ven btk &Hié}%n&%&r& %g?d%etween

ur i nat’ion ut o ucing diuresis

54 and p3 H\ithone parfighpnd bP"Gé’Q YEFfE CHFSd P @vefags 8y therstudy group was
50 years L smlottpe pdtieipbits hae hivegbian to atlgeni childkén, svhile two participants had

fi h h , _
S TN TS e MR T —

formul ati on may be useful for treating
TeStPP%}ﬁ?%c@?ve bl adder (QOAB) in general. Both "OAB wet'

AbiaddBodHingi teﬁrﬁeﬁa%’tﬁ)ﬁ Gais «,a@ n%h@%%ﬂ:red i ‘é@édﬂ&%ﬁé With the

contraction of the nmuscle |n he urinary
GMP gyidelinepchy @ Rﬁﬁ@ﬁp'ﬁif%‘ﬁ?é@f%ct%"a&@% ‘f—%‘@lt‘?%‘ CSFtal'J‘P'é thedpriso

C. nurvila Bﬁﬂiﬂﬁrk M@a&(ﬁ?ﬁﬂ@ LA le:f.E{nH BROGMARRE3 &Egnes% BicRpRdtS and
nt

1L ;
caicam Bl e Sy v op bRy AR os 1 BN R linotoenngpoc
Clinical BesrtireisPractice (CERE) it Astrila™. Theesudyyeeaseapphwed by the Australian
Col ege%ff NEkdl Kfehiema E‘ﬂg%ﬁ?&ﬁ@ﬁeg g‘?ﬁeaih@%s%rg E@Aducéfi at the

erapeutic b preparation in re
Natumﬂaﬁlfr@mjﬁ af#@o?#ﬁtrﬁkﬁfb@ﬂe%ﬁéﬁl%%wmn% Begh#se- cont r oI
preparation' or "bladder control test preparation").
RESULIStsAND. DISCUSEIONe! , T. and Rao, A, Australian
Conti nence Journal (2002). The bl adder control test
Thecgifecieness ofds ldaduat cordrbl thglipepacdion an thiendpysical symptoms is
summar‘?ie@ W’f’éﬂlé 90nd P@U}él A, e%trﬁé}gl b of@?&&rﬁ%nﬁtrepoﬂed that

tal ned extracts eq UIV ent

they wegq l@ﬁl;qg%gl Ry Igglgqgg@@ia’@g t@@)@wfyg yThis \@s rgﬂucgqa et palter 3 menths of
treatmeﬁﬂgfgﬁl‘étzal BimiRefRprked Were Bbserkediof leakuge e EﬁdyL{ﬁ@% to 35%),

frequeng%nia@oh al’egllltﬁg JE@I @C%é fﬁ)g 3@0%9({\'!8%? '['RTQT%S P ?%“?:9;5%) Pnor o .

treatmeh 63% lbbpotidpatds EpetencEd phiaiondiscoadfbropkiox ta frdatmdi THRhAMES

reportecﬁ'NQ é\@% aféﬁ‘ EQ’%(oan%sdf gga’tﬁ\' ﬂi.htThgl%) a\goa'%a/o redHat}on IJn the number

experie i néont rnence
of womagy rﬁmdlna (tﬁbﬁ"ﬂal @éﬁs @%aésﬁg%ﬁﬁ‘@gg BeY) Hitestreatment
éﬁﬂru|ted through newspaper adverti senents. All wonen
ysisi{gaired diie Bt ey data shawed that tereuzs ggniigrarasivechange in
the perdepiio®s bf EML@&&Womﬁhétloﬁlﬂftafa‘ ot S maaﬁémrey Q104D ah@m&e
n.the not. have

contmuéde R a §éard|u\cl)\1unt§ rhner f’YFﬁ the u(ﬁxt{op 8E§ne &@K (pg1 sb &g gg%{né)gths p=0.013at3
months}rél]hbretwa‘ﬁ a $igrdficant mltide skEge jn pracaptiowtregarding akayge relating to

R c
roeno B8R4 Wehe5s 0% MO CobBH STBAEIY NI
(p = 0.05R) sfteir HanApiBS of traiment) Aaafa. n?éu.tw%féecﬁnypr%%ﬁr@ﬁﬁethﬁ st initial
month of f€apbhtnence synptons in the |ast nonth prior to
commencenent of the study.
There was a positive trend in the responses regarding the small amounts of 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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None of the participants were engagi ng

in the

specific pelvic exercises to i nprove nuscle

prior to the study,

25 tone
al t hough they were aware of them

consisted of two tablets tw ce

T |
“a‘gﬁ"él&?ifamsc; g;gt?golz g {rateva and 6 g EGO{EROUIST

daily) over a period of 12 weeks.

treatment was Fs5ig$58genii Dgrddianehont versions of

The efficacy of the

t he I ncontinence Inpact Questionnaire (I11Q and the
Do youeggstichad, an@ifsbf Iess mubl eretyou pofhgkld)bypl Monthot | Month 2 | Month 3
Freqoamtareatiog treatnent (nmonth 0) and each &B4@ h| 0024 | 0.013
L ediage aad todecliB@ofupearidys 1, 2 and 3). Thel shép2 Yy et.82411 0.024
Ledlkaga dopresicidipsiougiing, lseeddin@ assesses t he 90.88@ct ®09 | 0.031
Sriathamotints efieskage (dapsd)y _activities, suchi a@1hdusehiddd | 0.091
Difiiduity esptingtijesideal activity and social act®.02% | es0.025Mhe0.052
Paigwe sscanfsrt indowdrebdDhinakirgenitab preei f i cal | y0.866 t he0.025 | 0.025
paipiavtdest pl= @sPect s of incontinence. Al Questiohs ard

rated on a scale of 0 to 3 (0 not bothered, 1 =

slightly bothered, 2 = noderately bothered, 3 =

Hetreenensss th dieHasasiinencadmprd Ruetticanfgiarerregenied in Table 6 and

Figure 3?%3¢§§uﬂ£t aﬁﬂ:teﬁ iR PSBCIPARE fétit!ﬂfat m@&hbﬁéﬁ?drﬁgniﬁ%nﬂ'@dﬁve
impact qa SN oBfTe® poscetBY Aatrop eLOGTNR “RfeEEd ReRs 1 the seven
parame®@ils & thed R U 30 Shis WAB 12OMS4 8ibBMdMUPEd AlrBRR0HN 023%T tor all

i, SI. Laht .. SV f. .
paramoffft, S0Ep T et PRI BB e By NOT Ry R, aton
betweerpmenth Qrand moptint: bei ng 20 years of age. The average

age of the study group was 50 years. Six of the

A ﬁlSd'P?ilﬁﬁﬁéesﬁé’gtfﬁi%@ﬁWﬁ’ Hhaf fiegg wasandmpgqygment in the
peroepﬁﬁﬁ bi; tgé effect %i_ﬂhd:cﬁtinﬁéﬁ{&e aaniffeb@iemaﬂ tsBcitladtivitiee] indliedted by positive
.. children., The results of these questionnaires _
crangoS FirspoRth Q2T BN opap PO eupinment s G5 IS gotonal
health (Th 6.026patddravel 30 mhutessiom pemp &y 2DI06R), tealitgfrustrater ép = 0.007)

. f i ARG foBSor i Glolis8sid ¢
ater 3 (T G EH R, bR Pt s SRaf e e Lt ohores
or physied) hecaeaiied (kakle Yler bs, C. nurval a stem bark extract and

E. arvense | the m nerals %gnesi um phosphat e

and cal ci ume'a' E??‘g pRiineRpe IMpact e n"?!’??ndljct ed

relt ey o~ 4 T oA o 1 s Aol 10
HaS GRS RSk AR S Roowitds CCMRRRT | MoiRes |- Migning
HUsEHAA Ghorkie SCa T P act CF  Bepign i &40 765"
PRYsitatrediBation P OVea "Dy "TNe—AUBTH 64 3l 30X 9% Oh 229
ERG ot JEivjoas TSt oS ~Commy-th §g— e, it v G
T e S5 Oh ﬁ&ngt the—Natur- PEbAR T g oz —at 585
SR LLRlEE <ot I ege of—Natural—yBeE CT ey ¢ '|:'Udb|_54b
T Er &g}[l{éﬁa{fﬁ\ﬂ B-SCUSSHON-—The—ef tggtd vENg st [t hE 25
FatiAS Feraked Tt ot ~test—prepara ""_ﬁj}'f-’” “U?ofé"!?" C8bo7
paisd g i;?='<6,0515 summarzed T Tabtey3Tand Fgure 2
PrTor to treatment;, 80% of —the participants Teporte
that they were bothered by | eakage related to

'flffétrb%/dlt% Yrtom_'lﬂli:i:b StudRthd gcﬁtétbpﬁghiﬁc@nﬂ@%%ﬁ%? fmp'ﬁo\léﬁféhgiﬁ 18 control of
re nmen | e e I responses were observe
leakagey 7S P SEAERL A RIVR A PN e Bies B TRt P Rt aiter

- three monthaefticatmenediticihe bia08es dontrd 884) pregiaibfidore Ulheye exsplis/ara gupporied

by repol@ (ﬂ‘%gﬁi%r étécgg/g & ?@i‘at -t-n%gﬁ'r‘;gnt ith Ciaﬁﬁkgf%?éd inét%’(&%ce pain and
"~ particlpants experienced paln or discomtort prior to
retention plaginaemnmen. viiesharie ¢ gf ebdpdiay. (Mpss Bes y fRSyaRl. ) 4P158(1982).
2 m?n_t hs of treatnent. There was &31 25% r;d% tionin.,
/%cﬁag/ chalsds the primary excitaiery neurotransmitier 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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of wonen responding to small anmounts of | eakage (75%
to 50% after treatnent. Analysis (paired t-test) of
the data showed that there was a significant p03|t|ve
hange i.n. the perceptions of frequency of urijinati
%P?%"%émﬁ’onth of treatment (p = 0.040), and tcmrgzm}smossm
continued in a gradual manner over the duration of

action. t'l*l'l@sé&r’d&é/ re(aQﬂTe&ﬁ%éoﬁﬁusgle”WHdas( ePaiT ARNOHB P?t‘érngacgéyn Ther.,

010 b R A th SO ts ipeanoy 7 AEDA 1490y sheso
medicatior(. dlstdroduce &kmcdamtch@magicleﬁeﬁy, s(.lm 5 dly @Rddh, blandd vision and

constlp%:)oHI y S%ng'\s? (%s\é}f g& Bk&gg%{e B e%der“ 8 g%ﬁ%r?@ Je%us?ﬁerve stimulation.

poOSItry

Nat Clirs Beat \difot, 8(7):8H&311. 2665. |Thefﬂ are curmmiv ho o*fedlcam Mspemﬁcally

target iﬂ—%ﬁﬁ- rﬁpt&ﬂéw&ﬁo\a@hé\ﬁr@@dé é?feE:tQ %lséﬁﬁé?@ Ehstﬁé b&?ﬂ a:fn@l ng

anounts of | eadka urln t he stud
mechamﬂ@%@h%%hﬁ'ﬁheé@% Aues exant ge%@ edfeg isrynkagiyn: ﬁB‘@ﬂ“{Qmé‘i interesting

to note Eh%ﬁ; ﬂ@ﬂﬁﬁerb Ao 61k affb@repOridpirdin theltredlin®nQ & 8&dn with thBe
ich abdonen or |ower region (p= 0.025) was al so
antichoi §%?9'é‘83 ‘after 2 nonths of treatnent. WO 2006/ 018743
PCT/ 1 B2005/ 003370 27 Table 3: Urogenital Distress
ExampledenChinigabTjalofarpdetteGontaining Natusal ThesepeutichT ablet
you bFomautal Zpwith andandizash$iicon GontentFor Hsedodhe
ur i naPremention 4MdiTreatmenidfUrinaydagentihancecaridOveragtive
or urBladder (OABY 0. 024 0.024 Leakage due to
GENERRE“V'W’ coughi ng, sneezing 0.086 0.009 0.031 Small
arounts of | eakage (drops) 0.178 0.145 0.091
Biutiies swere songugied tegnisktigatiethe effgdiseresoonthefbcontaningnatnral
therape‘éh@&ggg& E&ntﬂoﬂprﬁﬁéﬁ@ﬁonﬁ@%ﬁ@tﬁ@ﬁnr@? l%ﬂhr‘iéi‘l'ce Qﬁ@&e@ac%@@b]adder

alred t est responses to
{ie, b'ﬁ@#@b?ﬁ‘ifﬁ'é?ﬁé éfelpﬁﬁém) f‘éﬁ%@@ﬂ@m’?&ﬁ*@ Jﬂ’@s%‘f-ilé‘é%‘-fﬁ'@& dieﬁlgned and
performba bk geferalydesdribgd bBov.in Ekempie 2 ahdl frthdralaeled baibw. The bladder

control ag%{lﬁg?}'g o%?qs{%g&qralgﬁrt%—%o&?a nr%la%g?ﬁ@hog? rmu‘[aiéegagslsf .agla P t
Eé&ﬁ%@%a@ﬁ( id@nir@H 3§ a%?tﬁglﬁgqu{% c&&b%a?gcﬁggf‘ﬁ;f%] aﬁnféf:se herb.

e seven araneters o
N0n~stanéarat,ze@ P@P@'ﬁt“?ﬂsdéﬁt pryensedierh genstly Wtal@s'mfmﬂmboat To% to

about 6184 &l’léi‘ithﬁﬁagred @x@%hvarym@hwqﬁépameﬁ ewnalaegedvba/tﬁé prakent
e I on I N

inventichl hcheen BkiErmBoa g Bt veratondn el (et bl oryese herd

preparatibng dew e aegtieeitbctshmtthd bielogicalastivity of thpcavgositioh of the present

mventtq"nh Q'hé% (ﬁ%ﬂ‘? ﬁ%l ﬁe%ﬂ r@srlo}\.%gt% ﬂef;ﬁgéenf’fﬁvénﬂ&pw %‘Q@Qﬁ& al . arvense

€ and SsocCl a

herb prwttonwh oplrairerb standardisepolipos corferto é\p@qrdla@if.wvbme embgdymnent of

the lnverntl&t %snhc@ﬁ‘h&ﬂ&ﬁbﬂ!ﬁﬁ@ a%kée\ﬂe‘i"tb @r%pa(r@tion thhQ%@b—contammg
i onal travel >30 m nutes

prevarafpo i o TS & SsBE}7or 186 ber TSRS EEUPEgaIRtg oryense
herb is advagitagSoutiRtise tie ihiepbitoR Miriatidihefrsticorbis raticed) &ngehd Ebmposition

~ of the prelg r es onﬁlsye%sol%g Zf‘)gns;gelq pre %rqt%\ge.ort %rraepséut:c effep p ysi cal

MATER:IALS AND METHODS
Test Preparation

The bladder conirol 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 exiract preparation
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15 Table 4: Incontinence inpact questionnaire Has

urine | eakage affected the followng : Month 1 Month

2 Month 3 Household chores 0.100 0.100 0.100

Physical recreation 0.299 0.302 0.229 Entertainnment
WEHPHFRreC 0 175 0. 0d0 0 047 Travel >30 ni RS PlgipdRosaro
honme 0. 040 0.052 0.052 Social activities 0.086 0.017

with a s8Iz FERichBALTTTR8Ytdastd 67 Be oty Nei@Rf e lahRBse stem
exract BVl (1000 o AL SRRy PG G I, ke P et

70 mg, ¢=adiurp hgdrogen phoppheiceTiemy, eqoivt teciwo n.8oig, ofagnésiek 44,6 mg,

r |
phosphortifad 6 ] 85RE KRR Corki o) (Ping B oyl E Al son per
tablet. %?Chtt?@%ttoﬁétﬁmsﬁpmﬁ mafiedesirtdder control test

Br eparation. These results are supported 20 by
Study %‘E}'&Pt s of earlier st udi es showi ng t hat treat ment
th L.
ot el e il R et AR Bl By badder, ugo
incontinénngtl zad/od strdds ahcoﬁh&nce di6a (cBulapbasis Wdre 5nited 82pugh newspaper

advert[s’eaﬁgﬁt)él al ﬂl[lﬂ”n&f%db?ecié}ﬁetﬁﬁé Mn%ffrﬁfgf tory

eur ot rans I nvol er enptying.

@? It 3iaf nelf WRRAST E&@h%uﬂ{e%ﬁﬁdrﬁd&ﬁﬂ% f)ﬁ!terb'étbt‘ﬂ?b Yprolapse repair

conti nence, such as oxybut yni ydr ochl ori e
within theﬂ?ﬁtﬂgf"q“ﬂ’é muscarini c action of acetyl choline on
GOt ot Paleanyeaclsticalh eorditibRsiuch ik idepeassadiitis)art
6/ 018743 PCT| | B 3370 28 action. These drugs
dtseaser%q%gg?aﬁ%és%ﬁgg be a%%ggsc %. Wada Y. et alL, Arch. Int.
Ehar rdictiod yee afhoedicine RBHEANINFGEEIMELIB) theT@p pioAthJorisy to

mmme'%nféhof%{égtudy] Qostetrics Gynecol ogy, 97: 521-6
90). Thesé nedications al so produce unwanted

?ﬂei & Hi Rarficingints were 8egaginadn iR SERCITiFREVIGXEITISep fimpERye muscle
fone prigfits test@lyd  consti pation. Pat hak AS, Aboseif SR
Overactive Bl adder. Drug therapy versus nerve
"Btel traatradrit protocd! ddmbisiE iohhuPnactestisublects BE#ESHng 1o Biblkis of the
bladder %QIQEII \‘lel Fs;?argtfot% a{;\‘rﬁféé E%Wc‘:’é% %] P%rgﬁg% QQ%&{& ﬁ1Q @’ch?]cg of the
tfeatmeﬁd‘(ﬁsr?gs%ﬁsﬁé !éfep@%iﬂ@ upEge Ay and ﬁ'gl"ﬂﬁéﬁ"t%‘éw of Hénatlon and the

short Vemﬁﬁ%st@m%n@@}fnﬂééf?ﬁeéﬁﬁﬁr@ﬁb (ﬁtﬁ)u?ﬁﬁ tl@(@rhbeﬁltamlgtress
S LS unknown a ere
inventor§ GBI bRortS ovar B ebOR A h by it & Blohy b anes fnonths 1, 2,

and 3). fThe quétiataarig UBkrekésdspatilidally todhe pmytslce!fasbemn)fgncmnhnence as

arrple 3 dinical Trial of an
detalied em’bﬁ@al ning Natural Therapeutic Tablet (Formula

2) with St andaﬁ%blé%du@gbhnfa@ﬁis%btlﬁ@nwfn? Use in the

Prevention and Treatment of Urinary Incontinence and

Over acT b¥ ou Bkpetidhte, Gha B0, HoWanAth aré Jowbotfieea byk ! €
conduct pRqliéntuinNgtioh! gat e the effecti veness of arn
her b- iConéakaié Bk 1aa&dRh@br urgency

Leakage due to activity, coughing, sneezing

Small amounts of leakage (drops}

Difficulty empling bladder

Pain or discomfort in lower abdominal or genital area

The short version (siX questions) of the HQ assessed the impact of incontinence on daily
aclivities, such as household chores, physical activity and social activities as summarized below
in Table 6.
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t herapeutic bl adder control preparation in relieving
urinary incontinence and overactive bl adder (i.e

bl adder control test preparation) for ora

I N ation. These studi es were designed _and

v@@?ﬁg@ﬁ%@ as general |y desgyibed above in E;%ﬁgp@m%mxno
and further detailed below The bl adder control test
prepar at i on wasblel shiatdritiaénch énfiact qudsébrimalng pr epar ati on
fornmulated as _a tablet. 20 Silicon has been
i dentified as Hagurine Jaskage aftestadthe Foltomang:c a
activity of [E__Beuseheld chwedh.  Non- st andard| zed

prepar ati ons ofPEFwQHQGEQEmherb geperal ly rontain
silicon fron con based
on total drylwe 'Wﬁwﬂ>§@ﬂm7@3®h@ﬁ$on Ln _one| aspect of
t he present i nSegial pelivites 1 has heen det ern ned t hat
bat ch vari atli anma_timﬁHﬁ_ealth icon caontent _of E. arvense
herb preparlatif@elingiystpiede negative effects on the
bi ol ogi cal activity of the conposition of fhe present

APqihcd¥ SRR ratddbi$ a @Eé?@b% hag = %?%tﬁ&é@ | 1V-e§irgpl¥¥ l;q@w%red,

i nventi on rovidin arvense

t
2= mO%r%%ggaihP@ﬁ %\neﬁtf?ﬂa?‘v thergd)- %H]%hﬂnﬂe@sswe slendardized

diseasecspatifitfueshsfaiiel W@k Yo détect Qﬁtﬁea%ﬂﬂh@ ﬁi‘lcﬂﬁlﬂen&f in ofd@epeople.
the si con .con E. arvense herb

e 1,0
Robinschf KEBL Dot S CREPRSRORT whrl SG)c sPiarperiones e
average muemye:ﬁ viimation susrgahel daydardienitht Ftvaonts 6,11 aral 3, these results were
also corﬁﬁé%@@ésfuﬁ’d gggr%rtqggr ation E. arvense herb is

advant ageols because the inter-batch variation of

Piid rb§tﬂl€ df &e&@d&&ﬁ%naﬁr@é‘ﬁeﬂe%al%@@ﬂ%ﬁb%@ ire t st t/b?osmve

ntion consi stent prevent a
improveleR g JGTBT P SPEIcEly SRR KESARE M AEBS-0rdEs 1 3
paramefer Epaswmg the pRgsicdllaapkebes of(tfﬁﬁhtrr@hcé &@3he ﬁlﬁ}%l@afc&tsb@é] actnntnes of

test subfe@gl r‘gfs tﬁ% HBQH%%&EME ?e%gé% Oﬁﬂq‘%@%ﬁm‘)ﬁﬁg gc? {'118 salpg parameter
in humap éq;qt gﬂbjmfmmr tasrepeiving, ﬁ'nekbjadde'; coninp!vext arepama&m brapdsitive

improvefiehi’ :ﬁ‘éhy é&gmgter ?é!%%ﬁ?@th@?sﬂtc%*&{p%&% r& n%c@o‘? g\re%lh%lcal or

hat e~ and cal cl um
social o PGB ilEs ooaHoR e A €bHPFs sTepmiptom e
comparafuitheedaemtl Sararetef nlHuniaR tesCoubiydtsviath oﬁto&b@ﬂw‘i@&hg bl%?ﬁér B6htrol test

o A0 e G B YERYE 5 8L A LS St

urogenitg| sysfaﬁu%ﬁqmiez@aa sumam suhjest, Broa ntrinaity 3)cootineass, dvearactivl Bladder:

enuresis: 8 Yialehy BB EpIMa; b Y
SIpr e'g%nrgrtbl on 3% é) r: %f‘éﬁ’%lﬁeﬁm éfi]aqg)r oﬁ)sgam ik%tgn
RESUL(I'SQM@D@SGUMWI um phosphate 70 ng, cal cium
hydr ogen phosphate 70 ng, equiv. calcium 16.3 ng,

Demogf@ggiiesi um 14.5 ng, phosphorous 24.9 ng. Each tabl et
contains 41.6 ng dry wei ght equival ents of total

Thislel Vi@ npe hahicinahts QbmplEﬁ@} thé SR thre& MHak Bfd 812 Mnales, w:éh an
averagegg%éféﬁexetags! e%}% i gn Human subjects (nmales an
8 '?in’ptorrs of overactive bl adder,
Frequedéﬁ(%?t}nhg bhﬁv\gcrﬁegg /or stress incontinence on a

regul ar basrs re retruited through newspaper

WQY@utté Wgﬁtsthe ﬁ%{é‘u‘fﬂ%ﬁgﬁmﬂﬁéﬂgp%gﬁig t?% E"é% Fé%uée% slte%‘é'hﬂ%nng the
3 month g Bl 15p i el PLUTrRPISPapiRaIeAgaskIo calpH he bighdenraduced
from 14 {phier tb &retitmibt) NOMOMRIes per day (after 1 month), 8.3 times per day (after 2
months) and further reduced to 8.6 times per day by 3 months. This is shown o 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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(b) did not have any serious health conditions such
as di abetes nellitus, heart disease, pancreatic
di sease or hepatic disease, (c) did not use any

icine for incontinence synptons in the |ast non
%n(??"g?’o 243 15 conmencenent gf the study. Noné 3113%(’?1%“0337”

participants were engaging in the specific pelvic
FrequéR&GE6INGHA®HZ 0 | nprove nuscle tone prior to the study.

The treatnment protocol consisted of human test

Thexeadis show thes tisrtgeatment wab kiitctivein redve:ing Iiiheai ghayer of times
particip%@@ﬁée%&d Eoe%ﬁfstﬂh%ﬁ?éédg%f &' g]"h‘f\’I ﬁ\%&éj\% gr%)ﬂﬁéi r&iu@ﬁtfd iR 9wkenings

from 2.Zaessnee gighhinifialy & aﬁﬁ'@e&v‘eﬂ a@es a1 9111539%1 Pefi f@emi Kryonth 1,2and 3
respectif\/él?)q URB Gasufd oﬁﬁé prbi dewad tetd\Bas SHGHkcaHBe8iEBA idfequBRy

beweeﬁéﬁrgﬁa?ﬁ{r‘fe prcd P o o g o (K %02%1. o o

ﬁ:g}”@ 85%?' o a{t HEP%%%BH&M(EEPA} r%;()%g ?Q& it uesftaf' %\(msptom and one of

ihe reasohe fopphriicipdtiag @dthmwiyf Toa pyeyalt impravempilys Qeally allife ddiscussed
below) :%Hpeélréﬁ Ql?édﬂ? g;%e t@%e A& Rk ey wer! &%ﬁéﬁcﬁﬁ%gﬂr@eﬁpeﬁgés of

enital D stress Inventory you
““f"tefrlé%ﬁ%?'?%@étes RE VB! Sy much are you bothered b :
uri.nation Leakage due to feeling or urgency

The Urggengastyens |
16 “19@3 e\ S'i'jf%g e '589’ ivity, coughing, sneezi ng Snal |
Ul o AT A L 00 B
(approxmrﬁéels B} feaéam g tp grgRney RSEEINSTSH6 Ftthe qulﬂaqﬁag%%@ﬂ
amounts Bﬁeél&@é@?ﬂlﬁ,gbtﬂh& %%btbﬂl@ RefRided Ieﬂ?etde)ﬁue @&éé’c‘git} (58%), cﬂTﬁl‘SE;hy
chor es 1. VI an
emptymgix{ng?rt(gtég O chg%or%é?@,v efe péesgnte&m !-agure 5, (as the
averageXtiter €L B<EbRsEF TidlBROBAl YORRA in ADofah®daegories reduced after one
conti,nence .i. ct. .au i ' S urine
monin e BT Beb PR oo B YA £ b s Chor e
ls

By PR L PO 40 0 Ty
positive caangerig tr\elfr@ggq@y@aurmaﬂon occurred after 2 months and remained significant at
month 3 of freatment (p = 0.009, 0.011 respectively). Other significant reductions in symptoms
occurred by month 2 and continued to be significant at month 3 were: leakage due o urgency
(p =0.028, 0.016 respectively)., difficulty emptying bladder {p = 0.035, 0.081 respectively) , and
small amounts of leakage (p = 0.022, 0.043 respectively).

Incontinence Impact Questionnaire

- The activities that showed to be most impacted on by incontinence and OAB (Figure 6)
were: Physical recreation and Travel greater than 30 minutes from home (approximately 89%).
Household chores, Social activities, Emetional health and Feeling frustrated were experienced by
78% of participants and Entertainment activities were affected in 67% of participants.

The results presented in Figure 7, (as the average bothered respornises) clearly show that
quality of Life (assessed through difficully in doing daily and social activities as well as emotional
health and feelings of frustration) are adversely affected by having the symptoms of Incontinence.
On average, participants were léss 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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J] Al questions were rated on a scale of 0 to 3 (0 =
not bothered, 1 = slightly bothered, 2 = noderately
bot hered, 3 = extrenely bothered). Both

aires were standardi zed 5 di sease [
“@’b@{"i %)lllgal res used to detgct bothersone |n§gﬁ?’?‘7‘ﬂ‘g@8§7u
in ol der people. Robinson, D. et alL, Cbstetrics and

mdlcated@_((%ﬂ{lé’&?én &'é*ﬁ %sp’&ﬁ?étr% ol hﬂ@sg%ns Y 15O eﬁmaﬂw@ gtddyvasgﬁlhsém
u ur | |
mprovergiori A UrgAT T 2L 2 (R ae S The SoflEral Mg orec

for questibaspayaeting snaetignal healtlr @d feeling Sustrafévbindiese teg thefiregingebis
associat%‘\ﬁﬂ‘hﬁ%‘v@fnéﬁ% ﬁ’\ﬁ,{)a fyzed using the paired t-test.

emant was defined as a

PS &.@ﬁo .z& edd Al% a%kgal iaf thé e rHeﬁf;é%ﬂ?ﬁie tﬂea@nent HadflﬁlpHﬁled their
met er nmeasur I

Quality Ogg'f?e CQ‘@T%If 670/ﬁ E‘%ﬂ?ftfa‘f‘] ap Feprgyementin gﬁ% i %Pe ul&ﬂ{@a&\y indicate that
there is aaﬁgrhﬁﬂahi iprovbmeittas QOLbY ;ﬁaﬁﬁeﬁaah'edlﬁat \ékp’ﬂyettdfiaa"ehéf afld exduction in

cont st S
the seveff5 I 8 upfiofs B (RN ind B Rnd PABAGhG 5108 PBetyre
urgency aickbladded discorgfort r ol t est preparati on A positive
i nprovenent in any paranmeter relating to the physical
adpilel’s I%ﬁrsuitsn@faaatr% igeldp ypiuggi &riphy Slidrgps Bivenigrysoci al
activiti es & IRERAERCTEITPRY LB ei vi ng t he
Urinary Didt@dglprestagt r ol test preparati on when conpared to
the sane paranmeter in RUIRN tKshamWR €Clohdgi Or to
recei \rreg@nt heedebgadoler rgaslid Ol & BSbkge Pr ep@gtadgi ON  Painor
test resylfe npn diingditres  folvegency he bqﬁ‘aUder déprst ol t edlppder discomfort
Month Ovsd epar &0pon i s 0G&ef ul 1064 reven?"ﬁr t r eaf 0¥ 0159
Month 0%§20genif08] sysPEE di soPd8 in a®finan suﬁg@ct e.
Month 0¥§ 3 nar )90'”ncont PAthce; et acti v&™I adder ®®®enures ?’5

hyper pl asi a; urinary caI culi;
mco"tmemggi"%;cm&%%%hﬁ nary tract inf ectl on. 20 RESULTS AND

DI SCUI?%% QOY? %%%Qr aglﬂér& ﬁ?hﬁﬁfﬁ e rgogg Emotional | Feeling
T-test resPRN 11 C&HBRE S rerR a&ﬂ:ﬁ? hhdlb’me hg@Ried Bl @&itd N drustrated
Month 08X f egadses, wnéeh an aver age ager20f 52p9s8ar s o(ibANYE0.195
Month0va%- 72 yesr s) . pody equenoss of Urb.o@at i on dazsi ng oble Dayozs
Morth 0243 Theowgsul t seshow t hats t he foeguencys.azd uriomet i 0no.o16

during the day reduced steadily during the 3 nonths

of treatnent. The nunber of tinmes participants needed
CONCLYSI@Npty the bl adder reduced from 14 (prior to

treatman:ﬂ?I to 10 tinmes per day (after 1 nonth), 8.3

The Frsyiigefthig alpdy indicale that Fegpy ‘%%P’e&ﬂ@“?ﬂj VEIRG £ peIRed
standardiz@d for @ill%:cbrf%‘ﬁ’ieﬂﬁ v QYsulbie afDEeBBve trEainTent for 56R\WRentadR@men,

ni fi can reduc

and.
itwas ofSeiRiehtash mAans B iPBraS iR e 9B, AdSung eayency.
nocturia, mﬂnhy 8)d blyide? Gi86snti8.7 3gmPICITRERD 0&IUOBA 3T 4 VBkks of treatment,

with the %:ng&? %P%an%rﬁmgp %T fifinée ééﬂe{:laidﬁin% ¢ i;?\yv %e?‘iod' 0% using the

lve
treatment. | H%treaﬁa?rtt Wap paissosiiad @f&h ngice ﬁ?)\tegﬁetrﬁ@h@nfad der at

i ght. There was reduction i.n awakenin
FP'i”gPﬁ‘ 2 withef. ﬁﬂ@”ﬁ%?ta%ﬁsagﬁ%?eq TRY gilicg cpyientyshowgd Compar ag’i Fepults to
the origirial bkt fontuld, Hdweidrassuite gemdrglytocturmutiisidr, widh sendinBofsymptoms
(botherec\gl\%i”ﬂ@(: Sﬁcéa%!s%% h@ons%?e%ih} g’ﬁe?{'l rﬁﬁ&?’le%f;ﬁ}gﬁ%ilenﬁ h&gc'aegt rﬁ@n?ﬁ g of
treatment, less participants were experiencing the urinary distress symptoms compared to
month 3 results of Formula 1.

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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between nmonth 0 and nmonth 2 (p = 0.047) and nonth 3
(p = 0.024). The majority of participants in the
study reported nocturia as a maj or synptom and one of

r ns for participating in this study.
v&i@%"r"g’ﬁﬁ§%ﬁprovemnt in Qualjty of Life (di S@EEQ%%?"S’OO”W
bel ow) appeared directly |inked to the fact that they

Exampler€ EXipis d ahial ofal ¢ege«Cantainies NafurdDTherapeatic TabRA with
sl eep StadzdizedcBiliconl Contert arid Flavdnoidbentonp gastnidh 3) for
Di st r ts® ihnke PreventiDrcand TRiatment $PUHhaRCREoRYinEA&S and
par t i Ovesadtive( Blagdee(@AB)yer e: frequent urination,
(approxi mately 89% . | eakage due to urgency af f ect i ng

GENERAB% of the participants, and small anounts of
| eakage 67% O her synptons included | eakage due to
&tudias waye CoBPted & ivestgate theldfledivetgss mhahatidentaihibd Hptural

therapeﬁmg b%@&éi" c%ﬁtrcﬁ‘ P%Qﬁl&“ i réh%%g%un zf?’ﬁqer e ESibAc b %ﬁ-\%‘é Sdbladder

aver age respon

control P@aﬁr@ﬂ?mr &) A ation Pseb?rtwil?ﬁewatdewqd@d performed as

generalhedhsessbdatboes inmampﬁDﬁrh Ek&mbreeﬁdrfmmheaﬂé{afé@rﬂeldw el@ﬁe bladder
se over

contol 3t SRR D PRl Smim R bt By pea bt
nk&rhas bé%‘n?degﬁﬁé‘d' a%%montngﬂt%} tto'tligeeblgiggnaq Ec%rf% ?ﬂg agxﬁgse herb. In

@Hﬂuenc urinati on occurre
addition - GTUgn$E Gasiains abput Deereamhote Sipofint desighated eqyigetenin, and

several@la@&% ghfeoBidds (96 STabbneRlsY hclufhy %q@ér&@ﬁi nglﬁ@Bld'; and equisetrin,

%tlonS I n Sy tOﬁB occurred
'5°q”er€6tHF HradSPBCIFEIE; Grfrestine-Pde- OhBARYFANGSdret 1 -Beadenyen-4-one,

2-(3, 4-m¥§xgﬁﬁémm-ofgm{oagx|%ggﬁ%xy% %ﬁ%&%énﬁ qiié\)éﬁ&ua eg.,
scauerFell 4% KA JPer B salopcalseso i degaiedgeeqpolihe present
inventicd, DB2s béknGitRrminag ¢ait batell yoriatidrin e dilzem Gﬁltérﬂ”ﬁﬁ@br flavonoid

conie nt%{@%gée %(;C@el%gt élg? IIE ﬁgntéér{)%!e hg@?&ép%ﬁ%{@@@vﬁﬁv% ﬂ?@%{é‘)’ effecis on
the biolggiea ac‘tw gl the pom]msrt@apf e prasentTiventddn. Jhisatrablert hanb&d resolved
by the ;ﬂb&lﬁ{ iﬁﬁerftlbﬁ BY P%m@@ Qﬁ/@?féeﬂ%‘i’t?‘)ﬂép%f@ns w;tF%Ht?‘rﬁngé %tandardlz_ed

%P Social activities i onal hea and
siicon gg Al AVERAIT SRNRP! RrRSSEY B ISP@iRERRITyyThe iy gpsessed the
efficacypd tHei ampﬂﬂédi foraaiatidaih prebetRgaNg réstink el dyRipto®r & urinary

e n 67% of participants. The results
mcontmg;'éeséé{nt e/aél n Figure 7, (as the average bothered

MATERRIRCARES Fﬁ?@’a‘s y show that 30 quality of Life

assesse difficulty in doing daily and
Test P@ﬂﬂl‘@ﬂlomct ivities as well as enotional health and
feel s of frustration) are adverseI%/ af fected by

ef RNkl ipprspRaraion faielh eisa R wlactuged ingecaadpmee with the
GMP gm;?%s:mmm? a\ﬂ@?@ed lﬁﬁl’-ﬁ{f&iﬂirlﬁ IsRsl éa%iﬂdam?bmﬁ@% tr{é%h)s
IlVITIes W reat nmen
C. nurval SR PYiEs ﬂdrFS AB8 ﬁ?m%%ﬁ?%fﬁfhﬁ R ATAONe M
phosphate and oé!cmmephemlnd;e andséicore Stdr eganyble, tdach mues&onmw drfweight
equwaléi\ﬁg 5‘3 BitRsY éeﬁuryacié E‘tgw I B@afzﬁg OE)G gﬁf‘%&%} aEQﬁejgﬁ%%@”stem

nprovenent percep
extract W%ﬁﬂqﬂmwfwardl@éﬁlwwmt chﬁ% and astehddrdiresiavii®id content

of 0.8% 2@@%3@&{83&[@0&@&9%@? BERHAA IR Btal 3!% we ?P%ﬁ@&' vk stem extract

b end of the tu nifican
preparaftit o8 B9 R I AT U G040 RS AR RRaPale 20 Mo,
calcium Qudregeéroptospitatel’0 ed, @juivositiim26(338¢, meghbsurd )14.5 TRE phosphorous
24.9 mgS 'E90h HHbRABInRRS &d.¥ %g%fr)t $&ikint equivalents of total silicon per tablet. Each

tablet contained some maltodextrin.




for questions regarding enotional health and feeling
frustrated indicate that the treatnment is associated
with i rrproverrents inquality of life. 5 Participants
% 8S793 asked at the nonth 3 interview if I; T%Bzﬂosmoss'm
rrent had inproved theiy Quality of Li i
- Overall, 67%reported an i nprovenent in QOL. These
Study'DRS¥A S clearly indicate that there is a significant
i nprovenent in QOL for participants that experience
Hehiag bulgécisiexpedatdrigasymptbmston ergeenceniirieyicd @ndidt@iress incontinence

S to cont i C B, A.d.,ncl udi
on oGS 7l A8 e, AL Gl ot e
followirifailegia:;7 - Results of paired t-test (p val ues) Urinary
Di stress Inventory and |ncontinence |npac
5 Qe st hayingdiot Brdgrgqngrecen %@W%’MPW‘?GE@W@Q@OIBPSB repair
Smal Iwm{r@tmqé‘gtﬁ)zfﬁomhg,l ty Frequent Leakage due rel ated

19, oL i SRR gpgg?%' D i oPn lro(na\ﬁ’%%tsa}srcﬁq‘cbg%z?enitus, heart

di scodifeast, pavbrettc dsesse,lor OeiEit d3edds) 0. 347 0. 104

e AT
10 0. 081caprpergemeRicd s sheice | npact Questionnaire Travel
glbﬁ@&ﬁﬁe FRISHIA HerBltngadiy in BRI Pebifid PO ek R 13 fnpfdve muscle

cial Enotional Feeling ™ T-test results chores
fone p”P'éQ?rﬂéeaW% acti VI ties fromhome activities health

GRSt s e 83 g8 RS g s of the
bladdergooird tept grepadliol i, daih8oves petivdnivg weeks. OB@ «ffice&2of the
15 treatmdht WaSallelbed o 2 1SR l% %7&19@ ﬂgﬂgﬁand]r@g Wﬁw urindn and using

results of this study I1ndicate that Fo
the ShOBr"@‘Eé’F‘%PT B8 '”58@,‘%"1‘?@ mpaetfestionnairg, (i) aad e d/rpganital Distress

InventcBi (UIDQQfﬁomﬁhﬁﬁﬁencM@&eﬁnﬁhll (fdhihe) andlehiresiii M@reafter (months 1,2,

ana 3. SRR g D Bl eI P el e OFftoniance

'deial_leclbmtb\funjmaglef&equency 15 nocturia, urgency and bl adder

di sconfort. tomrelief occurred after 4 weeks of
20 treatnent, wi t blerfs %‘@?@M'Pjﬁﬁﬁs byfmbf!fbms reduci ng
\ si ng
frreatt { ! ¢ e LY FYERP¥Bd with
maj o d@q”eé',“r" ' , : Yy nse

rgakage dus o feefing o ¥nt - showed-conparabl e
A28 que 1 potivity, opughing, sneeyi I

Wél‘l%ﬁ%e%;on g‘g ?ﬁhg@%ﬂ ol‘ %é@(}o:%r éésséé §1 ? . ﬁ@f’ ﬁco%%ﬁng% on daily

experiencin
activitieg, @uch as household chores, physucal activity and soczal act:vmes as summatized below

in Table 9.

Table 9: Incontinence impact questionnaire

Has urine leakage affected the following:
Household chores
_Physical recreation
Entertainment activilies
Travel >30 min from home
Social aclivities
| Emotional health
Feeling frusirated
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nmonth 3 results of Fornmula 1. This study shows that
Formula 2, containing E. arvense standardi zed for
silica content, is nore effective than a simlar

. ith no standardization for silicon.
Wbt oCT 2008 003370 33 Exanple 4 redfipgousgossro
riiarbraff Rd b-Containing Natural Therapeutic Tabl et
W tiestiStSwiEraéd éda Sedlé ofdnio Gd =ewt bathered:| 1zv gigoiiybothered,
2= moc%?ée’tglﬁ 'BBthgllégréTmthréﬂe therb?)e Both cit]%@ttdonﬁﬁ érQ Qtaﬁggdized

_ nment of  Urinary’ I'ncont’i nence and erac
diseasegpgeificquesiyppin esSJSGENEMﬁCt setherseze W@W@Biﬁﬁj‘ﬂ@w@d pqqple

Robmsd;rﬂbeéttél gébﬁethb@arﬁf éﬁﬁeﬁ:bl&% €53, al4-ay Qb@r m@%b@kéu Wk the

erapeuti c e r ol tion in
averagd Gt O AR e EB ey FE A BIoUAR 7 2 S, Ui s were -
also compared osing e phirgartdestr at i on) for oral adm ni st r at i on.
These studi es were designed and perfornmed as
Geseesdlis| of theee guesiernaiipd wercianaleshysing e pricditentph gogtive

improvedght fvad bd¥Rkq 8k %telh@ﬂ:aﬁlﬁiié}w caﬂ_ttb%‘féi’érﬁ&gdl%f P08 58in 4

test preparation was nat ur al herb-contalnln

paramefsyr Bleaputng dhe RRyFiRal aspeste SianegningRrR pr (hephysahonsagkaskvities of

test sub;eiﬁ*rtecém»eg:ltnwlaad@mmrmlbee& Prephratiéiehdn @nP@iziab the same parameter
tivit ition.to

in huma bt el b to BEEMG el Fdder cahra B koo Rppsifid™
improvegessit prany pdrapgiar saatingi o theahisicad espects] of fricantimence or the physical or

social 2@ttt ffRar{ @Bstsul Bjects fré(%}{lf?xﬁ %éjlgéddep Eé)dﬁ%'l f%gt preparation when

I soquercetrin, ui se
compargd 6&!}%@%@% P@rﬁme%r o hmandes sidliecdy !Pﬁlcﬁ fo @@we@therbladder control test
preparaﬁo:@dérﬁcr@h‘%ﬂ &@Bmiédilﬁ@lﬂél%ntré kst pRRBEARY & Wit Bﬁéventlj'étreat a
gé : %%ﬁdrox ﬁ% (3 D- Iucfuranos?/loxy-
urogenita) Sygle Ypays 5 a b R ”flj’a PEOGUEFEP
enuresisidenign npﬁtatlahypepmwmnarpgalamt cystittp and wdrsary fract infectian. n
aspects of the present invention, it has been
RESULJS ANR BIRCYSSIOMat ch variation in the silicon
Demogf4hi@nt and/or flavonoid content expressed as
I soquercetrin of E. arvense herb preparations can
AP WAL RS R o emelRe S oS EITIG) CCamPiafoe f Syt an
averagd 4@ of 68PaGsaki(@NgOBOTNgegps)esent i nvention. This
probl em has been resolved 20 by the present invention
Frequehgy giWrinadion@uingafheddaye herb preparations wth

ﬁm ﬂeganﬁ%@moﬁétmgf tRE Dverste fgagg%hcg%phr%{é%o@&ﬁjnng_fthe day reduced

| avonqi d cont ent exgresse uerce

s;gnlf‘caﬁl)a Eﬁfoé@s@{f@@ dhe 3 montes pf traatyerss T'f“h@”mf?ﬁﬁ ©bljreep participants needed
to empty GleBidabl reBudel fPREVERPriBGo Qﬁ&nféx@&blsr&hrﬁ&%é Mﬁ?(aﬁﬁﬁ month),

of urina in ti TERI ALS
6.6 tmedioot fl8hdk 2 pO ST R S BBEeTHEe gt oF 4w Agmontiss (These
results were pignidicard at arlth et(s =0e0r1g) anaivefaictd sigdificant ttaghola treestudy

0.0%%at Rohth 2 delines by a TGA approved
b= mgnu?act uap%ns e. Each tabl et contained the herbs,

Frequehey 6FNoc#da St en bark extract and E. arvense stem

s e AR BB e of s
participdribheztied Gngrapty e iddenstingiht. Treguwaed exlustiohdn H0deaNSs from 2.5
times pn%ﬂociﬂ't'ﬁ%gﬁﬂyﬁtﬁnm&ab% t%‘é ﬁ& b 5(h§neg%%r rqu)t (montha[r )4( %%
respectively). This was a significant difference (p<0.05) at month 2 and 3 of treatment. Many of
the participants were able {o 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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30 extract preparation with a standardi zed silicon
content of 3% and a standardi zed fl avonoi d content
of 0.8% (expressed as isoquercetrin) based on the

wei ght of the E. arvense stemextr
v&(?&eeg%ﬁlg%on (1,500 ny), co%]GI oi dal anhydr ous gﬁfru?zgg‘smosym

(50.3 ng), magnesi um phosphate 70 ngy, calcium
The UrodiffaPBRGeBImRBRRIE 70 o, equi v. cal cium 16.3 ny,
magnesi um 14. 5 ho oro t o
SDRRR SEB00 HHgPomt paNBP gt s Dyest CegRH ppapon Tra%),
urgency ﬁiBPAJ) Conelipafoubialnf eakaged618), 8bd bablyipy bioderd6T6) Semther

symptomgtwe oﬁﬁx&é’d &ﬁé@%f%@)@%l%%e‘}g‘ ke g;ra/gé %Q 905409 rﬁ%\;@ctirﬁ‘lm% of the

1S ex periencin
participanis,gegthi qm/o’ﬁ% isendag ada /rbﬁhe gbyasagaliregii T é@ﬁ’s@s prgRended in

Figure 9 f(ggmb%ergaéb&n%a Ratih ﬁ&bét@ﬁhat B SpplorRoMs B ffked one month of
rti senment 5’?}3@‘5“ s met the follow ng

treatmeng pid ganfigueddo (eél)‘c‘ﬁ%‘(ﬁr P'gone recent surgery
t | t
RGBS WSS,
significari @esitite changt afieo A snasithstef t{sa’tmeaibmmsoonmuedtau glonth@éﬁrtthe
fouowmggpﬁlﬁﬁ;gﬁ aﬁ@é?iﬁ %Pﬁéuggl HiSEAGed B le ﬁa?@tdb& tdju@&t%‘}?p 6@)11 0.017

use clne for_incon nence sy in
Ity in empting

respectivelyd smed emeunie ﬁy ipakage (@ 5 0-010, CBlAresRastEM
bladder t2sly24, DORS reRbedtRly A SipiidANDSINE titangs gﬁge Wegdency bienination

ecifi el vi xercises to inprove nuscle tone
mc”mdﬁ’%f*'b'?“"ﬂtg?’t %q%ggy The treatment protocol consisted

lncommgpcg]lléngo?a hﬁ%&tncﬁ“?i Sets i ngesting two tabl ets of the

con St preparation tw ce daily over
The ettiyilies thaf showed ke be mest impagiethen byipcantigencs apgd @é‘ﬁfﬁﬁtﬁe 10)

were: EH@ﬁa:ﬁ%&ﬁ%‘éﬁﬂm@énH %@ﬁ@fr&&ra@wsm#pﬂ%icbwe%ﬁﬂdhl it davel greater

uency of urlntlo short vers o
tha 30 LR EOTSBIR. ITHRBRY PHYEE et FBNRF NES(PPEJoraRaDY 70% of
participatid@ntlengtiotial Bdatbves I%aﬁ&ﬂed hbosndf pagicipdids.) prior to

commenci ng treatnment (nonth 0) and each nonth
Thiezselis presentaron igsirel 11, 25 thesavdragy bothpred gerponsasngearly show that

Quality oF Pﬁe Rl esE8d REREh ARRS c?te ?n%lnblﬁaﬂﬁaﬂd@%c@fﬁé%hﬁé' asm%@fe%obonal

I hcontl nencé_as tail [ ow | n Tabl e 2fq
health anpLfBpB8 Of TYSEBE Pea aqﬁﬁ@ﬁ\véﬁgct%%mvw wngp&ws of Incontinerics.
Parnc:paﬂisnﬁerre ®3€ Bothéred irl oSt@f thaewadinitibs witken ¥ elonthadf irester@nt gxcept for

househof e QWEIU% e{égtt:é ti\%q?? ra%ﬁ%%t onttr?Z)fvsiﬁll c!oﬂ@w%f n@ho%?{ln@{t

SNeezi ng
reporteda}mnug’ttostibé rdseaflthg etufiylr ops) Di ff| cuI ty em t| n bl adder

Pain or disconfort in |ower abdom nal or %eni tal area
The resulis of the questionnaire were analyzed using the paired t-test (Table 10). There

was an improvement in the perception of the effect of incontinence on lifestyte and social
activities, indicated by positive changes in response to all questions (except household chores) by
the end of the study. Significant improvements in fravel greater than 30 min wére reported after
the first month of treatment, with further positive effects observed at mbnth 2 and menth 3

(p = 0.037, 0.010 and 0.015 respectively). After 2 and 3 months of ireatment, 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), enterfainment (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 guality of life.

Participants were also asked, at the month 3 intetview, 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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The short version (six questions) of the Il Q assesses
the i npact of incontinence on daily activities, such
as househol d chores, physical activity and soci al

s as summari zed below in Table 9. :
vf)&%dgﬁf{ﬂ};?lgnce i rpact questignnaire Has uri ngzﬁ@%‘@%zg 3370
affected the foll ow ng: Household chores Physi cal

there is b%@nﬁ’n@éﬂtqﬁpm@ﬁeﬁﬁ fndb TR bardiEiparits mbﬁécpeﬂ'érﬁd @Iteﬁﬁ'& rétiuittion in

activities Feel i n
the sevary BYTDEPATES o QRS Rsse B TR St e el
urgencyGundladdersdisseméort. "at el drf a' caTe of 0 to 3 (0 = not

bot hered, 1 = slightly bothered, 2 = noderately

babbg r1@da Re3ufls SPphi@EbY (B oAb @Jﬁ}]ary BtRss Inventory
quest i onnai rg nehihehtansaeobiRbdonrdireease specific
St onnglres used to detect bothersome incontinence

U""aryﬁ'ﬁgeﬁsd'é‘fe" opl e. Robinson, D. et alL, Obstetrics and
Gynecol ogy, Jpekuge 2214&683£$ 199%1)'3"315&0@'6‘3 andfeElBd was_ t he
ve reéfb%tﬁcy rﬁlﬁte 9 nat Pfd‘ﬁ’k ring€t or

Ya ik
e e T N e e

Momhd:\%rg)ar eoislrls' NG, @1 Pai I Skt - test %e resu %5 of thgg
Month FIASS LT QT3gl T es, gapr € 3»5‘ gyzed U%‘o‘?@ the p@'oﬁéad t- t@ﬁfa

A positive |n'proverrent was defined as a
IncontinBhicalinpidt @abdtivndirgni fi cant difference, i.e., p value

50.05, in a parameter neasuring.the physical aspects

of incontinence or the physi C%Lea@nh&om al activities

of 10 Hb@slolds UBhelells Ege®inmentg i fomadd@rtialC OMEotbhal  Feeling
T-test rgsiglist gﬁ@rat fegreptigthen E@Wﬁ?%red heme he ativiies pamaaitbt erfrustrated
Month G y§ 1hy *Pest %%ﬁ%ects”ﬂP or to%0%kei V|(h theﬁ'fﬁc'ﬁddelr0104

Month G5t r 0| 0-348st pP-Bar ati 897° A pos2fi%e overfdif i n 0.001
Month O3 nar%ifét er P812ati ng®®8%t he pAYES cal ‘%\ Pect SBP  0.001

i nconti nence or the physical or social activities of

CONC test subjects receiving the bladder control
'T reparation when conpared to the sane paraneter

Tt{é rQ%m? 5 %E%Li@% &id ﬁlaﬂfdn‘ﬁ[ugté) c&rﬁé‘iﬁh : %A%S s&hé&’r‘&ﬁéd for

rep arati on enonstra
silica anﬂ |ﬂamr@fd Q%twt wes p@@-‘tﬂ%\ne'g@ucm a’dﬁ»ymetoaﬁ@f winapoingnndyense and

OAB, inQhdihd ﬁ@csueacy, Hé&&%“hﬁg@hcﬁéfﬁﬂ@a{ﬂd@i Sca Rt | Synﬁ)tém PERBI occurred
naré cont.l nence,
tioh

after 4 vy Adreatmr ibdhe SR oE B Bepeing YRS pepeially in the 4-8
week peiodl pRugingCiedatmidrit; Fayild 3 was suliablle uni siecfivd tretient for both men and

women ler:[H wid I"I(gl Ofgé§%‘{g%1§‘&l%c$&§%@§héﬂ§ Denographics 20

i'crpan wo mal es and ei ght

N&Hﬁﬁﬁgg/;Pgmuféaénﬁ%dtzrﬁ‘%%ﬂtﬁﬂe@g?égé&ﬁ@d sAYFHALEUIRAS bGR
Formula 1 and Formula 2 Formula 3 demon%/trated Increased effectiveness in reducing all

symptoms of urinary incontinence and OAB and results were experienced within a shorter
timeframe. This study demonstrated that Formula 3, containing £. arvense standardised for silica
and flavonoid content is more effective than both Formuia 1 and Formula 2.

Example 5 Comparison of the effectiveness of the different tablet formulations
(Formulations 1, 2 and 3) for Use in the Prevention and Treatment of
Urinary 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 ireating the symptoms of urinary

incontinence and OAB by analysing the results of the Incontinence Impact Questionnaire (IIQ)

and the Urogenital Distress Inventory (UDI) from each of the studies. Formula 1 is a non-
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Frequency of Urination During The Day The results

denonstrated that the average frequency of urination

during the day reduced significantly (p<0.05) during
ths of treatnment. The nunber of ti

“}J% %%ll pants needed 25 togenpty the bl adde?sf@&u?:sg) 37

from 11.5 (prior to treatment) to 8.5 tines per day

standarcﬁiéﬁtf&l‘nui’a SR8y in Giinfeal étﬁﬂ?ﬁf)@ﬁfpléi@yo(rﬂflé E[xse% dmtahfe)rse extract

further reduced t
standardigd S G o € sl g ¢ e BB Sfpplit, and pmil S e an
E. arvenSe BxtrBrt stadiardiredi foresilicen gimd lavomoid corterd aghwas adshesestiuGinical
02 at nmonth 2 and nonth 3). Frequency of
StUdyEx%gléuzgl a 30 The results denonstrated that this
Studyﬁéﬁgﬁmm was effective in reducing the nunber of

dg'ﬁ@tl ci pants needed to enpty the bl adder at
I?prgiRE to reomraredhs efrgsivengss ofihesliraeciierryy tablesfprrpulations,

percent (%)rfﬁ&l déér inogiered rﬁt;rtgs&d)ﬂ btH duedtidhnbite¥Bfare Goripdrédrehisanéthod of

analymswgﬁg%ﬁo&gf}g}éans rn&é@% ég%se%%%%@l@%%l{l ea?ff ?f éfg ?]tacaes varied. The

frequendypf Qrirglipn avd nanturia v@ram:bcsy a¥setyegidn Femula e/ Faiulatsvaly.
parti mgants were able to sleep though the night

RESUL'@ ANBAOIRCYSBIANr 2 nonths of treatnent. These 35

The $&dLitS frvd g Ql‘;riﬁi*jr bisﬁ@é%tin\iﬁntdﬁﬂﬂlﬂl) iAditRe TabF&ala ﬂ@ﬂmdardlzed

for smcogf:owl%rﬂ{eﬂacgé Iq'gll'ler e%ﬁ %&erﬁfgrﬁ gé)rg Wﬁb % %I% / O%@?ﬁgally in the areas of
frequentl%ﬁiﬁéﬂoBZl@@lEa’g@@lﬁ@ ieciB of lilyendyr egelharha@lnts of leakage (drops) and

e entory Synptons experienced by npst
d'ﬁcuwem %n[' ?%é\é%;s (Figure 8) were: frequent urination

chu@ ¢ (s fﬁ?&ﬂ@ﬁu TR lonB24XeRY Ahs LRAIRAGSe the most
effectlvegrg, % Zeley umdlptg?% Rpga asggg{i ysfréueat lfﬂ“@?ﬂne}??k%ﬁj@e 1o feeling

or urgenbf dcRke6e &k&tota@hﬁ?tdo%g!ﬁm!g ggé;iﬁfgl, sgalletiounis df @kage (drops) and
oI

oy B WA By R Boer P FRBLGLRPARp Tl e
Al formt(la@n‘a bleoveedent leget 1504 Higactidnest inmefucing dbdatieal phiat Hawever, since
less thar?Xé@foﬁ%%h%?sr é’%%ﬁ%ﬁg% gﬁ@%i?ﬁomﬁ b Qﬁ% FE@GIFS aﬁ‘é‘ﬁot
considered §3/pq ggRificaphe questi onnaire were anal yzed u3| ng t he

-._pai t-test. .There was, a, significant itiye

Tt 4 eigeb ERou i e ER: Bkt Hror AR Taiap W gbent 3
_ﬁ‘Bﬁ't_h%_f‘OH"he”“l’e_f"OH_OW 1 SYy-NEoHs f b :
o ITSPIIRLETT | BBmh % 2 F%rrﬁulaS

| .L%i%{qgﬁi.Iid}g%‘)lé;lss:u:?vlc?;:\a%allulsg alluz:l?;gl:? T ea 4196
'L‘er(ﬁ'JEQec:fQHitoﬁctW respectTvelly)y, rro—ghi-f |5d,UTLy i B
'S?Héﬂiétﬁléimts‘ﬂf_ ‘R&Qeéd 5) 002470 u% Tespeciy vet y) 66*
| Dl ih ERPYin %Pddbéﬁ’e ‘*”d”g‘:‘j M ‘,'5‘? '”qu‘% TU_ 63

urrnattTon —occurred-after nonttr3 (P - 0 U&J)
-dcﬁ\%ﬂ&éﬁ‘&%ﬁéelnwﬂ@iﬁgﬁce%sé& m@%nhﬁre](ﬁamﬁo REikkidd Iafformula 3
t hat showed to be nost i npacted by i ncontinence

had 2 beligtrespayse GUP &Y TeIcianR SYBATEHO Al fRSHOL SuasligTetisFormula 1
and2. and feeling frustrated (80%, physical recreation,

and travel greater than 30 m nutes from hone,

The nsahet (¢o)of peapds exprdersbgited syanptong atieash menth was also assessed.

The Fonﬁ?ﬂ@%réhgwg§mcr@¥sgcpeﬁ§%ven9§ nl At RRL ﬁle:%ngss%ﬂfclpgﬁglexpenencmg
ealth was affecte % o Partlm pant's
each symptom by 3 months, compared to the previous formulations (thure 12).

The frequency of urination and nocturia was only assessed in Formuia 2 and Formula 3.
Comparison of these resulfs 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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The results presented in Figure 11, as the average

bot hered responses, clearly show that 20 Quality of

Life (assessed through difficulty in doing daily and

‘ﬁ@éﬂ? ct|V|t|es as well as enotional health and 003370
"PRGS¥of frustration) age adversely aff e&CEE%H

havi ng the synpt ons of Incontlnence Partici pants

of the f'eé@é ﬁeék%%? tr@ﬁheﬁr @%v#’éﬁ@ﬁm&hu&f.?: $‘sﬁ§.ﬁeﬁtﬁ’ft¢ FhriviuRs? Wrédumg
of treat nent

ous
nocturiaifi A6 % BURIEE L ORI Q76 VB PORTR SVl S reater
reductio@itfréquisady (06 compared to 63% pombred 31 (TabledBput t he rest
of the study. 25 The results of the questionnaire
wer e anal TablediArsPergentilecisase iadfrequeeatof Uriagtios 10) .
There was ap inprovenent in the perception of the
effect of intontinen?® on.lifdst vl e antighhei al
activities, | dopdagy |Hprmga st s 2k
Menmih §vs Meniich nnc2$pyrcnf Bus
MMOH#MOBE % ||rly_4'} Si-gai f i 4‘%#“—- i
| Menta Qe Mopliahl 30" A3 n were #oporlted &t ter | theOtirs
nonth of treatnent, with further positive effects
CONCLUSEEM ved at nonth 2 and nonth 3 30 (p = 0.037, 0.010
and 0.015 respectively). After 2 and 3 nont hs of
Theargsutie of thiststisly éndjgate %af dlingeraratiepnareisaisragd e’f‘Péfh't'O" iagsociated

with mafoP BdeFRNE8ctibis. mré&ﬁﬁﬁong @Bt difebivetn Rd08dg & f urinary

respectj vel eeI|n frustrate
nconin e AR ki Doy 5 e e R gl
preparagor&gﬂe,re shicsyie ?tve w@hyibm ralid willhirei seadrity efeymptoroed(giiorgenerally
- an t
veing fepiep 4y PR TRyl SARBBI G ComyRS; FABEa 68t R ichPbrectve
comparegaith qumfaZInfredUClBB npeipta.ci pants were al so asked, at

the nmonth 3 interview, if the treatnment had inproved

insemmangaliorpylatipns shews effesiwangss in treadRg YpwiamsP! AFnary
mcontmbﬁﬂér @MWWHJE’:@QME&&%W%B | a*rﬁen@b e Eilivon (Hdrlnﬁﬂd' B improved

006/.0 743 PCTI | 0051 370 37

tho ffelVGisp oL O TP S BV IAEPBALY TR GBI TF B Spad i Bizdton o
E. arvensedtr betpSilidos mod flaeinbigé (armalaiBgduct i on in the

severity in the synptons of urinary incontinence and
Examp%b‘ﬁ SIHEJ)H Fo5find Of FoRRtIAtioHRUSEd i IncBhERSde é‘l‘ﬁ@i()veractlve

5 b'sfﬂq gicort. Table 10 - Results of paired

t-test ?p values) Urinary Distress Inventory 5 and
GENERMpcont i nence | npact Questionnaire Urinary Distress

| nvent or Lea e Leakage Smal | anpunts _

iplesdateh t’g’rb’r’d%“ tio 'F@" ﬁ%ﬁ“qf%’@?d?%‘ﬁﬁ%@eé‘%%wvl@“% Ppmany
excipier®d confaii siidondesidl] i wWikat s atnsidered @eoregbsadiableiférn. ( dr ops)

bl adder disconfort Mnth 0 vs 1 0.591 0.096 0. 168

10 h@sEeel sig:sBA0iBE inttrbratdh varigtion n §1icos togiedof the. fggwiations used
in the ing r(%%n% %@é %’ag(ﬁ/g bid4R5H thaIQ cé’r?regulgn %Qe\%l ijs?llcgn %ﬁlﬁg below the

I ncont1 nence npac estlonnalre

therapeticalheactivesilicondavet payiablet.

The Formula 1 used in Clinical study Example 2 produced therapeutic effectiveness in

relief from symptomns of urinary incontinence. As this formula used a non-standardized Equisefum
arvense extract, inter-batch variation in silicon content of this formula is likely and may resuit in

inconsistent effectiveness.

Formula 2 {used in Clinical study Example 3} and Formula 3 (used in Clinical study
Example 4) were invented io resolve this problem of potential inter-batch variation and
subsequent inconsistent effectiveness. They included an £. arvense exiract standardized for
silicon content and a consistent quantity of added colloidal anhydrous silica. The testing of all
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Househol d Physical Entertainment 30 mn from Soci al
Enotional Feeling T-test results chores recreation
activities hone activities health frustrated Mnth O

6 0.081 0.104 0.037 0.193 0.509 0.104 MNonth
WO seBis5343 0 022 0. 015 0 4,010 0.052 0.081 JigptShoson
Month O vs 3 0.132 0.012 0.004 0.015 0.011 0.029
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frequency of urination and nocturia were directly

assessed in Fornmula 2 and Fornmula 3 only. 10 RESULTS
AND DI SCUSSI ON The results fromthe Urinary Distress
I nventory (UDl) indicate that Fornula 2 (standardi zed

WOFPTEon content) had a, hi gher ef fect i veREEEE2005/003370
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onti1 nence | npac estionnaire (1l al so

the formuiadion includes & eatanﬂa'idﬁa Eauselymipaepnge repasaliop diB at least
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al so assessed. The Fornmula 3 showed i ncreased

ef f ecti venesgyyh Agt RhnpoBesforiBdmlia%Mar ti ci pant s
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"bei ng observed by nonth 2 and overall a greater

ion in frequency (96% conpared to 63% at nonth
CONc{s?gt@gbl e 12). Table 12 - Percent Decrease in

KEA88G YR Enttie i tldMbeutic effect would be more fikely if inter-batch content of

15 silicon in the tested formulae were minimized. The resulis of testing of different batches of a non-

L ——

y

standardized silicon-containing formula {i.e., Formula 1) show inter-batch variation of 60%. Such
batch variations are expedted to result in inconsistent and reduced preventative and therapeutic

effectiveness.

Formula 2 and Formula 3 use E. arvense exiracts with siandardized silicon contents and a
20  consistent quantity of colloidal anhydrous silica, so consistent silicon content per tablet for each
farmula are obtained. The variation in silicon content between batches of these two formulations
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Da N ht Fornula 2 Formula 3 Fornula 2 Fornmula 3
Month O vs Month 1 28 26 35 40 Month 0 vs Month 2 41
45 48 96 Mnth 0 vs Month 3 53 48 63 96 5

The results of this study indicate that .
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25 relief fromsynptons of urinary incontinence. As
this formula used a non-standardi zed Equi set um
arvense extract, inter-batch variation in silicon
content of this formula is likely and may result in
i nconsi stent effectiveness. Fornula 2 (used in
Cinical study Exanple 3) and Fornmula 3 (used in
Cinical study Exanple 4) were invented to resolve
this problemof potential inter-batch variation and
30 subsequent inconsistent effectiveness. They
i ncluded an E. arvense extract standardized for
silicon content and a consistent quantity of added
col l oi dal anhydrous silica. The testing of all WD
2006/ 018743 PCT/ 1 B2005/ 003370 40 three fornul ati ons
for silicon content was "undertaken to determ ne the
degree of possible inter-
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contend §F8 AR e5halth SPRRAHATS Tioh An o on et pqgyptents to
about kbmg@mwalgutwwmtane@raigioswe Ultlltabl et (again, each
tabl et was approximately 1,000 ng). This is an
' Qt er -t o %%tbﬁ‘ﬁdgoeorﬁﬁos:tﬂo'i é]’chPéuﬁM ”ﬁﬁ&lehﬁ £e /et%ﬂé%va nurvala

ghlights that when using Hor set ai | _ext ract
stem/ b?%‘ RigRargioans Rreerbd 3 6?”C§P1r?tt96‘rf ranh apou i2gi0rme ihabout 3,500 mg

dry weight @uikk@rntdparasraiaddsage uhit.Si | i con content does occur.
Inter-batch silicon content variation of this

RS T B LEhG S B P 2. PR LR stancrzec
Equiseéwpmmetsjemeebdwt tanepangtemt isc prekéricati @ ectemsentraflonsfrom about
rmula 1
1:300 5% SRRET 60 Ll heigh SR SR g OB S5 R
bat ch produced poorer and inconsistent results when
conpared to the original production batch of Fornula
| containing 34.0 ng silicon. per tablet. (Data not
shown) Fornula 2 and Forrmula 3 both use an E. arvense
extract standardized for silicon and a consistent
quantity of colloidal anhydrous silica. On testing,
Formula 2 and 3 showed a silicon content per tablet
of 41.6 ng and 60.8 ng per tablet, respectively
(agai n, each tablet was 25 approximtely 1,000 ng).
These | evel s were above the 34.0 ng silicon per
tablet, shown in dinical study Exanple 2 to be
therapeutically effective. As well the variation in
silicon content between batches of these two
formul ati ons was only 30% a 50% reduction of the
inter-batch variation of Fornula 1. It would be
expected that inter-batch variation (where the sane
formula (either Formula 2 or Fornula 3) were used)
woul d be m nimzed even further using these 30
formul ations with E. arvense standardi zed for :
silicon. WD 2006/ 018743 PCTI | B2005/ 003370 41 Tabl e
13 -Results of"Silicon testing using | CPM5 BP Met hod
Formul a Description of Fornmula Total Silicon Total %
Silicon m/tablet) (1000 ng tablet) | Oigina
formul a; original production batch 34.0 3.40

We cla



Tested in Cinical study described in Exanple 2 1
Original fornmula, subsequent batch 14.5 1.45 2

| mproved formul a-with standamdi zed Silicon content
41.6 4.16 Tested in Cinical study described in
Exanple 3 3 Inproved fornmula with standardi zed
Silicon content 60.8 6.08 Tested in Cinical study

le 4 | d
ol B bRk ARG sl AdiRl M RS BN bRbal Sidbn content
of the hiedasaitdinib econmiokitionris frioomabdig 28t rag dity dicigdl SQalvaRetisUi® about

om0 L OB B B o b St 10 £ e

conponents of a tablet of Fornmula 2 are 5 sunnarlzed

i Tabihe Hetb-caateinimgi cognpositioh ef piaesenmnharvmmhpr@mg phosphorus,

opsi 0 Sale obt
Where'ﬁ fhe ﬁ %H%\% ghfJ %Eﬂ%ar i 784 3r ?g%tf[ﬂw a‘%b?é‘ﬁ Mg dry weight
equwalemtsrta@bogqirmag dty weigh eduiaientsepertoral lWosdgeldmit. Si I icon. .

In a preferred enbodi nent, the fornulation includes a

st and [ e c reparation

wth are) B e Yook iBE Ty QA ISR catcium,
whereig it ¢aleiupiepreseridit ardoodénteation fromhabolibt mgl dry meight equivalents to

A T W

silicon. In yet another preferred enbodi nent, the
f 6r mul Thei enb-cortRinihgscampasition dd ciiinm dd fUEther semnprising magnesium,
ren c [ ' I t
whereif 8 B RoRAETC SR 3L £ Roabafon, (AT P! iy, weiont
equwalpntgrt@@b@mit?@ o dht weightrespuivetenésdpesior al dosage( urnif)
contribution (ng) C nurvala (10:1) 300 Nil E
arvense (5:1, 3% Si) 300 9 Ca phosphate 70 NNl My
phosphate 70 Nil Coll oidal anhydrous Si 50.32 23.5
Fillers 209.68 9 (mninmun) Total: 1,000 41.5
CONCLUSI ON A consistent preventative or therapeutic
effect would be nore likely if inter-batch content of"
15 silicon in the tested fornulae were mnim zed. The
results of testing of different batches of a non-
standardi zed silicon-containing formula (i.e.,
Formul a 1) show inter-batch variation of 60% Such
batch variations are expected to result in
i nconsi stent and reduced preventative and therapeutic
ef fectiveness. Fornula 2 and Fornmula 3 use E. arvense
extracts with standardi zed silicon contents and a 20
consi stent quantity of colloidal anhydrous silica, so
consi stent silicon content per tablet for each
formul a are obtained. The variation in silicon
content between batches of these two fornul ations




WO 2006/ 018743 PCT/ 1 B2005/ 003370 42 was only 30% a

50% r educti on of ThenTl er-batgh vari ation of Formul a

1. It would be expected t haf®i nter-bat ch variation

using the sanme fornula (either 2 or 3) would be .

m nimzed even further. By the use of a consistent

optimal quantity of standardi zed silicon content: of

arvense, . t he, bi.oavai Qn, co tent of

Fvent o RSB TS FRRPERITY Sl abi Sheem e herdrcgetaining
compoSitiregabinuegates U@ snaddioey aystdmwi t h bat ch variation in

bi oavai | abl e silicon content. The i nvention of

For mul | m zed -~

& anaang: 128 oI 2etredit ERERLLVHAEEN fhe,herpspptaining
compositien jsrfofntatedin 4 fiqued delaveohsyesmi.at i on in silicon

content of fornulations. Subsequently a nore

G151 S+ erBLENEMAY SoBbol AT B8t ShASE e Hbbontaining

compoﬁw MA@ﬁhﬁrﬁedWw bmttdﬂedqrdm&tuebrmldwas been descri bed

in connection with the specific enbodi nents thereof,

iqt Wil 0 p

i ThelfRrHRLR R fRkioh o fcﬁ:\:rﬁa\ %%Qetr% of 4t Bage unit i
selectedritcanthedyroup eansisting ot a\table%ltiwmwvdeusva9$ule rand caplet.

adapt ati ons of the invention, including such

qua”AWr?e?‘b Eﬁﬁmnﬁn@e%o?ﬁﬁ%ﬁi% éyrrﬁ:ﬁ'LP@“re as cone within

known or custonmar tice inthe 15 art to which
e 1 VORI RSP ERLAE BreprdiBh broh Uik LARSRFARR at least
' he append cl ai ns.
about %@Q%mém wahh@thcﬁmgp@n @l doseapEniti ng a Or at aeva
nurval a stenf bark_ preparation and a standardi zed
Kjui s @t sAncardiend dasefne arease siRmerxiract rRparationi with a silicon
contenPAN¥ES QBSLICH) |sQicBR IbaSsd bif fotal Mie W%ig'ﬂt Bhgne Eeli B Bhvense stem
arvense stem extract epar ation een
extract preprialia W@éf%%thﬁaﬁi@n%f@i@d E@WS%@HI FMenger Yamaract Foparation
is presbRt é‘tbé’léhnéé)h?/ﬁaﬁbﬂ\ Iof @ (RS BB @M 568! arf 'WeidR &ﬂﬁva@‘nts per oral
t he Equi setum arvense stem ext’r act preparati
dosag%ﬁ' ein the herb- containing conposition is
formul ated as an oral dosage unit, and wherein the
(@t al asPial gligen exsiFeBiRtionrof BhisaRkalRLE SAGANS dRGWeight equivalents
perorapgmggllﬂton is fromabout 10ng dry wei ght equival ents
about 71 ng dry wei ght equival ents per oral
@}339% F&H’cb W&horas codhniiglidir SFR itish bbdt 22RPAS iahy \Qé‘iﬁﬁ‘lfequ:valents
l'aim1 erein the Crataeva nurvala steéembar
. per °rab¢%i§‘§Fé‘Fl 0oNn is present at a concent ration from about

500 to about 3,500 ht equi val ents
é%)r o@grﬁamwe Ccanﬁepfra’@nn%?é g7t Bbf&gﬂf*él A9 Ay weight equivalents
per orac@d,‘ga,ggluhﬁon of claim1, wherein the standardized
Equi setum arvense stem extract preparation is present

Qﬂ) a QORI lcahdestirafior BT ANk abdut3@R MY drp wakPt Equivalents per
dry wei ght equivalents per oral dosage unit.

oral dogrgge umtngn

wherein the herb-containing compqsition is formulated as an oral dosage unit.

13. The herb-containing composition of claim 12, wherein the herb-containing
composition is formulated in a dry delivery system.

14. The herb-containing composition of claim 12, wherein the herb-containing

composition is formulated in a liquid delivery system.



4. The herb-containing conposition of claiml,

wherein the total silicon cogéent of the

her b- cont ai ni ng conposition i'S from about 28 ng dry

wei ght equival ents to about 34 ng dry weight

ek$UI vaITteniﬁérbﬂnehtaOf laj coapegtorltd tiaind.12TM@erein the herb-containing
comoo g %ont tn'ﬁﬁ ]shtlon of .claim1, further

POzl Wﬂ)l’sl Siiate A 453 ABTIRIEI-TGlRs%YSN Y% e phosphorus s
present at a concentration from about 5 ng dry wei ght
el@ui v dlherttesb- t:mtaimmgt cobtbosiiod by chaleh gmtwrmer 'h\mé ordl dogje unit is

osage_ uni e, h ont ai ni n 03|t|on

setecteBfiPary (RS0 FETEISiaD o GHBPFG AR VRIoE: GRF e RE @RIt e

calciumis present at a concentration from about 1 ng

diry wei gitrmagetitical cm‘rm;msttkon calnprising Ehentiericicgniaiirghdomposition of

e I ar or.al a it. 7. The
claim 1 &%ba{@ont a{al%naf)ngarr@ %tgzlaﬁy %%Ce Fabg:q AW, further

conpri sing magnesi um wherein the magnesiumis

pt@&seniseacf thecovroperiticat pbulafr dimoalstairn 12 irg thlr ynamefaghire of a

medma%%ﬂt%?gﬁ%ﬁtlﬁ aﬂpé?;%éltg%yﬁgwe i ,ggtns %%ﬁtl \r@l ents per

conposition of claiml, mhereln the her b- cont ai ni ng
d@mpodiiheiusa of slainod Buhareid thewuregenital dysitém aisprdey 3¢ saiected from
the gro\%ﬂ cgﬂﬁﬂfﬁ rotf' Lﬁﬂlg bgénl?geﬁc%g@ﬂéﬂe%lhg&esn%{ ﬁJoQﬂchl, f]ryperplasm urinary
calculi;faystifigl @mcte@hnarw tadtinfattipndel i very system 10. The
her b- cont ai ni ng conposition of claim1, wherein the
her b-containing conposition is fornulated in a
control | ed-rel ease vehicle. 11. The herb-contai ni ng
conposition of claim1, wherein the oral dosage unit
is selected fromthe group consisting of: a tablet;
dry powder; capsule; and caplet. 12. An
“her b-contai ni ng conposition, conprising: (a) a
Crataeva nurval a stenf bark preparation present at a
concentration at |east about 3,000 ng dry wei ght
equi val ents per oral dosage unit; (b) a standardi zed
Equi set um arvense stem extract preparation with a
silicon content at |east about 3%silicon based on
total dry weight of the Equi setum arvense stem
extract preparation, wherein the standardi zed
Equi set um arvense stem extract preparation is
present at a concentration of at |east about 1,500 ny
dry wei ght equivalents per oral dosage unit; (c) a
total silicon concentration of at |east about 32.5 ngy
dry wei ght equivalents per oral dosage unit; (d) a
phosphorus concentration of at |east about 24.9 ng
dry wei ght equivalents per oral dosage unit;. (e) a
magnesi um concentrati on of at |east about 14.5 ng dry
wei ght equi val ents per oral dosage unit;



(f) a calciumconcentration of at |east about 16.3 ny

dry melght equi val ents per oral dosage unit; and

wherei n t he herb-containi ng c4$rrp05| tion is formul ated

as an oral dosage unit. 13. The herb-contai ni ng
conposition of claim 12, wherein the herb-containing
conposition is fornmulated in a dry delivery system

2P, THe herdbcantainiag riompositiopesimprising af Gratabva bRivala stem/bark

prepar%m{hﬁ Qttahg%dﬁgﬁ q_?cfﬁ @'}7 QJrPI ng?s&%?%{tltacp ?J f%:%raﬂon eanhydrous

colloidale silica owhaieir rige cﬁwwum arveoke citenmeditact whreperiation Heas been

standaﬂﬁf&i’ E)oﬁata\%_ d s ﬁr\%oﬁodmféﬁl:t R a&%ft %%’laabo@g 1(5)% Sl %)Inn@nd a total

contr ol ease vehi cle. e her
flavonaid gpoisht from @fout 10:01% 10 aboted%i total levaids basedgen thei fotal dry

weight' <§f théeéﬁﬁ&ﬁg%?;%gg}lr%ehgtaeﬁ%%g@a g;?'gb%% R Y eal{?lﬁai]gbktofai fravonoid
contentﬁonqgogqpresgﬁd c@ﬂpso@la@tmhe’vﬂmem U@ntf@rbwmgamlng composition is
formul&t &‘%%Sér‘i 'd?Ql a%a&‘él &Jnfnzfng hg eﬂ e ?otgnghcf%ﬂscéorg?ntt ?]f the herb-l

armaceutic carrier
contalrw@m@gp@$|m tsffr@haahwmmmgldw welght iequivhlentsenudbaat @ eng dry
: : r,_preventing a urogenital system
Welgh‘t—%iaglga Igﬂ@‘ﬂeﬁ@%‘?@{aj%&zgg&nﬁ 19. The use of claim 18,
wherein the urogenital systemdisorder is selected
fopom { S f r CO tinenc
B e hep Qe PidIoflor i 281 ksl i GRS nunvee
stem/bar m@maratlawisip'raSest atzncbngentation ftamaebout 250Gty atbit 3,500 mg

dry We.éﬁt eq?bva i 5@&5#}5&{)@0& tion conprising a

steni bark preparation, a
st andar di zed Eqw setum arvense stem extract

B o SR B0 L0, 5, L o

Equiseb@eﬁrveemﬁamreiqtrzebpreparhm:saarssdnt eba comaehiatiorf fr@mabout 1,300

mo to o0t e ot Wi Salode B8 AlRBh BhEL 1 vono ds
based on the total dry weight of t he Equi setum -

ﬁven%ﬁej{e AL SRS cIMSRRHA %%tm%erﬁﬁ{h%rtr gﬁprfﬂng énhydrous

Iavon0| contents 1s expressed as I soque
colloidajisiicai wherpie the tetatsiligoni cﬂnmtc)bﬂwommwontalmng composition is from

o EEAFERESIAMOEl A03098 ALy TR P cocn

unit. conposition is from about 10 ng dry wei ght
equi val ents to about 71 ng dry weight equivalents
per oral dosage unit. 21. The herb-containing
ebnpodhe iherp-edntainiag wp@psitiresiailaimt 20 fiGthet aevarising mdsahorus

; S.p ongentration
shore 55 S Er LS8 RSN b pPLTRERah JoRORESILS "By weon
equivalerfg ity ab@n 68 nmadryomeamht@qguglentsmar ored ﬁosaﬂeeunit

her b- cont ai ni ng conposition of claim20, wherein the

standardi zed Equisetum arvense stem extract
BP eparl be i herbcentpinggecrmpasit@ncoicleim 28t ifwthef rrompabiagtcalcium,

whereintthe Qicium is present at a concentration from about 1 mg dry weight equivalents to
about 30 mg dry weight equivalents per oral dosage unit. -

26. The herb-containing composition of claim 20, further comprising magnesium,
wherein the magnesium is present at a concentration from about 1 mg dry weight

equivalents to about 30 mg dry weight equivalents per oral dosage unit.



ng to about 1,600 ng dry wei ght equival ents per ora
dosage unit. 23. The herb-coq%aining conposi tion of
clai m 20, further conprising ‘anhydrous coll oi da

silica, wherein the total silicon content of the-

her b- cont ai ni ng conposition is from about 28 ng dry

wei ght equi valents to about 34 ng dry wei ght

efui valhenhebpentaind cdmpagition uhilaim 24, whbeein the herb-containing

f cl 20, f h
compog b BB DR RETTRV HBeRY 1t he phosphor us i s

present at a concentration fron1about 5 ng dry wei ght

ui v nts. to about 60 equi val ent s per
- B BB St r BBl 2D, b e ebaining
compositiornt Isdomm24ted frua titnad delvepy systengg cal ci um wherein the
calciumis present at a concentration fromabout 1 ng
dry wei ght equivalents to about 30 ng dry wei ght
&§ui vdlhentesbisentadtiay compasiiorund tiain2@0, Wherein the herb-containing

it f 20, furth
compog i e SFEA R B ERTRTE i @RaNenBIE magnesi um i

present at a concentration fron1about 1 ny dry wei ght

ui v out 30 a en er .
B0 ¥ SbETER bnaRRgpompe Red oY L A2 edbln S BodiBe unitis
selecteddrpothietgroup adnsistiag of: 2Gablet) dryepdwdehe:abaﬂ@ #rndapieni Ng
conposition is fornulated in a dry delivery system
28. The herb-containi ng conposition of claim 20,
Wier eiThetuse dfecihirc 08t wheriemgthecuropastiat byferh disorder is overactive
bladde{]orrrulated inaliquid delivery system 29. The
er b-cont ai ni ng conposition of claim 20, wherein the
herb-contai ning conposition is fornulated in a
controll ed rel ease vehicle. 30. The herb-contai ni ng
conposition of claim20, wherein the oral dosage unit
is selected fromthe group consisting of: a tablet;
dry powder; capsule; and caplet. 31. The use of claim
18, wherein the urogenital systemdisorder is
overactive bl adder.



