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PHARMACEUTI CAL COWVPOSI TI ONS FOR Twwm‘m OG CAL DI SORDERS FI ELD OF
THE | NVENOD (2497010 15 The present | | at es t o phecTasEusioal ?)
conpositions, their use for treating patoents w th i mmunol ogi cal disorde J\
and the nethods for naking the pharmaceutical co L . Particularly,

t he pharnaceut i cﬁ%&%@@%ﬂ%%%&ﬁﬂaﬁgj@% Ophi opogon
(Tuber Opl ai opogoni sTRELATINGAMMUNQEQSSCAL. PISORRERS(3)" r aw | i cori ce
(Radi x dycyrrhizae), and (4) one of the following herbs: lantern tridax

( Her ba yii paor THE ROVIBREIONS) , Tai wan adenostema (Herba Adenostematis), and

heart| eaf houttuyni a (Herba houttuyniae ptionally, a fi.fth he wWhich is
. ei t Ber tang-Bisaneserbiaysnt 61@&‘6;5%?1"’rr§})a°?}'r“°95!rﬁ§’ﬂp@éﬁloaf’ﬁé%ﬁﬁse(%hg%(tmg;nci s

Qui nquefal i.i can 1 RhAkSRIE bk (epiesbdduciosl are used
for ef fpélg‘f’rft@g@'rlggﬁl@g%?% digrgrﬁiﬁ%gg ohﬁl in E (IgE) -rg_redi ated di seases, which
. i ncl udeonipekitiohe Particilany, ttepizpmaedutiealgompobitinns ¢antain hewbg Vi Ghctivitis,

al lergic asthma, atopic eczem toPi rmatitis, | f 'I%N@li:‘lf@ﬁc Y qdyper I gE
syndr o r@pmmoﬂﬁgﬁﬁﬁt%lwl&é’?gﬁg}’t(&?‘ @g@:@ﬂhﬂ e@f?eﬁ’n@) %\IR
Ant i ge“(;lﬁy”qﬁg@g%, 8@{@ ;8%?}&% fAldvRRE BabE:Nake R ridh RGOk TBideais di sor der s

afflict % of the world popul ati on and cause seri ous
healot h moehhsamis), Qaiwaxalkepdstend (Herdh Admastasiasis), eafl heprdlepidwnguynia Hekfa. 1 n

recent years, the onsef of_al]e -relat.ed | munol g I has

Shi 1 echaumesk UGBANS G BET BV ER(E HOPE R b aE P Ay ZRRaS

adol escenl.SNRYas IS RLAR TS THiRMR L), 8k B¢ sied] Tdd heal prumnabamgodal

di sorders.” For~instdnce, in Talwan, the preval ence of Chl|dHDO ast hnma

i ncr easesinfositiont aRY6scd farTRctive Beadmontiof Imgsmogiehnlin B (BHomediafgo1 Al so,

t he incidence of .allergic rhinit.is._incr . A% dhunk89Rist 0 20. 67%
in 1991diseases, perch nRBAg b P?eé}?éi‘“B'fedé?’cﬁ‘g?%?cg%‘iﬂéﬁga\%’%mfd4é% iaﬁﬁlfbm whi ch
rosgs t Oaﬂer%iléoé%‘@ggla}%ﬁic%gerﬁa,&%é Aerkififls, fddealisagy, hypersigE syhdrome, and

al I ergen-r I mrunol ogi cal "di sorders may be attributable to

envi r omtentmatoigpatthnitis. on. Respiratory allergies are - yat ed i nmune
response. Brinker, J. Naturopathic Medicine, 4\\“&%\\*‘%‘\“@%) There are two
maj or respiratory allergic reactions: allergic and allergic

br onchi gls @eGROUNAIOETHEINVENTION, al so known as h&¥%fever, is brought on
by the binding of antigen/lg E to sensitized nmast eoI.I? and bsaa?ﬁ*)c@ils. The
bi ndi ng caus éeitigenrsiueed @astisutanypllergepdriycs ’tlﬁmﬂmpm fisordss 8

ease of
esogjnophil ch i ! 1R h1eR 1/0He batmplestfani ne.
Hi s?gm It H@H%‘@?@g@l gvolt—@ﬁ)roggleag?g?%d gégéggég%gg%%e@ncr ease of b

vasodi | ghétoimmeaibditadysopdsraaaiitinia, \in revent warsothe onseicif ellewgditelatadi on, as

mani f ested by nasal. congestio ith watery di schar i .t chi ng
eyes. Alimawgplogicst ﬁlﬁﬁrdP§%&ﬁ élﬂlﬁ@%imtq E‘E—y ﬂ‘é‘&ﬁ%? 8@?“% %‘gd pé)@%%ﬁdsrg&;en&ﬂmﬁxl elclzlh nast
cell's 5 rel ' ' [oMsTbf aflBderimiudedninanelogidalntisabab. t es

i ncl udi %gﬁﬁﬁgﬁgﬂﬁ%ﬂﬁﬁbﬁg\?ﬁgﬁﬁ rfg sugst ances_of _ana%hgl _axiﬁ 6}nd

t hr onboxane/ (Fop $stagica,rin iTaiviam thetpevatence iof elgidhooppgthmp drcregsed g hd et or

i s anot her potent asth di r eased u : ocyt es.
Undds t 1034 B Santa B o8hs stdorze ubElin Mgy 4 BaBp b sren Bl i mMs OBV L o0
acts on ihlledsel RinPY 3460mA288 %o D6 .67%18 3P9E NFurtlies therbeuamicacad Suodio eczema
responsi bl'e tor broncho-constriction due tq choli nergq:ogr refl ex agt#on and

hal f of winel 48%st agTawtich rgwrierlad3%in 1955amd i al ¥ heir@ ¥ QPR age of
the affected population and i : i HeamahRl Holhitidg, the
treat rrerfﬁlteﬁ@PFFS]fgedle’rn“ﬂ\O oé‘%altl ?Fsro gcggﬁ%%u%%ﬁ‘ﬂ?%ﬂtgﬁﬁd_e enden prli marily on
enpirical an @s@,;@@gg, Rlildreids afel IgENgHatedirianné feaporsei 8 ¢1, & Matwiopallle  Most

allergy patients 15 are treated with drugs that %]ium at c&ptrpiﬂeicrié]g synpt ons
. r es0t edMiedisinet #ie64-63 E998). oFhax ATeVe e By reERFALYY &t 18 18V 8 T tigs” appear
to be effecrive,i h rele . : JERERNE A4ihiak) Getler,dsl b@iught
effect, Wb‘%\é@%‘?d algelrééglf#{lgbgi %%'ﬁlﬁéég%l%f%rn}%ﬂ%?gh Tllave .Ion%ler_:n effects for
. pr event i ggpditeansdngogitaesigh tanenstzedunsheelidand barophdn The Hadnsgayses

d ffect. F e, | - | t i: ,
Clith 25 &dewoisa imOAME ARG e St e ers) aeam oL RS e

debilitating effects such as growth del ay, osteoporosis, and adrenal
suppression. Traditional Chinese herbs and nedicinal conbinati ons provide
an alternative for treating i munol ogi cal disorders. The traditiona

Chi nese herbs and herbal conbi nati ons have been known for inproving inmmune
system function and treating various chronicle




25 i mmunol ogi cal disorders. For exanple, Hamasaki et al., J.

Et hnophar nacol ogy, (1997) 56:123-131, disclose a Chi nese her bal nedi ci ne,
Shi npi - Tw,0 edi4cte4i nhi bits |1 gE-nedi at ed | eukot ri ene synt heBCHUBM/45836
basophilic | eukem a-2H3 cells. Shinpi-To is a freeze-dried granul ar Chi nese

h | f |
Ephedr ﬁ%&%&%&%ﬁ%&% binditodt ksroppton s reiea S efrer ey ISG BT 0N
Li nne) l\ﬁ%@@eg@ﬁt h%% R}&m@" LicBn@RAAL & i RiRRd By, naéulicangdstiomobi | i s

Peri car rus rkovi ch), dyeyrrhizae radi x (dycyrrhiza
uval ensgigh ﬁa&gh&sc)har@,lp:hmmg, maijtohnﬁg eyeW O 112/ ( L1770 1 PCT/ USOl/ ~S13C
(Bupl eurum fal catumL.)., and Perill ae herba (Perj| ritton

. var. acuta KyRsgic asims awgf’rslegiu:s‘@?cﬁf‘te?lblmup 5 Onse “hl| ast ma. Toda
et @l .. .o1y %%Q@H{%aﬁ% hﬁﬂﬁnd ﬁr%@lﬁgémaée@QﬁetﬁQﬂhtesthlﬁﬂmgeﬁe leukdtiiams e her bal
medi ci ne, al u-To hows inhibitory effects on histam ne rel ease

- fr om noltse rgeting mbs’aahcweaftan@}di}ﬂa?us &l thembpxme/prostaglandin f or treating

ast hnma., Sai boku-To co Lelnal

fal cat Jiepch OC‘P’?SHéqt‘Pﬁsagtlﬁ%lP%@bé{atﬁ}geﬁj t@ﬁﬁac]ﬁnl%bg‘?ﬁegﬁ%g% ﬁwké%%gt ellaria
bai cal efdfiaSuBGRRE 8F teukdFYRN U détitae¢dnditled histaRedne widihmtmgedaffer aMeyer
Magnol i'a oborata Thunberg, Gdycyrrhiza glabra L., Perilllae frutescens

Bri t t ondecesase mmAMPmﬂmn HilcreTupieys beeause prosphespastrdusia@ineidalsp ot 4 .

4 3 | medi ci ne,
Lomglufﬁ)zoré]?%?rol‘r?@ e &ﬂ%i&%&% aﬁét%? fOélCCfﬁSC%% ﬁhges?%? ?eﬁ&x?tc%%’%ﬁlfnéﬂgﬂgﬁé medi ci ne

i nmuno B&&@%ﬁdﬁ%«sméﬂ@ﬁ&ﬂm@ﬁ Eh}]l—@(l@OHSI sts of ten i ngredl ents including
(€] nsengﬁ

Atractyl odis al ., Astrag ald Rx. , 8{1?08.5 S|nen5|s Rx.
Juj ubae Fr. As:therpercre@tag@@tf&t@a?éfqot@d populgfian and \e sevegty § (hsrages ,

Preparata er i i ki :

Chi nes ensﬁ‘%fczﬂl? &8%5\611@1}‘}8&%9?% rgﬁeﬁac?ggcq %g&%ﬁ%@% Z%deé (19 6) d| scl oses
a Chi negfp#Rhabald serddipitoas ﬁﬂﬁﬂgmgle?dragl sumnnﬁo(amlreachf dviost aHengy rP@U@Qﬂi d-type
ast hma pa]talents It shows effects rovm na ent|I t|on

f untd i owrs treateduyith dmgs Hat aippatgiontre nsé Btogsd’ %}ﬁ g‘?‘?’bﬁ%ﬁ%’f’ B1<

| ynphoc a eagjn %r% t@ehﬁ@&&m}mabmdmhe Vényang
Tongl uox‘ﬁg’ﬂq}? ggcon éll %’?St %81% (#g}ﬁr{ggghg%cs 20 including Red G nseng,
Zhi Fu Eghﬁ@onmwuh\éan@wdm effoct, hdw@/emg@ug( Izawg10bb¢qusf0ﬂ%é’§§h3@ v§ longhi Huang
Zhi, Angelicas sinesis edra, .Pol ygal ae . eng Shi
Gao, Schirmmecisdorprevenijng qt q_qe@gqpregrefsdf% Pﬁ%@% dﬁ%ﬁﬁgr Iéggtrhgﬁta

ittt ' efr&r effde alt"drr% ﬁgﬁenfﬁn‘éttbﬁn andl tlREgc6t ﬁfbatﬁ@tdmmlahet&hb%setbrddscl osed
onthe erne ? erb.comtw). The decoction I's nmade from a cqmnbi nation
of 8x tmdqﬁy %mmim mgoeasmanmigwnhsnmple debikigating£&ferts sugh PR, Oryzae
Sm, Jul ubae Fr. ﬁ'&f (g@ @ ycyrrhizae Rx. Quality control of the
Chi nese Fﬂé}’&ﬁteoﬂ?ﬁﬁ’isl?r e F?Hpé%ﬁsmlnh devel opi ng pharnaceuti cal

conposi tion fhofksd ChefRs herﬂlf'Qn@ﬁl@&h@ﬁialic@ﬁlﬁin@tﬁﬂm\p@owd@meau@mtwedbr t he
herbs may fluctuate with factors such as the grow n gltlo ndlocallty

of gr owtleati@inavndegicalglisrsderon Thmigaditen iChinese Bergs QPO
pr ocessbng? ](P)f hhe, h I\éllen?)élgglﬁ § n s§st§g3fuﬁftlohrﬁﬁd Eehdind ﬁnoﬁ@@l‘h@ﬁﬁ:ld s not

met icine my b V1% 02/ 11770.1
PC|T @yg%ﬂuﬂaﬁfgld\ﬁpﬁiﬁég@isﬁ abr ekxllﬁn}elé,t]ﬁahmk; etrab, _@%}gmmgmpa i
reliable nmonitoring of the qua |ty o) s been
report ed6dr73ah&1pd§@l105%§hﬁ}€é%}éﬁba TR é‘é%ﬂ[}@% t% r?gﬁate{aom c
phar mac 18 bss. VAHiEh-BS B affdededtied found in
Chi na aﬁﬂhcigg’i‘ e co%glﬁ%sggﬁ%lgg&mﬁ]%{?hege Sherl;glhhas never been found in

any lit Gg"rﬁhﬂiﬂnﬁéserlﬁﬂﬁ[ mdlcﬁeqﬁq)thfrmm af seyenpesicing hgrbarna,c ledipgct i ve
intreating patients with i i sor er(SP usp(%%egucx ghynedi at ed
. di seasesEPlTFﬁ@eﬁﬁbﬁ‘h@?@ﬁf?’Pc*éﬂ’c‘l:gﬁﬁgs“l’t"’l’%ﬁ%c“&ge’f’ﬁé prE%Ent vy % have
dem%%St r %1904{57?%@ t@% (ﬁ&%}ﬁﬂfa%b‘a%tgq\l\ﬂnﬁﬁgy | dauk-ds293 10bilis Perisyipilie 6Cisruof

intérleu ressi on of E. In addjt] effectively

. control zt;bbn@daﬂlaov;chbfGlycbm lhmebydlxt(ﬁ;évoar’é?é?élﬁt"a@ﬂﬁ ﬁ\‘ﬁéh?rycﬁf‘l’?quhﬁélfl%‘rl nts

each herb using thin | ayer chromat ography {TLC) and hi gh performance |iquid

chromat ography (HPLC) to ensure that each herb used in the conposition

contai ns consistent and reproduci ble ingredients. SUMVARY OF THE | NVENTI ON
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15 The present invention provides pharmaceutical conpositions which
contain, as essential herbs, Ophiopogon (Tuber Ophi opogonis), Pinellia
(Tuber Pwvoel2luzzy, raw Licorice (Radi x dycyrrhizae), andPGFUMEH513%el ect ed
fromthe group consisting of Lantern Tridax (Herba Tridacis pr ocunbentis),

Tai wan Adenostenma {Herba Aden d Heart #).(Her ba
Houttu%@é@‘}uiﬂfﬂéﬂﬂh’alr%e?@élfte?’glzfa?’g’gﬂﬂ%g”{l? Héesgqnsﬁ{@“%nr\gg;htﬁtl |nve tion 20
furthe i a, t ang- shen (Radlx Codonopsi tis) or
Aner i cglﬁl gﬁﬁggr}lﬁmaﬁrtpea‘gﬂggﬁé&%ﬁﬁr?%tﬂlglaol i1). The preferred we Q rati o of
t he herbs, mp&aamg_rE_thrW_gana_qQ&gyaW%B):MB £309, Ah@iqsé% %#Hfﬁ #ang- shen

| ant trid /T t 2. 1: 1
" rsdisis SoBe 45; WA PR Tl oS St Gl Rilib Yl e ﬁ“gﬁlgﬁﬁ?sgpogon

pinell| éntoﬁéa‘i\’n%agt LdigOBhbBku ARE (1§ 1B ﬁrsmg asﬂmth ISauﬂmkutTo chatainsTien
effect ve I ngredients of these herbs can be either e Eﬁ%[b cﬂrz‘y wat er or
or gani medwhneéhm;bsmclmdmg)Bupl’em uprofadaaln bn Liselbes W@G 8% €€tgri ndi ng

ophi opeger WliaqaagIA a0 rART e R APRLP AR e Pl PIPPEL IR A DL e

aq“eouifﬁ?é} r]\?&%no@zfa o%Bth@ﬂ‘BﬁﬂlBeﬂgSG%QyMzﬁb@mbhl p?eeﬁliaeﬂuiazyceemetonl on in
wat er dnot'her enbodi nent, the pharnaceuti cal conposi tion contains

aqueou&aexatmtad{mioo&nd)@wglbgogﬁwnabﬁ @4CPf-a, raw licorice, and Anmerican

gi nseng, bl extracti MQRe82/Crtrlesl hérbal

PC'WUS(I 1/ %%ﬁ@&ﬁ%ﬁd@%ﬂ %6433 %atrzltfte(%lﬁ tl’el dax, preferably

ext r actgdhidife, qjid‘cﬂﬁiﬂkki-fmsmﬂcﬁ\SMﬁbbﬁfedtmoﬁfﬁktoaJMg(streéoS}lndﬂ'G@é present invention
al so provi des net hods for reparing.the tl%har ma(feutl C 0sithbons in

whi ch aqmwasum@smet Hoshp-dikkpdagansists of Epngredpus g}CZ“CB’P% HPEE “Th one 5
enbodi or 0 BF. DSitAericilldtaé Nt O
pi ecesr‘T Q’& ﬁzgrAdqg'% hﬁandggg‘élg%zc%sgmrz%ﬂgx gﬁgf’%é\)e toltpr;oclzluceaher bal
powder chfmpzagmal ehcyr miza@mj n@@m eﬂz@zlemsr:@ce:smwnaﬁztvirqﬁ@gaﬁ&

g ot Dy Bt oChimese S Sho g PLLSIAB G bR, 5RO, S Lo,
Seco”d’q#cg?sﬁ? g'&ﬂf]ﬁ%@ﬁ lbxlnﬁ&l%% W%niﬂaﬁgefbn\gﬂo*}nbdﬂ&ehﬁi h@hnrrgmﬁtt}m for ma 10

her bal mxture 1S then placedlntoaflwdllz
gr anul adstigia patizitsndt sﬂmvsteniecqs rof duptoving rodmepnayi Nﬁetslathrh@m@%muxeég apuR

optionally be sieved to uIe W|th i nul es
cgn be 4@%&%(3 Besiseenhas PQB@EP er*ﬁ bg@?q S %Jc%a lﬁ tﬁf Thgfvr?gggutl cal
conposi & hg&ok?tr@ftﬁrﬁﬁfeedxl@tﬁlaﬁg Hog®o n(@t)ur&@dihalﬁsf tvdiee mﬁdnemaishaﬂas racts of

ophi opogo raw’l i corice, American 15 gi nseng nd | ant 3{?;} tridax
i

i s quef ﬁlrchlldir;g Beemeaé:r@L Lhi Fu Pw@éﬁleﬁwgdélmé?is@cﬁ’"@ﬁ) @i& G regns opogon

whi ch is naot granul at each I ranGhbcori ce,
Arer i cafl ”(ﬁ’ffg’ér@ 2F%ﬁﬁ"é‘?sﬁg If%f’ Hehxedar’ g% ﬁ%%?{/?%ug g anﬁll?egglesg from
Condensg‘yﬁscfngniéjﬁm dnddii¥areheaGLay Aizhe Rx. Peepakiedjor e gr anul ation, an

exci pient, preferably corn starch, is added.to he copden cgla e Eo nfer a
sui t abl e f or # dsfcottinn fgr umjmsbroqcén)tlwé bropphial @sthmadias Reg \is} toﬁ

condensate of ophiopogon, QabRES cdribih M dR o¥ sxelierbs anul es,

whi ch WETRHE ‘?thaﬁe solid content of the condensate
of ephi gRoAgLN: @ﬂﬁ&poyguﬁzemamwzzmm%mamme Sp efuistbag | Ky, 4656908 25% by
wei ght , of t he ophi opogon raw materi al . The solid content of the condensate
i s the Rondet&dncrrdizge i ng the water. t he case of ophiopogon, 25 the
condensate ¢ UL Qélcme‘isednt(dalmdevalbpmg 58% of t he
condensate o u@ghp(goncﬁrggﬁf@gbmh/g{tegr?%Th% solid contents, of C‘é?nt%gﬁ t of the

her bs a?ﬂamm:zeﬁudaheompamlmfmmehmmu@ riElzet eonggnts and actiNe ingsg Ent was
i nsi gni

t). Th t | 5% b
e ght, heremema i bn oo oy el R Ero-uRe FRERA B PRSARELE BERED | PV
condgns g@ﬁfg&flxé%@e‘ﬁ’sdﬂ ﬁftartb&ﬁucgﬁnﬁd itk Fectafeiind pﬁe%ﬁfgwtlwehaywstedmeé:iser ably

abou raw licorice raw The copdensate of
. Aneri canf glyvsﬁathg cnmﬁtfaqtcnrs assnad inestis the offediengss Q11 er %F‘Eﬂdé‘?%rl?y Bout 24.3%
by wei ght, of Anmerican ginseng raw WD 112/0770-t PCT/ USIl 1/.~s136
material. The condensate of |antern tridax constitutes about 5-10% by
wei ght, preferably about 7.8% by weight, of lantern tridax raw material .
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The granules of pinellia constitute about 20-30% by wei ght, preferably
about 25% by weight, of the pinellia raw material. The granules of raw
| i cori cewoonaurituwt e about 16-26% 5 by wei ght, preferably BEGUSOIRE%6DY

wei ght, of the raw licorice material. The granul es of American gi nseng

constitute about 27-37% by wei ght ref erabl bout. 32% i of the

Amer i ceampyprissd g Nexartheless, ofoicntic r@‘?tﬁ?fﬁfoé geléb?q LAPLIHE T itg%‘ﬁﬁagig% Aitute

about 37-479 i | | Yor gght, of the lantern tridax raw
tgxf: (ﬂ‘;ﬂ@sg ?ﬂm}(ﬁﬁie&?%ltcwgéﬁg BE@eYorfetlbr Q&ioﬁ%ﬂ

mat er i requires that the extraction of ophippogon,
pinel l'ia, ramepiesar imentiddpravites narelgndsengoxinnhamecertisal eRESESconduct ed

i ndi vidually. | ddi t i on, hi. inellia,. ' i AITer i
. gi nsengersied Tiop herbe BRI ThRTBRRY a8 SL LT G ot el THeFRbeRa @RITTEC 4T
al gﬁohpgiesfﬁeefﬂfﬁﬁq{e)&e%%&fm%lany@i(erﬁtﬂfésld%iré}ﬁ)rtsAfIh&d’e pHaemaveutieat i on, each
I ndi vi dual ~ extract

I's filtered t0 renmove the renmining herb. Thﬁ filtrate
. i's t heomporitnsed &fedioc inpresngadtiosstethsammumnelegical disgrises stRsER g bout

55C and a. vacyum of .15 about 30 tarr to.for dequat e
amount n‘t?fhaé‘?aﬁll ‘ﬁ%‘@??ﬁ éﬁF,P%ﬂFB?CSP%%H ﬁo@g?sguésrgaérpé% 5@5'&2%%&?%@52 h of the
COndenaé’lhgnsn%l‘éaesPEciM&Mpdbwﬂ-ﬁbgﬁmﬁﬁh antlsynihesis ofiinparkeukin 4vJLet) and
~subj ect to granulfation by spray-drying at an inlet tﬁ@%rat ﬁ{Pe of beUt

| 05C asuppaessivntdfdgE.t 1o tecfectiyply pontrel the guahity of 2o (P G58t anul es

frompinellia,. raw.licorice, AMer. ' i dax are m xed
wi th t%VGEB%QH%GJPBMSF&E%]WBBﬁlgg ﬁmﬁgﬂltegag’gg%%tgﬁ%ﬂﬁi(@gﬁ gir&gn }t:ﬂ es, which can
be enc (ahid Aesthitbapht (1EPY.G) foensirealit eacisherk saicindt by vol une to
t he he?gﬁ%lﬁmngggﬁ%u@i S ab(.)u?1 goﬂigﬁ Fo)r_vvater extraction, the preferable
decoct icompositien entaipe gensstentiand tapsoduritde MeEsRSSd al cohol extraction tine
is al so about 30 m nutes. The two pharnaceutical conpositions of the
present invention, one containing 25 aqueous extract of ophi opogon and
powder stainveA RerONFHISINVIBNITI®NOt her cont ai ni ng aqueous extracts of all the
[ wever, the

herbs, "are both effective in treating i munol ogi cal disorders:
phdfnmaceut i Jde pEesFpLIBVERtIm BYSS Pﬁ%?%a%e&ﬂﬁglfgngffﬁ%ﬁ ‘é’ﬁ'c? cg.n@mdfa t he herbs

is slightly. f i 2 Bdr Bihd@aef faveBivyriaand

ef fici %ﬁ%‘“‘g‘}y‘f“h‘g%&t; E’E’%@%@@f’nPﬁé’@égﬁi’%ﬁﬁ?ﬂ@ﬁ _éf (;phia?];:)o an and

powder S Raflix@henriigtd)sand Bincherh $dlentehfemitine gropp corsistingefdppisst {1188  hese two
net hods may be due to the effectiveness, of incyegse | I

active (He Ceﬂﬁé‘?ﬂ@’iﬂ’&ﬂ"ﬁ@”@&é[e ) F‘i‘oéf‘?.m%d eré@?ﬁ’?ﬁ%—’liﬁ’?&fﬁ& BRateAt

PCT/ USlIh&l{t@ﬁ&Qﬁf 2 %aﬁ@?& t irG@bh&RERAfichi GspRitionbef plegresent invereitni on
are effective in treating patients w th i mmunol ogi cal disorders

parii ¢ Uhathénycongin o Herbtveld cldlissithsigng-shinclRadicCedruopgitit) O3 ANFRRAN SRR d ¢ o,

allergic rhinitis, allergic_conjunctivi.tis, . r.Gy at OieBia :

der mat i edix RG6H Q‘l”f"@’t“’dr?ﬁll)'hgﬁ%?ieﬁaﬁds‘@eﬁgllrl%ﬁ%?tg Sgﬁe{ébsgﬁlg%ﬁ;angl eﬁgleau mat oi d
art hri ti,s, i @rBR B PearRinBdh gAbigFshEhiE 1 RAMNGS/ Fiigan eddnostvowéicarticpiPl C

chr orratllc‘;lgrrlécraﬁnof opF\i opogon. Its entire chromatographic profile was detected
at 214 monttwswie) sdgt2: Lsi A nethod 1 of the HPLC analysis (see infra). There
were two disgrete aks - ] = Qo i iSpdcRhepihélan, davre of
11.S nin 10 i{\?imf\%tp V?f,ablregé‘l%%%%ﬁe@@%} ?Jxéﬁ%s\%mnm}"gﬂr{f e gﬁ?gpnag?og@am These two
peajss CRLrfbebAmesesh %i‘ﬁsér@?ﬁlﬁd Tagerapitibo phigoetfechive urgredienshofithesprhar @n be
chromat ogram of pinellia. Two chem cal markers adeﬂj e ncd. &u%gsi ne, were
det ect editler c2BStethbYweisr engtang$PI§ et W(RP"?{CBFO%@ ﬁgﬂstf)a%ﬁlggym S. Adeni ne
has a rﬁi enti‘oni\}\lgo%ﬁ%ﬁ 4.8 mn. @Quanosine has a retention time of 17 mn.
15 Figu igecs eLifd ‘chr omat ogram of raw Licorice. A chenical narker,
gl ycyrr hi zi n1f Ghe/dmbodimenictieqtharmateui &l compogitien eonizins 0RMAROEIBIMR0d 1 of the

HPLC analysis. Ay h tion tine of 46 4 njn.  Fi : ;san HPLC
Chr omat 6446RR BYToRHERT BaReRon CErs oA OREATEof e Rt xSRBS i )

was,det vavetiendt Wateei Nng Method 3 of the HPLC 20 anal ysis.
Rbl 3(2assgetf§g?1§mr§%§edt%ne of 137. 5 mn. Figure 5 shows an HPLC chrxgrr?étt?%iram

. of Lantern Tilh aaotherEnatrodimentethe pharmfagputifial EQTARQSIHRN GRRIAIS AqREOYS §
detected at 250.0. nm wavel.engt h_usi ng .net R waterf Y- 1
has a r OPBRPPEAN PIITE DA C‘?ﬁ%ﬁz mfff/‘}?%ﬂ%s éggeé%é tef%%‘ﬁy%%ﬁaﬂ. 6 mn FY-3

has a retention tine of 33.5 mn. FY-4 has a retention tine of 18.3 mn.
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25 Figure 6 shows the levels of Der p S (Dernmat ophagoi des pteronyssinmus
allergen 5) specific 1gG and IgE anti bodies after Der p 5 inhalation -

chal | eng@ofelosreed by treatnent of 5 (A-F) decoction grolgES/USHEsBér um | gG
and I gE |l evel s were neasured by ELISA. Values are Means ~ SEM wi th bar

i ndicating the SEM A. Wi te-Draining, Powder .G oup, .B: - Dr agon
Decoct fshaquepysextgact Qﬁﬁmﬁﬁb@éﬁx@&%‘ﬁ%ﬂ%‘ﬁ“@c{?&& a%ghﬂ%wgség% earing

| ung- Rgé%glil‘%%oaecocti on Goup; E: Perilla Fruit Q -Downbearing Decoction

G oup; “an : Placebo Group. 7 WD 02/0-~7711~ PCT/ USO1/~Sl 3l Figure 7
shows the efhe pasewrinodntioh-alsogeoédésmethbdmive preparing thephprpacgutical nhal at i on

chal  enge foll owed hy treatnent of A-F) d o I Xpressi on
. of | L- aorgpomtionsdn yeieh UL W&Wqﬁﬁ%ﬁwg?groﬁﬁﬁ ]Irlée{ﬁg?:lfglpg red. -EHS)(I)I ymer ase
chain r | : i £EMhE hdibdae cunihkcpibeasgddiydrabiayl A
Wi 1 e- B@?%@ﬁéﬁé%@%@rﬁ&f&n s Bl ue Dragcon _De%octi onﬁg oup; C
. Ophi opggmindPediqetssarth@ughia; sidve [@pyadussharbalaomslgr | IfIRESSHSRS Decoct i on
Goup; E ., Perilla Fruit, Q -Dawnbeari ! . terd hi o]
& oup, ophipasRATE e pRhEy bR O porlagiRE BFbPLofif WRier® The BpuBbOEAT
chal | e@g@&%?ﬂué}%hﬁ@@%d@%ﬁnwﬁy femgahoirgnied ophivpeg@nyater mistued | er gen 5)

and treated wth 1 ndividual herb. Lane 1 1Q shows the effect of rirﬁhi opogon
t r eat miinbugh asieve Sénond, thhephiopegan Blratean guxebwith thecrRal POWELIRHOBN & 5 ys "t he

effect of pinellia.trea nt. Lang 4 : ' lof €
T L i e e Y e e
measur gl Q%dgéﬂoﬁ%f Yahies BiesrMansscah opfibhallytte arditngiodats pynulee wiEM
Figure 9 ows mce serumIgE |l evels after challenged by Der p 5 15
gDeeratlmpﬂot' ha’g(sithSSTm sl;apwlswlh’%ﬁﬁi_hp’é@f&épﬁ@)te%nd treated with indivi dualh

erb or e .phar maceut | . . : E shows
the effect I§hHOPS. 81%%9 %“gﬁﬁﬁ@%#’ ﬁhﬁ%ﬁéédthcglsﬁoo ttt;bg1 13 1%%@0%&?1%%5 hen
treatnent. L@nBach siiavaqudoes efttaees ofaphimpogor, ipinellias aawrbipericel Amergashows t he

effect of raw licorice treatnent. Lane ho the effect .of -

t r d4t meginsengand laptars tHéax is PERSeBBIYSFRAIR HSee atd G eéG(tﬁeE\,ég@ 2 e 20
measur ed.by ELI SA. .\l biishted 8f pinBliaCR Idrice SEM

Fi gur e %{5“%%’&9\% wtﬁhch i3 nU?éraﬁﬁl@tcy?%B f{f&@%&éﬂsﬁ c9of pi

€ expression o gene in mce splenocytes after
chal | enggdribsh Saseng, snd Bateratrizik agandaiuaily gomibged-fiem gondsngals tSiorEhd
treated with indivjidual herb or the pharnmaceutical Lbgan: (i
STA- 36, inflvidug) gTaFH]@Sef@ﬁr%‘ééfeoﬁ aB‘FlaﬁlfoB&n§éﬂBIeR£a£re§%rta§$’nr§8ﬁz%‘5‘16’9%%%%?&
(reversg trANSGCLL RS Ssifter PALiMBRIBRE of R gakB&C (HPDile indBidual grinaies adbtiche
effect of ophi opogon treatnent. Lane 2 shows the_ effect of ang-_s&e‘?n
t r ext megdndensateeo fophinpegon hee thér mixeddpggiharde form mixesigranges, WaKE e WBws t he
effect of raw ljcorice treatnent. Lane 5 shows the effect of STA-36
treat ne‘?ﬁc?‘l’si_“i‘/ﬁ%éﬁ is the placebo treatnent. Figure 11 conpare the effects
of Anerican ﬁ}e%s&& {13 sb13& ch RN oTfthe cohdinsatveiaphiopdgin eapstuns abrut ket in
95% al cohol , ( a i

ueous extract in water, and (4) agueous extlr%% i,n, 50%
30 al cobeft,byoweighieprederablyabontgkida by meighimof thepphiepogos T fmatettal LR solid
figure indicates that Aperi.can di y 0 &ghﬂ,l besced
sl i ght | §OmeRtL 1eechn§819s§lpeﬁﬁ tqeecforl?g %1%13 &ghg‘g%gﬂéq ﬁ%%@tgeg gﬁ%e/?cﬁir easiur?g) Pfg(i t han
vat 4 eyl @aliensate R/ subdtZftial hmBGHY diSvdter (6] BGUFS§Ur of the coyslepsatest t he

effects of lantern tridax in the form of 1%” owder (ﬁétatﬂueouaeﬁyact in
95% al coplibpogo®)is agtesd uEhesalidsontents qfgherest ﬁge %%ES G RRBE IR AP EAE PP n 50%
al COhS' £ 0 egééag gil.ee.vtﬁs]a y%{er lcgﬁelat: \?%?séiﬁtilﬁ'cént).m cofidérsite o plnéti cohstiti®ans ~

SEM Significant e fromcontrol. Results indjcate that
50% et hapalt 18X13% bl vafight Anetarabl abatit 88% waweight of Srefniealiia rvomatenal btk ng

| gE and increasing 1gG _Figure 13 js rati enfifiects of
. STA- 36, caRnaate 9k EAv: BATIGS] covftﬁéteﬁﬁfé%ﬁé'c"g%ﬁ%)w e&ﬁﬁlpégé%’éh‘p%bg"&pr%@ rum of
femgle BALBILc /j oo Gat 4197k satb bf anemieen fimsengleddStitutest ween
STZ\-g anc Ir 511?@6?%%?%%%r%?elﬁ%glzér}gmllggEM The dosage afémuntg&of STA-36 (20
. Ny/ 20 g abousis)29Madytweigle, piefarhtdy dbon@d. 3% s wveight. 1 ARFDnGEAEERTEe) of
STA-4 i.e., STA-3 : STA-4 = 2: 1). The results show that in ternms of IgE,
al t hough both STA-36 and STA-4 show inhibition on IgE, only STA-4 is
statistically significance fromcontrol. As of 1gG both STA-36 and STA-4
show i ncrease in 1gG However, althouglp it appears that STA-36 shows
greater increase in 1gGlevel than STA-4, neither increase is significantly
different fromthe control. '
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15 Figure 14 is a conparative study of the effects of STA-36 and STA-4 on
Lung Functions. Values are neans ~ SEM Both STA-36 and STA-4 show

si gni fi cettovoproavenent in lung functions (as determ ned ByT/HBH&S@¢ent of
acetyl choline) as conpared to control (P < 0.05). Between the treatnent of

STA-36 and. STAr4 hierfBRBAcondtit@ts sHodt - 1neslb P eietght, préfeebly t han
STA-36fnattma§dﬁp?8?lgdﬁégﬁgg?%%n STA- ??6nand 20 STA-4 was nevert hel ess not

st a’ai sta'bgal7|hsp/oajygméig1i\tﬁaﬁl§nmnobmakya\dthrtal-i nsuf ficient nunbers of aninals
used in each group. The. age anount -136 o, MRS
tw ce of thgmagﬁemﬁ? g@“ﬂﬂ’/‘?%’c’é‘?ﬁ%'gg%byowg@hgg%f&%b%uﬁuﬁ?{:\gﬁpar es

the effeg e birfilial Gl Mrcdurariléh JETAN Tigoméd donstimseatoiit 16:26%
welghcti %@ﬁéls&?}aorrgﬁrpé%ti ng aes ?ma i ncl udi ng Ket ot i%,Len, ng%?i sol one,

and 525 pAnieighth pieferablyabuets2 186 by mesagly, of t Hearigg meatered. LR
di fference fromcontrol. The r of this Ll g -4
. si gni fiAmAxi¢an $B§ﬁé8éan%tﬁé‘e|ag§}‘é‘|ef’g§f’}°/; SEW*’I%%{" %?%WY %gtﬂ{t ?%ﬁ%?g‘ta%ﬁﬁ he

| evel 'Ag,@% i & mENrarYThdEdiliedT |RESGRHBTt GhsORitd Hiout SUENTI ON. 30
Ant i ge(r)l&l%r a 3??&&% at ed asthrg%Ei S a respiratory disease primarily due

t o chr osy weighf, Ipeefemblyrd2% by vteight, of thelanierm £V ARt i on i s nediated by

the release of inflammjory. factaors fr :

activation falspothe mHhe ’fﬁqﬁlé?s atc{ﬁwtﬁ%ﬁﬁggg@ﬁéﬁ%e%@? eS%%’/ @k??(?gé’

pr off agAﬁ{éﬂ'bgh giﬁE\Qﬁ' LM tEhaAdal B baaeted individaaty. dn addition) ethéepogani geni ¢

response I n ynphocytes (T cells), particul arl%, CE)4+ cells. There are

two typginclit, @Bticoriet) and AthericancEimiens ersextiagied & Wi by dpeochipg Aty |

secrets cytokine (I.LEN-vy).. Th f SECH [ Ux@abigdki n- 4

{IL-4). trN%§tls ‘c')’ftraf’f?él lléﬁlfcé%%li’ Bregesr%‘%ﬁée%a?%&&?%gﬁ)%ﬁ ' tA ?%Eme_%e al l ergen 5

St gU' at&h iﬂﬁgicﬁﬁi dxtiabt ﬂarm?wﬁetoe%&ﬁeﬁétgh Feﬂaiﬂmgimtb.iﬁlet tei inthases t he

production and secretion of IgE from ocyt es. . Pr ese i.pvention

provi desorslenssd Wm@&ﬁﬁﬂf&lﬂgéﬁﬁ%% pitq tﬁﬁ’é’. TalHFAD g%"'@?’iﬁan@rﬁg@gﬂl @J‘I]'A- 34,

STA- 35, STA. nd STA-4. o] ht bOfSexRBNGRSHreRhaIyBaRuUt | cal

effé%tsaleﬁpti?’ﬁgmg? godinc%?é}lgffigc?lrtedeé%% pugeteiraggylﬁgtrdl)y on gﬁppflggsi on of IgE 10

pr oduct k@pehanchddedws ¢2eH W did condeafsatehexcepinifhéariogomito iformean eXikacHOR PRSE.- 4)
ene. The herbal contents of .the herbal phar euti cal k4o are

Shown | miTdbiseicctTRIBrRUEL PP HBE £F BIE P C AL PRoA oL 0t Foaf

Conposi tion I ] ' WestHoden lid, romre fornre

Formm o POAITE FBp e B A T e ey oot

Li cor i ceftanee, hncrhdenistanand lantextiridaxowdariy¢dhwith & cndenspie of ophiopogon

owder STA- 320phi opogonPi nel | i aRaw Li cori ceTang- ShenHouttuyni a(a . ext.(

owd@p) ( seferet the W@Eﬁapum‘)ﬁg?%%%ﬁ?ﬁ?%‘ ag%fgnPi nel | i aRaw bt

Li cori ceTang- T i Swdsrhétpavderohfmewohe hérb by weight is abou

owder ) STA- 346?%2%}88%?1%?%5 MW Li corti (;eGi_r?semn Aden st.enagar. ex%.ﬂ)(1

owder ) ( ot eFdr(watedextiattiowday Prefsatds denecons HEHe i %gf&uF ?gﬁawte- he preierre

Li cori ceG nsengHout t uyni.a exta) (. er owder

O\Ader)ov&!@rhf’g? r@&@ﬁﬂ%@d&é@ﬂﬁPﬂ‘ﬁﬂ@“&ﬁﬁmei Z:SJIrOi ceG zlgengTri dax(a .

ﬁ?“ ) ( poxgper)f oM Ha%n%ﬁﬁeal(Cfmwemi),&mﬁmepfmm@g?nﬁbmednleicam?n;/g
icoriceG nsengTridax(aq. ext.)(aq. ext,}(aq. ext.)(aqg, ext.).

al cdtfol eaqueairs dxtraqt ofephiops gery arbPEVEsE ?%@fle‘ﬂ?ﬂ?ﬁaﬁ“&t, e gﬁ’ﬁf %%%é‘ﬁ‘% Olﬁ er
Ophi opogoni s; Pi lja= Tu Pi i-ae: i ! diddets. Gryeverhi zae;

Tang- seng= aﬁg‘(ﬂfﬁﬂ%ﬁhﬂgﬁg %)‘lgéth eggﬁyeelﬁg%ﬁa@%%‘fﬁ%%%% s Qi flque_f ol irih;

Adenost egRHeRBRAGGN 06k pEEIRGI Sontaibing tagyetiua extradts ofalHpithe hgivs seslightly gax =

Her ba Tridacis procunbentis. Anmpng the sgven ¢ Sit] TA- IS

pr ef er r efhvarall STeRause lédeﬁ@lﬁ%EeﬁH%B&“e‘f % lcEﬁyﬁﬁsr%%ﬁ?lg#.}p%f%G&aeﬁgn%%%% are
particularly effective in i i BewiiEenaiheghdsd. Thediffdemse imgtanting
. suppr essf‘%‘f?\ég? e’ft&%{ %%:Cgﬂ{ﬁ(gtﬁggﬁ.%%ggvégch of the pharnmceutical conpositions
cont & ns effeateohBefistwothethodomby bt dwhiocthe affectivenesaof HICreass Hsthe Telg s§0ent i al

her bs are ophi opogon (al so, known.as bl ack | eek), pinellia, and raw

. 1'i cori ceactigangsdicpls REng REGFIHE ¥t her t ang- shen or Anmerican gi nseng. The
fifth herb is 10 WO 02/07711-4 PCT/U S01 LIS 13l selected fromthe group
consi sting of Taiwan adenostema, Lantern Tridax, and Heartl eaf
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houtt uyni a. Tai wan adenostema and Heartl eaf houttuynia, according to
avai l abl e herbal literatures, can only be found in Taiwan. Lantern tridax
can be fwaonz/urroFai wan and Sout h Anerica. The phar maceut i BEI/UNHMS £36
bot ani cal names, famly, and najor ingredients of the conpositions are
shown in Tahle g, T 'f"%%%{tljlé:ﬁljeét%@hﬁ’@hﬁ&{ ardRPRStivA g thdajing
I ngr edi ent smﬁpﬁﬁ%n%g{rlﬁ%ﬁfﬁﬁpﬁgl A Pl zarnzacezcti cal Conposition
Her bPhagpfiae withdanRmotuyie isardetsy Mationlndrig B owsdisgidodibganess didvipg!Ngre Ophi opo
gonTuber - Opl ri opogonlLi | i aceaeQphi opogoni n | ack_ ik eek) (.0 ni sj aponi cus
Ker - Rudbsbaisiioh [imitgd 1o 3HlRTEAe ARYS, ?’FE%E ‘é%‘?“,(cgtvﬁ‘ss all SN ORRPR

ast er ol lang: | 9Pk aruibiis eaRaRp e Aenbachid ankstids i spi | osul a
. al kal oidgg{,}%ftﬁggdrbrﬁfaglg@g%ﬁ ?E nnf . tar alﬁeryl acetate, fi-iedelin,sucrose,
gl ugose, i nul i nAmer i canRadi x Pan. aci sPanaxAr al i aceaesaponi ns, G nsenQuin tie

oliituin ue oliunr L.ana uilonPinell.l gber- Pinelliae,Pinellia
- ternat WMF% Fe ?) pr ot oanenoni n, Pirzel | i aBr ei t enbachh
onbgent i si CTII%E’Q[%tlaS%%WS% P%E@Ehﬂ&ﬁla@&g?ﬁﬁfdf epldopeudl. Utsashitiee etobmhamipgiphicne,
5¢ W

~3-sitostero ol ester ol

Li cor i qeBat was detaetedrat il 4 aeuway deptinisios memed: | of the P LG nalysis (e BB 1 si s

Fi sher orcarboxyli¢ acid, U al S ~==h Lk i 5 mi

Li nne. I—BP%%@FF%%Y@WW&’S%???@E?% x&%?‘t‘@?@é%%‘%ﬁ&e g%@%r%ﬁ{% 'daxHer ba
Trigaci Eff'3@%@%@9&%@@@9&%ﬁpmbarﬂodeamgmmeﬁmmeam eaulbbe nsdditan. Tai wan
HerbaAdenost enZzaConposit aeAdenost emaAdenost enznr ati sl aveni a

(L.) Kt zidetidfyraphepbenm.baHout t uyni aSaur ur aceaedecanoyl Hout t uyni aHout t uyni aeco

r dat aacet al dghyde, Thunber ri QAVA N A ninc\D
0210770- 4 POHRUSTATE gD hion M GE S pFENRY, W0 BAMICACR s, Ader

cor dar i fey sal Gl (iBleBied @l 2601 Gitveleh gt usipquethod £ of therBPhG@nalysishy per i n
Ophi opogon (Rac_fl X Ophi oppgoni];) bel ongs to the fam },%1 of L%b‘{z:laceae. The
tuber (Adetihe bhs OrEensiondione ofakst. Sravin.cORzNoswEM@E p LeeRtin tHRE PT K APt i ng
season for ophio on_ i I edy chdiSichiuhgkenf
ophfﬁpogon s W%ggléoﬁilhggﬁgls%%m %tgg@ter%&:r?\gqg?&?eug%a% ed dirt or

root | et sjycyfhizth (@), Wakldeweddlay 280 yinrvpvetedeth wing methpd dxditheHPbE | ater use.
Ophi opogon”tuber is the enl arge(% E rt. of the root. Ophiopogon could be
found i Angyosi Gbdesaueiention 1AE9T4R¢ MG chuan, and Ji angsu, of China. The
aqueous extraet Of ' i¥4h Glnsadg. A ch&fika) maier,na
Jour nal of Cﬁ? éé;ésﬁ)g‘[%rgﬁgﬁ%gd@}lﬁf%g@gﬁggé%ﬁgS, to enhance the clearance
of iv c%ﬂ{s@mliddqawlt(mh)ewah detetieé at 203 meagengtbasingdVipthod spdtheatERbsed 10
by cl ophosphani de. To be effectiyely used in the herbal conposition,' Tuber
QOh26pogoﬂY@a-anehﬁfraeﬁ?&qﬂé‘H“W%&ftﬁ%@‘%xtract by water or other organic
sol vents. It g8 D afhR8AN6f DitPAr Bidaan Therewémrfout(@) herb is
extraction byﬁlgbgtgesﬁi\g{?gﬁgiﬁ%gd%rggdi X Codonopsitis Pilosul ag%% ek ngs to
the f anidigtinofiv&penha Tty -d de & -4;Itnteotasit 20 AQINMe REeleasth usmg MEaefen Of B n t he
root. Tang-shen can_he eithe ol l.ect in t ' | d. The
typi cal | 2 ¥§13'sggéloﬁasf%’i’e{et“§%h eeoﬁﬁsﬁflh@u%%g? }eZ?I?g)rn qﬁg‘% ?/gggd t he
root of rﬁﬂlr.‘qfﬁs-g‘?%s wastestidriging 86835 sun, Fa¥R4hasd retention siagneflt&s3 fmar. | at er use.
Tang Shen cou e found in Nantou Shien and ‘Tai chung shien of .lal w§>1 To
be eff ecti vel igwsdushionstthelenels o& Dot b aDeriqign agoples R 858 "S¥EPal ed by
aqueous extract b er,.,or.. ot h el v, o IWEEEY fréfmestr dMdi ng
raw her b‘%peqilﬁlé(i'%?’@%g\ﬁgganté%osdéegsg@%g Ie)gggg%}lﬁ%%r&? ﬂ?gﬁef(r)b is 2}(13 ei t her
aqueous Saggfﬁ?%cdchbﬁlgﬁdh X tThaeéruerighyanddpBievets weroumehsyrsdderELIAfe rY adugs

gi nseng (Radi x Panaci's Qui nquefolij) gg}no _ toéhe.fa]gi‘!vg ctfimﬁ%.algj aceae.
The medi are Mdans S vigh baxriadirating the 8 gRi G- PREBEHPV AT AR gi nseng
can be faund .i,n j " Daskttioh (Grbas, I Bembsen wi del y
. cul tivat @Beef‘ﬂélf—l? ?ﬁ%’%ﬁ%oﬁﬁ ﬁgor@’g?%g%%?best_ har veg{t% sea?(r)ln_ f or

AET 4(C anCHafl§€ NehgH BesctingUDasottionTGrdup; RSPafifadtuityitowrearing Depectiodr bal
conposition, the_herb caa be prepared by aqueous extract by water or other
. organi ¢ S8ups ARG FoPlacePoOF¥Pm of ground powder. The preferred dosage 12

WO 02/ (1-477(1 PCT/LJIS(11/~sl 3l ~ preparation for the herb is either agueous
extract through extraction by water or ground powder. Pinellia (Tuber-
Pinelliae, Rhizoma Pinellia Ternatae) belongs to the famly of Araceae. The
tuber (after the cork |ayer has been refoved) of pinellia has nedicinal
effects. The plant grows in Sichuan, Hubei, Henan, Quizhou, and Anhui

provi nces of China. The normal harvest season of pinellia is between July
and Septenber. Pinellia can be found in Tai chung Shien of Taiwan. To be
effectively used in the herbal conposition, the herb can be prepared by
aqueous extract by water or other organic solvents or in a formof ground
powder. The preferred dosage preparation for the herb is either aqueous
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15 licorice. Raw licorice can be found in inner Mngolia, Gansu, Xinjiang,
and northeastern China. The best harvest seasons for raw licorice are
ei t her iwOspr#tTig+or autum. In Taiwan, raw |icorice can BRCH/DBNIAS]IH

Tai chung Shien. Licorice root has anti-inflammatory properties and can be
used al one -Ble@sinhpRnoSaes dfidANDdYRrninhglatiou
Sentient Ti %ﬁ%ﬁ%a@??gpﬁmPgﬁongl andﬁ%gm%ﬁni ty Trdglr?sf rmation

(1998) chdltefige followleid dyrtiaatmen of 6 ¢AsFadesoetionrownst uiheresprassignt HgteBhichi ti s.

See T. David, Mracl i cines .of the Rai o A \S tionary
Vor k WHeR detghipined Eﬁé‘efA%g @%‘ﬁ%ﬁf%‘“‘("l‘gﬁf ,pgwe?%g?fé‘é“%%g’r“%fyg@é ?\L/‘lél"l y used
i Nt hephgkbalSraR WAaSh- it catiddand SERL. CANcDeneHowyerdGroap: @Grenact by

. water or other organic solvents or in a_form of ground. powder. The

pr ef er Bt Bogay ®eooetirar GrauphCt OphicpeganePeracor Grpigy Diddeness-dsiiiect by

t d powder. 25 L et L : Tri : ;
o o S YA R PER PR FAR e P RepberE

tri dax pg:Res, @w.th&dwak@¢<dml,e plant. Lantern tridax can be found in

Nant ou Shien, Taichung Shien, and Yunlin Shien, rhc)i{ he cé‘% %f Tai chung of
Tai wan. Lant@gnret&ﬂd)a%lm&ﬁSaqugblglg%]éﬁdﬁéﬁﬁbchaHe@?gt ailﬁ'éﬁ‘?l PO wan et al .,
| ndi an Jour nal . of .Physi ol Fhinddidudtiedd LaleSc! 0se t hat
t he jui(g)é"'é@(??]éflcgpé S%’?eéﬁ”’lu%%m%@ﬁ“ gggg%‘?%?%ﬁrnl%rildgx has effects

r egenblshhs GRCERERE HRsishogon Westhtbnt Obditeadhionrs thmelfept afithig-shon tregment.

significantly counteracts the effects of deéarretﬁas ne{ gn tfznslle strength
and epilianeBishaws e eftaghobpingllia tregyment Mg 430 ‘F%‘S%C RARBICBYS etin (

| 977), 8., S26, . 4770 1o RL3R Whirs ehasaed Bat | eaves of
| ant er ATEHFT XL%%’ aése ng?%cg?o %g%mﬁflgﬁle?ﬁg%l%mmti on, rel eagi ng synpt ons
of fevepLISANVAluES 49 Mdnas B8 EM watldbar ndjbatinfdhdSEM.f ecti vel y used in the

her bal conposition, lantern trid can be prepar aqueous extraction by
wat er or ot HEBWEERME I%’GF\?%IH{I‘sIgg)rieYeis ﬁi?qf&_ﬁﬂfeglﬁe‘g%%apﬁgMer. The
pr gfser r(?ﬂzrl??%??E%cgfl%rﬁg%r?g%sgpnﬁsqﬂe}é?:ﬂ Qh teste@WifhahdigidudnEerpoyaiey or

aquéous’ ex , and preferably"” 50% al cohol for extraction.
Tai wan gaenssudos cohipokiiondenoSTArabiis). betohgrowsthe gEestaroplogpgon

Conposi t ae. Tai t X i d. Th

ol o) HEURFQdHBE gINTHT R P LR CrEaT SR P RO e el B oF TG e

used frRONX uRfmidh AL it IR nd Bifedk B bes liohiaatantmarasans Sahews thesummer or
um

early . lTalwan adenostema can be found not only in Taiwan but also in
Yunnan, effacanfiSTA-uirgdtmant. Jiaaa @is theahercbn ERtEIEL pFov/fereBdsgnexal WEe Tai wan

adenost ema cont aj 1- hydr oxyl.at e I b, T fectively used
i n 4he W@?%éq&y%f%%t Vales ‘r?év[ﬁaé}’sgc éé]gﬁﬁf‘g@l‘ %?@%gl{ré%tgl %Ot #@?Eﬁ\g.r m of ground
powder. The piaferd abvilanaeeppisenpsfalidgerfedn ntibesendoytes afeoumticpgedder . 15
Heart| eaf houttuynia or Houttuynia Herb

_ é (Haut t yyni ae cum i ut tuyni ae
Cor dat aBpr p § (Paenetephagsidds gierghyssingss allgigepd ﬁ‘i“g%ﬁ%?‘gﬁ’t‘tg lﬁ‘ﬁgﬁﬂgﬁbew Pt

bel ongs ,to.the fam | f ra ¥ I dTTR-OFepdSvdshr oughout
t he Yan&ef&awvgpw%¥?%?o§ﬁ§ﬁ?bel'jt o ﬁ?i.ﬁ?'é;]%ﬁgée%warves season i s
during H&ermhinedBy RTUPSRASORrdeNrahadriptase ApEymEmseidiy reagtiommLapg tbays

Heartl| eaf houttuynia can be found in7 'Il'ai cth Shi gq of Tai\/\e/% 'e%OLQ 20

ef f 2%t i thel effegtefpnhionogen Hepimant. chansAsoMGHRe phieet f r%‘_’gc'gﬁn% E’?é aréd in a
form of v Uuad eﬁt‘é&dﬁ ine-[llti]f?trgzﬁﬁlfeﬁtr. regle 405896 tR FRAL 8t da@idoRice tlagtnteatb i s
ground povvcfer. I ger?era , the conpositions are prepared as follows: A

Pr epar al janhs ehoveT ke 2 TfeSTo¥-SFA-SBA3BNBTALE 6 SThe BBcchigeananias: (1) The

ts of pinellia, licori Aner j can. gi ihe plant

2501 | ant er Kt dbconp Beioeny APT a8 g 13 MorAd (AERE G, P,

si eve (ag&éo% abir¥ct4Q 9%%%1&@5%:11)(3} Quib@bkeRcTiavatr, Pei@d ngueduR px Tt in 5¢ft of
g

., ophi opogdn was cut into sna pi eces and i mrersed in vvatfer in.a degl??ti ng
conBai neicohbkpe thdlevelatdgGuaind el wyelugs aregpeans HO M dbEigursipdicalss fpa

ophi opogon. . The.subner ge hi Qpogo heat b bout

. sixty (6@)16%@nrﬁ19ﬁ?flg§xﬁwq%(gg¥ é&%raogﬁggﬂgﬁu%gﬁﬁ p%g%%geé%?f r étg'?g setgﬁﬁ? iﬁon.
Then, thﬁc&%hgp%@@ﬁu Rtdadiak 166) tith watenastgeassed through a sieve

(approxi matel y 100 nesh). The filtrate was coll ected. The ophi opogon
filtrate was then condensed at a tenperature of 50 to 60C under vacuum 14
V1' O 02/ 077U- 4 PCT/ USULl/ ~sl 3l 8




condition with pressure between 400 and 6SO nun-Hg to obtain a liquid
condensate with a desirable concentration. It was preferred that the liquid
condensawe ozag7@mbout 1/ 14 of the ophiopogon filtrate. {3)patiesdir4gqecd
condensat e of ophi opogon was m xed with the herbal powders of 5 the rest of
the herbs. Tﬁguﬂé‘ﬁtdﬁhﬁ)a};\%%hé BgsLtd SERSEAT ik Othe Fermi be(1Yipsedeg(Bnul at or and
placed in a spraying tube nmade of filtered fabric. The granul ator was set
at 90 taquadiBGxtrAbttie95pr abelmli (3)aqusouspdact i water, 3nd (ragieaus exfactii Vr e was

sprayed_at abouf 40 o onds, per i ERE & Al of
tines aﬂln‘ij)hloﬁémst ?WFtﬁéEb@%gﬂﬁafp‘P(iﬂ%?éj a?‘ﬁeé%%ﬁ'%gﬁ sgfgic%%%e In ev{gsery 10
Secondssi%}fl\héﬁ{t dFaBHeatdR Reonttdle REEARUhEBateRk2 50Y) @tarandxirivenf bagied of f. 10
. The grantul'es were passed through sieves and packaged in PE bags. The

pr efser rieidaxvatae masoeffetive oh inhibitige 32 pedingeeasingd&Gt han 6% The granul es can
be further epcapsuylated in f. t C icqna Uil | LNng, but
not 11 mi ¢ ed TR gerarare sy eh o tRLERESTAR 6 FPRELL SR ol K

modi f i edla&pa'drbup) SRdzOUnMbR YA sertilofiferdaie ® ATEB/chniepal andicresdigttifiearS TA- 4

Her bal ‘Conposition: %5 The STA-4 herbal conposition was rgcg) by the

f ol | owi differrmch (ri< 0105) Potweaer 1A apd copiiol. Vpjuesgee @ﬁ%qsﬁésgﬁﬁﬁ’e S?%nt ern

tridax was cut. int || pie 1 )o Of 50%
al cohol arf’W‘}C})otfis.ng"? 6 @fwg/g@%@?ﬁs\ﬁgé&égﬁgguﬁh%g‘ﬁ A%ﬁ”xe%%(wlgggugt 1 ti rr(lja
(byjgrei gidhie)@f strires ¢ $TARIESTA A= 2ant efle fesiltiahowAbat(is fermse hgk.b,

it 65slhigh boHoEES S Gmddiicid SRV ATBBGR AEEely SHAr-Ars S b (4
m nut esalthihi E a ) dax. (4)
After the trac ol 1 iRkeak@ @ tridax
was fi1 DEPEARE T Ronte) 5%“?%‘38?%‘%??&? gﬁﬁgggﬁséﬁﬁ e Erat e vias
col | ect glwelbE afthdighdt Speas thitedT A6 densegreltyr mcrtasompgbdsed thasrdemdat i on
met hod at_ a tenperature of 50 to GC% 25 %gr%};}?rably at 55C) under vacuum
condi t i eeitheainczease &y signifiganihy diffarent ToMABAENROL preferably, the solid

congent of t 5t APy oF (R ¥t IMA -8 anld ST A-awnTaingr i al . The
ﬁgz ??%1{&9'?9?&&@&5%5@& el sy (tthtge/concdtensat e exaéll udi n; gO%ngl cohol. In

solid conten the con
t he cas@uaétidnanivaluestard maans % SBMs dBath STdndeand ST Athshavesi #te i s about

the sane as the condensate (because .ve litt] is in the

condens&?@quve@@n‘(‘@;lu% %Wﬁ%gémﬂ?&é{mg Sruﬁgrg%{;lr%g Hgitg%héé@{c‘ﬁ%? ent) was

added t < @0Py. ABiBerpihe MRhARINt PASTA-36LInd STAL, BiR{cliph 1770

PCT/ USO ?&pgﬁegﬁ{;?g‘;\@%g hergjz’il paste \i/as drined by spray-drwgﬁrﬁéhod to
Mgt

f or m t heppeus dranSTAr4lhad lortten effees tapr EFAB4pihg difilsgncet@dy eip f the raw

terial), II. F i nel || i j - Th
Lubeh' oS TA-arsnverlenaof yat Syl Fighiss R R A aic R dndliattunibatsr The
separ at %h%fnﬁyhsédm%a oup PITRE @8sagé Amobar ofesId-36 €20 megAlibgimoRee) Wasswicehy

vol une) wat er was added to and m xed with about 1 tine (by weight) of
t he smaldf the desege ahovid 19 niy/20 goeusheH ST A-dspecti vel y. (3) Each herb, which

was subnergeqgin vater, v -4 L0, 1 O, ARQHK A RitBeho¥E BOLLS,
resulting in ey i%&ip\ﬁay%zppgg%c?%%?é o?xp%ﬁ’]i %%’ogon’, pinellia, raw
| i cori ceoneastiodEdiugafogirearpgsthes eafidieg Ketotifen, Prednisolone, and
25  Aminophline. Values are means = SEM. * indicates significant difference from control.
The results of this study indicate that STA-4 significantly lowered the level of IgE, but

significantly increased the level of gGaa, Il-4 and IFN- .

DETAILED DESCRIPTION OF THE INVENTION.

30 Antigen or allergen-mediated asthma is a respiratory disease primarily due to chronic

inflammatory reaction. The inflammatory reaction is mediated by the release of

inflammatory factors from the cells such as platelet activation factor, histamine,

9



(4) After the respective extract was cool ed down, each extract was

separately filtered through a sieve (approximtely 100 nesh). Each of the

filtrat ewoar/eohkected, and then condensed by a deconpressEUsanRdstsat i on

met hod at a tenperature of SOto 60C 15 (preferably at 55C) under vacuum

Cond' tio rfogt%glgﬁg’mt dzl)eu% QRriPt g n&dtarg%&n%ﬁ@%ﬂﬁa@éseanhgém@e&boﬁe ihlTe herb.
er

is pr e SO|I cont the condensate of pinelliais
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r
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raw 11 co

i s the condensate excluding the

wat ers ( Bim#atcad®geat o pmdum exvkssdbrf vatieh mhurmiadesesitlyt piedyctigisinddded t o
ranul ated by spray-drying nethod to produce

each of

* i ndi vi dué§ere

granul es fromya
granul es.

accor danég, S\TAﬁBt ﬂ'EAp34)(S§‘QPuB%§'Fﬁ -36) and STAA) . Al

t he

t he conde sat e of

and Amer P W@F%&éﬁg&’ﬁggog

Si gnijfhi CHRIduBHBIAA &Y

deprived of water.

raw nat ercpatentstolf ﬁledmlwé phameacopitcahepsposyions grq showri B aBlsdut 2

oSt b

gk%&ﬁ} i

Qphi opogon.

on_an

Hare

‘?‘i’}'&‘?sw dual

The t

abit

Se. 0
sl

gr anul

uber of o

es,

iBok {

alne

together with the

B{'ér@i%ﬁ proVed B sgéenrﬂﬁéﬁﬂaédﬂﬁ@il Rempbsitibay: STA-ZBABTA-
%a,égo pogon was condensed in
h@ﬁwp@ﬁm?@rr&sé%s bet ween

e i
wﬂ‘%[aﬁﬂﬂ o thetshathess bf mtertenane@aﬂ/am@nesmehabau nost

rICG

112/ 0~7711~ PCT/ USU1L4S13G For. 9 g of ophi opogon

2.25 g was

solid content ophlopogon was
mixed with thd Pge’tg %5 bghga’h@\’@ ;Sg”r’g%ﬁlf )’e‘%sr%?%’e’&g?g?n %’ﬁ%’?js of the herbs
in the fawgabar i dl SHeflA 30, Hurbl #5TA- 4Heubet3S | | Hesh #4t g¢d Hnrli#fe flol | owi ng
Tabl e 33 @smposROATA(pk&PPImY alghep fam) Capieprormn d(piép Gintn) of (pBaPFoBB) dnd STA- 4
OQphi opodor iGRIALT1ET T oftabiopo®! | CRiRdlRd er|rRawdliakitial iTahg-Sher dedidemetegarii daxT~1" e
i gl rt(Dgsage) (O al|of (aq. ext.) (powder) (powder) (powder) (powder)

STA- Dos3 IAIDA- bhibp Do oEIgg i) 3 d2xgNttogitd al1ahA-SBab. |43gtamin3g20. 4( 2. 25
SC* +(hgrbal (herb hg' &l (herghadder)eripap@sdeth g (powder) (powder)

wat er) pd 0 ROV $) POWEIRS SPoMEerisondd 4bund@henl . |50 DidaR3 0. 96

gl. 25 g10. 20 gcond t &gy anule e@nul epowadn)l esgiotiel)es( 9(podded 2. 25 g

SC* (1. 20 g(&F 8% I Podrofletn 43 Bidtila 3- |[[Raw O&¥ace SGinse” |+3dEnostema

+gr anul gswat ery 30 Qli _)g( §ovgper 02 (powder) (powder) (powder)

gandl1Cor nugﬂ»] LS bﬂfﬁgﬁ ggg StaLEN StUaR&MisRE ChIGhRAEN) [dHwangrnsat e +0. 46
g of CornSt a \J;) SC galth pEwdh (Whipekdéry 1 hepdide®d [copsbmuasat e

[ condensatesexgdudi o, wel BT 0fp§19ﬁ1¥e Kdw Lit&icd a0 @indAg (N€ Tr@w maferial "
l'ine shorws he vvel 0 ano Kt_ciac (Bg\g,&r)bef O(Iﬁwaérpcess@ SMlter)10| ThywdS)A- B6" and

" STA- 4" ungT showGii, E%E thg Lhnal Rg;m infng{ N€ NEAlS Wap; and
(2) what Ahal % ﬁ thg(&ps gy ckiOX [ErsampliGol N STA- 36,
except for oph| opogo |3h was in th or m of condensatp, egdtrg&jll , raw

| i cori cel—Arertecan ||a an T m of

her bal po‘i’lﬁjé?‘fs 2APEPS eé‘)fgté’(pbt ‘é?r oBh 8(%080?19 oér%hallhg SI%Q'\r/vel ght

than its PﬁWI:B@tRQwLal:oncEJﬂRadleGb»ajmmmmm-smrmazxr@dvlzap&ztlt Héingeeg 5s 15 in

STA-36 mai nt ai ned the s

20

RadixPanacis

umque

Houttuyniae; Tridax = Herba Tridacis procumbentis.

olil; /xgaeng]sméma'a‘%ert bQ?JdléirosﬁeirzlrznP}, ?—fo‘uﬁuﬁna ‘1?[3; -ba

Among the seven compositions, STA-36 is preferred and STA-4 is the most

preferred composition. STA-36 and STA-4 are particularly effective in treating

immunological disorders including suppression of IgE production.

Each of the pharmaceutical compositions contains five herbs, three out of which are

essential herbs. The essential herbs are ophiopogon (also known as black leek), pinellia, and

raw licorice. The fourth herb can be either tang-shen or American ginseng. The fifth herb is

10
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(3) The liquid condensate of ophi opogon was m xed wth the herbal powders
of the rest of the herbs. The m xture was then transferred to the fluidized
granul atwoO @rd74aced 15 in a spraying tube made of filt eEIUSEBFI36. The
granul ator was set at 90 to 110C. After preheating for about five (5)

m nut es, the mXxturg was sprayed at about 40|to 55 secondsnyesmetdapc f pr an
approprili ate anount qaf tines and [t he spraying|tube was patitadthyde, eapfic euency
of once in every 10 [seconds. Aftler granul atipn, the granylaesl, ewdagindsri ed and
t hen cool ed of f. The granul es were passed thfough sieves |aaiyasidaged|i n PE
bags. The preferred water 20 content of the granul es was | ekt ftdoridsdq The
granul es can be furtlher encapsuljated in any ¢f the conventis@pakittgpsul es,

. including, but not Iimted to, natural gelatin, pectin, cjasgiooirincol | agen,
protein, nodified stiarch, and po| yvinyl pyrrolidone. EXAMRiyger#h 25 Qualjity
Cont r ol s—of—tthe—Pharmaceuti cal” Composi t1ons Using H gh Performance Liquid

+ Chr omat ogr aphy (HPLC) The present invention used HPLC techni ques to ensure
the quality obphftpopet (udiadpivepbganigdelongnto tbe family ebLilipraeneihsduerver e

of cach Pt of SHEIPREGE PRES BB HE Srns HRUE oune SesPRIreRBloBEARt o2, g

1 of the HP al gl F GoHR6R26h dRGuLd be RrasldhdeanRB-gebrid of
endcappeH{_e‘( u%ﬁg}nwga%%%%@%}néml\%fgk% alf?gga Cosnosi Ia 5C18- M5 col um (5

g?;]w :\flg a lll?%)vattétﬁg glﬁe%l?)ﬁﬁﬂetkﬁwhidh @ab @anomldon@ying\md@_le@. tg Emgﬁwe for later use.

~ ~ .af rqom tenperature, -t m
was a gr Sphigposen Hbsr ﬁit‘t‘\@e‘% ﬁﬁgea@g’? olf(&fﬁ by qlgﬁ/g %béfgl(@c%gﬁﬁﬁ o 52}8%1%9%# 1
m, viw ; iarB6 dfiOhik S aqibeusaixttiétont ophiwgbgent wags
descri be &?hnés%tg?gﬁ%&gllﬁughﬂh%\%rate wasll._o me}qm' n. he digggal ga’&
] et s St e e 0
ni nut es. able 4. i . Phase -
it ) sphaegier e ofsy 6haos PRaioys T nfle, Wi RHednid MR 10 ngi 566 Post
Run: 145 1 ihod fib&ipvetiRhded An teyimitml bnboxitidh, dubth@plPpegon
anal )}él s%é%&aa%ﬂr\%%g?uﬁﬁlbeﬁi chrc?spher RP-618 endcag eél 10 g5 u ﬁ'gtl D X
églgmwswmin b} ip{)ﬁp;tb;lgbomm qxtraes BB ASr RPthFHPTEFIG ﬁ&vfa&%ﬁﬁ %Pfltﬂggé'ﬁ 4ha

-MB, 4. nmn)_a Tk : of the colum was a
gr adi ent B9 ?SéﬁﬁPWQa’(aR?“?@Wrmgﬁe*%g%ﬁéﬁ%%g + 0.01% H3P04 (KH2PO4 :
gt e e i)l

, an . The el ution.gradien s described.in ow
rate was TheOnadicingd #fCCtFWéTi@'_%f@Pé’t‘Pitgﬁr%évﬁ%éTeﬁ %5 © fgberncﬁ]ﬁg#g%ﬁitgggﬁ ld
rc;;gﬁg:']? ”%}duﬁ&aﬁégd L@%{?ﬁé&ﬂfﬁzﬁv%&a@@n PAriaticeshen 1o Mitdmn Malfiel RarPbsasd the
() (A G 60 it vl a0 don 008800 DRSS AU SUOEG Podky AR £ Hi .

0 0 e _Anal ysi. 0 : i ed a

pr ecol urmbeLfoélﬁﬂ&HH@P“ﬁhle?Sa“gﬁ%é‘z’HB%&?{eteg@%dradwan‘) Eosgefgfle %ﬁ] %églé?,ﬁind a

go C?’ /”B% iO|1/ E%%‘(S'}{E@%g&lk@}hg _ﬁ%%{%n)l}g%%g%ﬁ}edt e aifheowlex trafid yOwar di7otier organic

mr) "at 35C. The nobil e phase O{ﬁ he
col urm wasoldergs adbcenter dont giimdingrawaherbp Ghe grgfEned @%@s@prﬁpa@“g@ &Qét,‘e ré\/)’S,
(B) CH3CN,. (C) H20, and (D H . Ihe el L&Ak Was described in
Tabl e2%. Wr@ﬂ‘&ﬁ“?ﬂtéa%&gz"i%‘g’%%nrﬁ)rﬁs} %}ﬁg,tr 82%&0%% ?%hQ\E\i/gr\/el ength was 203 nm
The total retenihQRah 'E{meﬁg q_{tdzi@c PaRlciksDsingegola) betongs toshe BintibbdicA@liaoaspi | e

Phase Gradient of Method 3 Tine ' . _ _ e found in
(mi n) (A) ( Bp¢ @eddjnatieffeeis 80A000SaE BIHSENPHS i HS 500 BN gnseng can be

northern United States and Canada. It has also been widely cultivated in France and

northern China. The best harvest season for American ginseng is in autumn. To be
25  effectively used in the herbal composition, the herb can be prepared by aqueous extract by

water or other organic solvents or in a form of ground powder. The preferred dosage
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Post run: 15 mn. The HPLC anal ysis of the herbs used in the conpositions,
whi ch includes the nethod, najor nmarker(s), and detection wavel ength of
each herWo ®@d7®4mmari zed in Table 7. The HPLC chronat ogrRGBUSASHE STA- 36
herbs are shown in Figures 1-5. 10 Table 7. HPLC Analysis of Herbs Used in
STA- 3G Hgfelﬂﬁllatl%‘ PR ferba kivhdr @ahedve eheabvitregisg:Racaon by walkr we ground

(m n)Wavel engt h (nm Ophi opogonMet hod

161 15- 11@0‘5er46115 213 02l 4Pi nel I i aMet hod

2Adeni nel 4. 82 nel7. 0250
1@ ycyrrhi zi n% Gil '%élﬁgmé E@%ﬁ'%ﬁ(& %?lgjg%"é\%gjr\\%és}l tcl)?lgllleSf?mé 03Lant ern
Tridax 'Vem%aé Fi‘héaﬁ)ef)@&me&%ﬂc ﬁ&EﬂFa\ébE&Srdiﬂﬁ@EyeﬂpmﬂhﬁmmBélﬁ:mabeﬁQMC
. analysis, 0.5 g of the herbal | e was Hlxed h. 20 %ﬁ% .
cont a ni Ae POWE growsen eI, H‘Néﬁl’s peGuighot ’IaBF]I B’iﬁ’ﬁl%’ﬁ?% 3¢ Ig mn at

room t enper at (. PlneAifGahWe f@bhdinn Wit h
~the rot at"logﬂallsbﬁéve?%g fﬁﬂ?élg%%ﬂe%@eﬁxllﬂg' sanpi e sol ut |n§n Was1 tehen left to
sit for FaWungShithdftTaiwdd. 06 weffambehysxsecbmghehcqbat eomeposition, (hemyb ¢ﬂn of
t he supernatant was then pipetted out and g{gssed t

h
2/ 0-1770b4 m@éma%&mwa&tsbmﬁa‘ier P iper oFganip F?]tv?%t?«lép%%fof%l °cf>ﬂr?“61r HPLC
anal ysi s. P’Kt&( %r%}en"éd (f?)gag(g‘n;? (ﬁdrét{orn%fath‘é@r%rﬁ RleqRer RuebiBldtrad@Wwater or

Resul ts: p?We Aromat ogr ophi opogon is shown in Figure 1. As shown
in Tabl e grouhd porideed 1 of the HPLC analysis was used to detect oph| opogon

t 214 | th T d k 115- 6
Tdent f{‘é“d“‘ixemié e o hprohiet Uhden ) biongs bR Tl & Feglifiae 1
of 11.5 9%%1%&019&%&1 gﬁ,@aeam witHwRt (jfeeﬂ%&) ﬂﬂe?)en&éﬁrhwgiw tibericetiant cal

corrponents i e two pe wer’e not ég i denti they 10 coul d_be
used for mbdicipalr¢ffees. Ravelisoriderngntains U@PU $ that 3 %ok 8lEpEHBHS 29 CrblerO16),

chromat ogram of pinellia i.g .shown i ure w UST NG
met hod 2 @iculaied et bgﬁlgp@pggm\%@e@g[] anlfeluse a?a%c%%n%;gglje engt h,

pi nel{s a 1*1‘&81 S NRWR 1HaRcE LSt b ohhd & ﬁlh@me)agolmaaaﬁmﬁ Xihjisng, antienitcestamd
guan05| ne are constituents of nucleic acids, Adenine also_h ef fect

of el evat Clmgasé‘helrheatl tmv@sseeasmefmw hepgicy aneeithst BYROGS of @H%“T{% Ip A agvap, .

Guanosi ne had a rete ontl n r@qqiéx
A ycyr r hi PReG¥ICE R |1@§§@R§ngliglg}§h%§ﬁn-§ﬁ?%ﬁ$k§?§m}p usi n %ﬁ%d 1 of
tﬂe HF’L|C ﬁﬂlaél?}ﬁ:’eﬁlslé&al@ﬁé ﬁpﬁelﬁaaease @]{/mﬁmgfsmfaaﬁmk Sgsﬂﬁ Wmmgsmgtﬂw i
cheni cal narker gycyrr|2|n was_found in the Radix r

s Sltpptivisfor Berspoang onspuniy Rrapalopmasen S¥L 6 léht%aﬁf?ﬂﬁe

chr omat ogl'amg

gzgmh% o haye, 20, deL ol éogﬁl%g&goéqbroﬁgﬁltlﬁ' @éé?mﬁ%%na@lggﬁaﬁ'@ﬁwdﬁh§ effects,

HER %fgé‘lfouSG Son i Tease ¢ retention [ime for

gl ycyrrhi Rhiihfd)rést‘lﬁ Bodibi's Ré%@ttdﬂh WorloWh shiants i FREMPp:- §6-

shown in ure 4. As shown ‘
79. gTo be effectively used i 1n the herbal composition, the herb can be prepared by aqueous

extract by water or other organic solvents or in a form of ground powder. The preferred
dosage preparation for the herb is either aqueous extract by water or ground powder.

25 Lantern tridax (Herba Tridacis procumbentis) belongs to the family of Compositae.
The medicinal effects of lantern tridax come from the dried whole plant. Lantern tridax can
be found in Nantou Shien, Taichung Shien, and Yunlin Shien, and the city of Taichung of
Taiwan. Lantern tridax has also been found in South America. Diwan et al., Indian Journal

of Physiology & Pharmacology (1983), 27: 32-36, disclose that the juice extracted from the

30  leaves of lantern tridax has effects resembling dexamethasone on wound contraction and
granulation, but significantly counteracts the effects of dexamethasone on tensile strength

and epithelization. Gan et al., China Medical College Annual Bulletin (1977), 8: 526,
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Table 7, using nethod 3 to detect Anmerican ginseng at 203 nm wavel ength, a
chem cal marker "ginsenoside Rbl" was found in the American gi nseng HPLC
chr omat oyoani042%4 G nsenosi de Rbl has nedi ci nal effects orP@i/USti4Aaebl ood
vessel, relieving fatigue, and avoi di ng haenolysis. The HPLC chronat ogram

of lantegp E@%Wléa@e%ﬂ%efnﬁrﬁﬁﬂi&ﬁ@cﬁl foARirhikhédd @@lainmalioh) ieleasingsi ng
method 1 of the HPLC anal ysis to detect lantern tridax at 250 nm
wavel engsimpfomsof(féyercirst qumogippeuperik gnd pugh.- t o FY-4, were identified. FY-1

had a retenti ti f 28.0,3 I o { i . 6
mn. FY-3 hadolg’ t}eee[r%qﬁy%lx uF?%QthggaLsc]ompﬁ)s ﬁ@ﬁ’ 1-%ﬂtreﬁ{a§w§k rggl% Eééﬁ I B%fe? i of
18. 3 i NuqAfisleRuridiRnEINGALEE ithappemieateenss ortihaferh ofigrquedpswden €rhe22

- WD (12/0. %770-t PCT/ USOL/ ~SI 3l though the chem_cal contents associated with

t hese5f opreforakdosage preparation fetthg berbiigeither grovgd POWEST FANUEOWEXEREDY or t he

purpose of identifyi.n ngd.g (i ng. t lity of lantern tridax. EXAMPLE
3 5 Thi n-a[%bgfa&?%ﬁ%@r%@afw&?%%ﬁ?%@éri zation of Raw Licorice
Ophi opogon.  Pimglhi adendbdmladHeam denbstammniatis etabdortgs oo titedfatilly 6f Connositde. t he
herbs used in the STA-36 conpositions, includi nlg%r w |icori t:e gahfioopogon,
pi nel | i a,Taawen hdanostemarsnal BAETOWa Hea SVALeT-AT 4B MeHARd 4T g medica %@?ﬁ? q

chromat ogg aphy (TLC) et e t 4 1a$Re Of
silica g al@#ﬁ%%lg%%icgg%ﬁ%m ouerrllgl’ﬁ))ﬁ?ﬁgﬁ% If%ép fe{tése gﬁllglﬁ}%gxefgmnobi?e

phas g o( Orpedi s At sdakei)ars &l suamher, ordagig aviung. aowan adenostemacte be foundgobf t he
herbs. The first solvent contained ethyl acetate, 4 N ni a wat.er nd

et hanol ionlyin/Biwaa bpbalseiny vanan, %u@f}%z}a(@l}%l}% f‘{a‘?ﬂf‘_safﬁa‘?@“"é‘& Rt
par ti cul qepy, UgakHl oM fRAG! PI-badiBGy R KkhGaTd #81. TEE: sreandlysatyent

cont ai ne moni a wat er, ~ and et.hanol in a volune ratio of 5 :
2 1 1 (Vv/inkN herbhli congeeiiod, the hexbnian\bepreparad inal farh pf geandipowder. The
characterizing ophi opogon and. Aneri

ri gan gi nseng., The third sol vent contai ned
chl oroforﬁfﬁf@éiﬁgi‘agﬁﬂﬂeﬂ?éi‘t%?{{‘gthe '\5&9 prog'tdleﬁ of 5: 1 (v/v). This

third ol vent pagy ' b oY HeG®hyHia fiefb @hakaghies bah RadieHAuyhiak dax.
For glasih TLC det erlrgngf;l%;uﬁg , 5 ul ofwéa(l) sanpl e nglis1 added at the start,ixr/%
ich

poi nt of CheaBelisphateerestfiabpat of Boneagnis cordaia ThunbergC It belapestohe fmil

t he nobi |l e phase sao] vent s applied. .The i te up
LoCo om  Sburment  deaneqtibuyRRRypRus HHGERGk oY atla: Arorifey boy Mt
(A) Raw Lbﬁf?llral! 9§ c BRW Hal Rl deaon18 Juidnaihy ZRAVeblig Bbdson 9 ge sunshad foeadyy phase
of silica gel 60 F254 25 attaching to a TLC plate, and_a mgl e ph%%;e

sol vent cantminnithghenhileartleaf kouguynia Rprapdrfonnd A pishung Hpgn Abf atwag.

Ivly). t h i cat,i f th t . d int
the TG cRtdivebfea RO tsieten dumbod i, ARTRNE parl WprfirelePh forffst oiked 1 nt o
l'i quid maf,gwaéi{ e prfesed dbdige ?wﬁsﬁﬂaﬁoﬂlﬁcﬁlthehérbmmgmuh dpowdtre sol vent was

allowed to mgrate up to 9 cmfromthe Sgg@%? pplication point. Then, the
TLC pl ate was fmRarerduthe spPmpRUNLOTES are PrEPRALY OIE’HB;' air-dried. The dried TLC

plate was spr ayed Wil i STAL3YI A B 3AGPAIIC ST AISTA Y ANnMISTALBBSO4.  The
plate was Y hen a oF twWo m nuets. A yell ow
spot whi ch repesentite roatwof pmelliacevelipeae eud dmericen gingere, and g entiygrplant
T e L B L P iU AR e
[1.e, 9 GFhlneshPb FrRNlRHREAN powders.
(2) The root of ophiopogon was cut into small pieces and immersed in water ina
decocting container where the water volume was at least 10 cm above the top of
ophiopogon. The submerged ophiopogon was heated at 97 to 103°C for about sixty (60)
30  minutes twice to produce an ophiopogon extract solution. Then, the ophiopogon extract
solution was passed through a sieve (approximately 100 mesh). The filtrate was collected.

The ophiopogon filtrate was then condensed at a temperature of 50 to 60°C under vacuum
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Ophi opogon was anal yzed by TLC using a stationary phase of Silica gel 60
F254 5 attaching to a TLC plate and a nobil e phase sol vent containi ng

but anol : wéN2agToRi a water ethanol = 5:2:1 {v/v/v). After RCEUSIPEFIati on of
the sanple, the TLC plate was placed into the TLC chanber whi ch contai ned
the mobi | %]dRIZ)%S\%tﬁ Bie\o‘ﬁﬂé bgwegn 1HE attPERT mibi- Hr‘é'tg oBRiiKa Nhidiconésae dvitthe

sanpl e app|cat|on pol nt e solvent was a to migrate up tg 9 cm
fromt hed@&mﬂbeomtmﬁm i brwap(pmferredﬂhehtheﬂlﬁéld'ﬂ_ogdmsa’éee‘ﬂ’%ﬁa@w&wgﬁ opthe of the
TLC chanber. and 10 air dried. The dried TLC plate was sprayed with a

spr ayi ngoRtaeRpERn BWEai ni ng vani |l 1in/ H2S04. The plate was then activated

under heat at &% 0559!1 ﬁmoﬁé’e)nsﬁ%rw@mopdgd@rwwmmmmhe ﬂnerbabpmcmls of]
are

. ophi opogon ap on the plate at approxi mately RO. 4. Qmarl& g}é
G nseng therest of thedientsse ikhenasxtiun atag ke trﬁlefPE@d@%Fh&gﬂlad@P%gTaéH fo5 apdh Riagedf

cont i nt gt BaRERG DS ARR I EEES TropRiflafr 30 55 9P )0 oRaaR T
appl i cat h&lﬁnﬁff%} ffoub ﬁwtﬁ,m&ﬁ@s ThEnikRfewibprofedesdbout 4o tb 56 sa'doﬁds:panber

whi ch contal the nobiI'e phase solvent with the upper Efi;\gfdif? mark not to
exceed t limedangl sppappridte amoonf qf sines and e sPEAXRg fubgEs pajl AP St e up

to 9 cmfromthe s | e applicati i ken
out of tRBCHH SYERY @ﬂ%ﬁﬁ% A#?Je arn%gartil%etj{%'%ﬁﬁ?gl %Qgﬁ%&gl gt@h%&g@g Birc%yed
withig s gﬁé#ﬁﬁﬂlés%@iiﬁssé@ﬂﬁé\lgm di€vey and padkiagddinPE bagse Tpmlequdemedswawen
activate der heat at 10SC for two (2) m nuets.

repr esent:entemﬁrth@glrangleﬁ%ﬁéesaﬁwéér/ed B"ngliaﬁ%lew%&‘ée %\&L"’agﬁ}%%@%?i W 0 3.

D) Lant Trid 25 | t
phase. of o6y giongl BRME. T ARE by o RGeS faithl FU S oS o

sol vent anig’annfgﬂa%lﬁhh@dlﬁé@ﬁmch ﬁf&i;hﬁmhyl—pﬁrohd(mé v). After the application
of the sanple p| at e was pl aced |nto the TLC chanber which

cont ai ned.t he Brepsrationyidhe STAr4, Hgibal, HEOhper 1iquid mark not to exceed
the sanple ap EQ}G 1§9/l¢1§’ Hasyahd RWitEmetedat e up to 9 cm
fromi?he sanpﬁgleﬁllé%gﬁp%}t??gﬁ o(l)n ?B%Ea Ke TLC pl agtjré was taken out of
the TLC chanbar andrailansdri &diaxThe dri ed TLC pl ate was placed under a LTV

detector and detected at, 366 n vvave th, 24 77(1-4
PCT/USfI1/-t5131 A B@ﬂ@%?la t?@&i”‘%f)‘bttmwn&#zrlgp%esent ed lantern

tridax appear ﬁ(g? on Aﬁ&t@oﬁéﬂﬁ%y %8 bBO%| alcdRB1 Bi/vIEKAYBKiTactarkty #eciddledf

Five Traditio Chi nese i on Fornul ati ons on Al |l ergen-Induced
| gG | gE, toand nikedtwith abbutel ffme(lafwel@h@ obthef smedl pieeasioflawem ¥ ese her bal

d t f | at G
(1 9320 i mmunogbebul TH beipy GERbaynah derarechiny h8 Tl A TR PRI |
(IL-4} g WRAS. ITHESTocERpRetiudsd BﬂalB&kcB/emmnt@élaﬁmnndmd with D.P.

( Der mat ophagol des pt er onyssi nus) al | ergen

pteronyssi nus (4 t hafieotheextiagwagicoaledidpym, ‘é‘étalfoggl %?ﬁraﬁhg‘?l@’é‘gmgﬁga’bwﬁuces

|1 hmat t h
7 adi ¢ ondieren Bee feETerPh Rt ReRCRR FoF AL wi b eRe! TN e et

Chi nese dggofiich @BndENBdPSy @decdkipvdsed corizusation emnthd>d aif & tempsratne of 8dtd ¢C

atients with lung-rel ated ail nents uch a
P 25  (preferably gt 55°C) under vacuum condlt?on (at 3(? torrs) to rggtam a condensate. Preferably,

the solid content of the condensate is about 7.8% by weight of the raw material. The solid
content of the condensate is the condensate excluding 50% alcohol. In the case of lantern

tridax, the solid content of the condensate is about the same as the condensate (because very

little amount of water is in the condensate).

30 (&) An adequate amount of corn starch (as excipient) was added to the

condensate to produce an herbal paste.
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Table 8. Fornmul ations of Five Traditional Chinese Herbal Decoctions Nane of
Tradi tional ChineseHerbal I|ngredientsHerbal Decoctions(w th wei ght
rat i o) Wamoen2Brziowi ng Powderlicorice (2.2S), bark of mnul beP@HUS@OE136
(4.5),cortex of wolfberry root (4.5), polished round-gr ained nonglutinous
(i cel| aponi Cfey i Certibytal bidewtd @5 Y ypauaganpinllio forfihe lamadiidex( 4)
Chi nese herbaceousDecoct i onpeony (4), Ch| nese wld ginger (1.5),
li cori cegdinpled (preterghlygbout(42y4 b)chg&tmﬁth?\W@ n{a&‘}n%bhl sandra fi-uit (1.5

. Ophi opogon Decocti ongi nseng (2), polished round-grai nednongl uti nous
ri ce/japonica rice (4), pinellia(2), Chinese date/jujube (2), licorice
(2), ophi opogon £ 8) . Ay %@a{cbnae mwgmaesmumgm@t te mul berry leaf (7.5),
. ass- hi deDecoct i ongl ue/ gel atl n £1 gi nseng f( gygsum (6.5),licorice
(2.5)5 ophi opasg)on (Bie, tubayroif pielineandithe raoks iAjcoripe gE Amegican gnsangduere

(2.5), 1 oquat illa Fruit Q -Downbearingpurple perilla fruit (5),
~tangerin %@Pﬁ(%‘)t r&ég@@%ﬁ‘fﬁ? nellia (5), Chinese angelica root

(2), hogf ennel (ppot HofleacH heéb)dbett zwﬁnles(wmmemmt&)wamm@m andraided ( 2)
fresh in er rh| zone 25 WO 02/ 07711- 1 PCT/U 0.1 %J}éb 2) C&anese

dat e/ j uj wth r(bpytlmmhymﬁa) oi3bs syl ieays dé‘(’idB LePES Ve ht eri al s:
Fifty (50) ng e t r b foglai,oﬁftrom
Sun Ten 5 Sci (ﬁDhaaL%D:h rb qlb@%s:sldb ; ﬁ%éﬁv\gr ggémhia(g%m%tgéﬁ ?ﬁ%
Tween(80,30rempes] teveltivg lrﬁlbl@dﬁ(ﬂﬁp getdr z:mﬂao(tMmfn;@mpogen, ®IES ra lwgu@m gnd
Precision Instrunment Industrial Limted, hic., Taiwan). Water was added to
t he honpgtmerieanBnNEAesIEHEeY-nal vol une to 2 m, and the final
concentration (%Z TOA BLy thg?&ge&%%ﬁtr{l&%s\éﬁgleg dﬂ)er‘l1 bRBlexBActavRadyari@iyght  of
one of the herbal conposi n sol ution or placebo every other day for
fourteen gltetdd tWas’ﬁ@ve((Bﬂopnémnmiﬂg 19@ meelsb). BM:B/Qf th Glerategees ¢odlediedrind and 6

weeks were obtajned fromthe Nat ni mal - ing Center i c of
Chi na andhemeendepsedity & deggrpsess aﬁ%ﬁag %5@“ §%‘§ CTRiY C?F éﬁf) 23;(5 lodéach
experjisment, &} ry Alsls eép@rmep%d%ﬁm( SRR RHORNY 65 FbainaniGHd BM’ideﬁﬁaiW for5

al l er gen) Ircation 15 GEX- 2T plasm d was used to express Der
5- gl ut at maoh oStiertrents f Hnamefe(r@fh'r)hat thesohd ehntent{dhereonsensass ofpingHe IScﬁbOtlhe

fusion prot out 42 kD, .The . prot
gl ut at h:oomj @gﬂﬁlﬁﬁ‘?{gﬁ rayy gl ghs s é@l c&%ﬁmpﬂr oma H&éngétﬁgfp% Efor{bcleels %%Olu(gny
of the Degno o?ﬂfé%wpl%n% Y&o RaedrRliaal (1§ dolidreoneat Gietheebmztbnbate ngmengart he

transfecte coli on LB broth contalnlng Ampicillin (100 ug @The Der
p 5-GST pgmsemg\aeaE)ut@élﬁ% obtherfymeresn 2inseng tavematarial uf gsalid CBPE’BB h

subst anti al nt af s LE i

col | edc%‘?ﬁ“ ?ﬁl?lf‘%@gda&ﬂﬁg %ﬁéf“‘r{lg%aﬁ{i %ﬁﬁgﬁ%fsg}r&%r@g&l c%Héaamfc ﬁ gpelel et
was washegqath TBS (pH 7.5} and collected in a centrifuge tube.

| medi ately following the TBS wash, 0.1 M nyl nme | sulfonyl fluaride was
added to the p&)l et Amaﬂeﬂménnaymﬂféowffﬁg%% mgi dﬁ\/\é%ﬁ g(ﬁ??tt}fnd

| ysozyne. heRoa 18 fbdhb@mdwe@ﬁ rufs25 rel ease
Der p 5 +¢ “%‘?% hglk gﬂe&é{)(h%&%l% was gdded to tlhe c%géil lysate,

whi ch was then(®ent mhéugﬁdxdual@ame&:sl, atgethas withdbagmedles fom I@htensﬁm@mwrant
was poured onto a gI ut at hi gne- con{51 %at ed agarose gel adsorption colum

wher e2Der npxsl eggther e mized 238¢fHed onto the col umm. The col unn was
washed first by TBS buffer solution at 4C, and then by reduced gl utathione

in Tris-base (pH 8.0) to separate the Der p 5-GST fromthe 30 agarose gel
colum. The pudilty dfort@rhidpegop. 5- GST protein was confirnmed by SDS-PAGE.

The quantity of_the tei.n was neasured i cal
ot hode, (D) ATHCSeepkPpsRoTzanicy o SR R p BBl et 8
BALB/c mi ¢g) Vﬁe%dl?tﬁffe’%éﬂcﬁ blefideAs ddnab@atd Mcﬁaﬁr@bgmmu thiobdhofltbe pgleﬂfa

Der mat ophagoi des pt er onyssinus group 5 ("Der 5") all e%%en and

of
al uni D umriny dicosi¢e) @nd Wrearlsapigs AR w it thalgthg Opmﬁegﬂib%“ engaa qonfat 3 Seven
(7) days afte e first ns Aot 4,
- group, Werségnllé‘a1 ]\?\nalinﬁu%(ifﬁveage ‘Jﬁ etz)tﬁ% k%pg%gﬁ%%éﬁgﬁﬁ?%?n Bét%g\ggeks after
the first sensitization, mce were boosted with Der p 5 again. Three (3)
days after the second booster injection, mce were placed in a round
pl astic contai ner where the mce were futrl her challenged by 0.1 % Der p 5
spray. Each tine after the booster injectron, 50 ul of blood were collected
fromthe tail vein 10 of each nouse in the follow ng day. The bl ood was
allowed to sit at roomtenperature for 1 hour and then centrifuged. The
serum was col |l ected and stored at -80C for ELISA (see bel ow) analysis.



(E) Determnation of Der p 5-specific 1gG and I gE The anmount of Der p
5-specific 1gG and I gE were determ ned by Enzyne Linked 15 | mmunosor bent
Assay ( BEWiOSRjo47#4 ot ei n hi gh bi ndi ng pl ates were coated wi RE/USAMHSI36purified
Der p 5 diluted in coating buffer (0.1 M NaHCO3, pH 8.2) to a concentration

of 5 ug/pl.,After..qverni I b hvnadt 1.bs ee
times an Orb? &§¢ 88}1'&])?410@3‘%0{1{1\?\#? @%r ?‘E gﬁd%%%t%bgﬁ‘sf% E?ﬁﬁﬁ\égﬁhr at 25C. Sgra
wer e usegagkolld déHlendiahdiBil6ry Way whtgls measur ement and 1:10 dilution for IgE

measurenent in dupljcate. After overnight 20 i.nc t| on

bi ot i n- conj ugdhedidwerreadensale qfé’Ph‘QH?gonn‘Bﬁ%@”ﬁe&E“ (gh ?a‘?%%@fgsl gG
mMAb di | uted i eG4 @T@Béaﬂﬁlﬂmaﬁe hour .

- Avi di nal kal i nghgﬁos ha%g%b?kp%%gqne\}a‘ég%hen added and i ncubated for 1 hour
at 25, flniskrawddn e follaw{®) Tabdesdess 2 &ineparisbwr reacti on was devel oped with

the addition of phosphatgse substrate t.rop di sodi um

-Plates were read in a ni fr"zfﬁ eé%ﬁ?’gr”zg%?’gﬁﬁg?Z%t c%lds‘g@F%'al wan) at 405
nm Readimgs b5 kg |COTRMR C! ahnie?t@&lYFeEalﬁfeﬁﬂdar]@&l | ClRaviBT €
muse [ant - T WEPHGEal (FBES)  fglia (G LT wiand | ket Movakd
Expresgsi on of {1 L-4 gene | n spl enocytes by - PCR |( Rever s¢ bmscr lcage

Pol ymgrase Chai n Reactiop) The glpl enocytjes were ijsol ated|f 0&15 £
after [the anifqals were sensitized 30 andl chal |l enged with al Tergen
followed by treatnent, respectively of five herbal decogt Ru) als st in
Tabl e |8 Bawpl dcebo? gThe $pl érocyit es3gere| i néubat dd Wt Bh DerzﬂpgS (15 ug/ m)

for 4 lhours., RNA was extracted using Trigdzol reag*ent (G bco BRL,| Life 27
WO 02/|1 a‘?ef’(“11 + PCT/ USOl/ 1513G Technol ogj es, U.S.|A). The|extracted RNA

)

S
used fo§TA NT 0dUCE )f 6lNA lusi Bg Repdy 3@ go T-Fpi med Fo.Asty Strand hit
(Pharnaci a Bi ct(sthS HRPNA (Rfhalis ed (mb;ne (ﬁé;ﬁalf Qr (Heebat ner as; hai n

5 - GAATGTACCAL &%ﬁlﬁ&?@ *g%égpﬁ%'"éérg e AT ACIACTANTCOA. 3

(SEQl NO- 7\ was—used

O IIL,JLi o t -7 gene| A
pai r of STAer (hypé%ﬁtﬁt h|r dtﬁ ne %%harl%ég ransséﬁ’ % ecific
priners having tcﬁéd@é% o3y 5g4’ :.?3 SEQ I D

NO: 3):]a.nd 10 828 \C’f]'l'FZZQZQSCTCﬁQT@TH'A3(’3@§B B(SE 4)0 was used for
PCR anpl i fi catli onr 2bfgdet|e@G*oh pf SABRT. | TRCPER ha C ar flosARdesihder t he
fol l ow ng conditi eatr) 95¢C dedteg uf ali3re f or G2hinut ed-02120l |l owed by 35;cyclles
of 95C|for 1 ninute, 72C|f oCoth M nuf@n and &56 f of Tamnytahidpe a
Thernoycycl er.| The PCR priogugély Yveserdhen etachy opriieichpd orgoa 2% agar osg
gel. 1b (G Stjatistical Analysis|To assess changes of Der| ¢gpnBensspecific
1gG 1gE, and [[L-4/13PRT {ratio after Der {p 5 chal | enge, rlepemtied;nmeasureg
for ANOVA were| perforned |[to conpare the differences anong g@ae m Fol | owi|ng

anal ysis of variance, Dunican multiple range test ywas used te.djfflerentiatle
di fferences befween exper|i mrental |and control gr oups A p<0. S(t)éfﬁa’ used tqg
20 indicate sthtistical slignificant differen re

§ Mo T alEre BHiid G gD IF e fHied CaPdea B oTg oA ST BN Rt Pownd b

tr eat nent o[f tBe five traditional Chinese herbal decoctions were not
solvent]).

In Table 3a, the “raw material” line shows the weight of each herb before processing.
" 10  The “STA-36" and “STA-4” lines show (1) what the final form of each of the herbs was;
and (2) what the final weight of each of the herbs was. For example, in STA-36, except for
ophiopogon which was in the form of condensate, pinellia, raw licorice, American ginseng,
and lantern tridax were all in the form of herbal powders. Also, except for ophiopogon
which contained less weight than its raw material, the herbal powders of the rest of the herbs

15  in STA-36 maintained the same weight as their raw materials.
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significantly different fromthe control (placebo) group. The ELISA units
for 1gGin Wite25 Draining Powder Goup (A, Geen-Blue Dragon Decoction
G oup (BWo @wuimwpogon Decoction Goup (C), .Dryness-C earp¢igutungtIgescui ng
Decoction Goup (D), Perilla Fruit Q -Downbearing Decoction Goup (E), and

Pl acebo G ouprf §TAWMEAL i&b}ﬂép%goﬁ&aasméﬂmd&& sS3fve, firBsB fodtas tha in3TA-36d.67. 442,
respectively. The ELI SA units for | gE i n WhiteDraining Powder G oup

G een- Bl aec@dage@tﬁ [%hﬁﬂ@mdﬁeléﬁcﬂfﬁh? Byt ofthe herhe.dter 39nqjé1f,<t}tgbleasﬁa@%lup( ( )C)
Dryness

a * Downb S oh pecHRr AR E ] B Bk SRRt eetbiosle T K 35,

106. 334, a&&lﬁo@ttgﬁssml%st@B&mn%’%h@adndeﬁs‘hde Qi@ anulesq e ah iexebient @8, com O
. 112/ 07711.1 PCT/US(I11 . hl 3(i The results of Figure 6 denonstrate that the

five $radtarghdmas a drie sachher the herhak erndepsate. ded: Eﬁ’i’ﬁur‘é apprrestrdhehishaesct i on

of IgE t t h ows a
g1 gnit o A0 R B B8 fondte PR ach Hai PN, HRARR G RER RS 1R
her bal deg@eiddacsoffsTve-4n@hizhfvestin the famneﬁ [gmmldspwhmﬂao&umif efthieoveiglft of L- 4
gene production. EXAMPLE 5 Eff cts of Ind ual Herbs in_the STA 1
STA-32. Smko88TASmeven thS*F&hb efh vapg derfyed rB piaS R RETAYERafeHEls- | gE,
and | L-4 4 M Ghorth £ r%%%%t%ﬁ!‘ﬂdfl \(&'fl'glé"?halﬁﬁhﬁm ﬂl@%hﬁﬁg'oPget@H?h' opogon,
pinellia, Faw I QOr | ce, "and tanhg s % on all ergen-induced
I 9G 109E theﬁﬁl;ﬁkuhh cfféctwen émihmmekiioghdisordersias $ TRABGY constitued sonthet ingadvennert

D.P. all 5" T t al f t
came as. ST Aokt PRHRES ILMERLH! BepaaiMaRY TRLLANS © PRSI FHE AT 5 | n
rice ser i akhety SBlJ &A% aAhkaRaRR RSP 5 and then treated by

ophi opogon, "t ang- pinellia, and raw licorice are shown in Figure 8.
The results i ﬂmecfaﬂe\dnngmamptae ategiubteativiesandesheuldatot be gwqd@ahmlyngithef er ent

bet ween ophi opogon ng- shen and i ellia. treat cebo. e 1gG
evel - af CEPPEOLINT pisat atverat RERERHNE e gt DaRer Profotstr PR ABE o

pl acqlo t4eahNBAbe rgghel'ﬂ%‘ﬁﬁﬂ%&rlthoﬁﬁdeﬁﬁﬁm fiedin Fh4soBe O thiepeeseEint@itidhS | n m ce
serum after challenged by Der p 5 and then treated by ophi opogon,

t ang- shen, and the STA-36 conposition were significantly |ower than that of
t he placebo. In fact, after treat negzwﬁg e STA- 36 conposition, the

| evel of IgE was reduced by nore th mes. The IgE levels after

treat ment of pingldrigRa@ihiTW-3i, SIUL TR SHALIS, BNaiNSTH-cankhdSTiBer ent from
that of the placebo 25 treatnent. As shown in Figure 10Q, the expressions of
| L-4 gene (nea'@LW@@tems s theprrmageuicst esapagitions pre shoppat Tebleilo g theni ce

spl e%cyt it tﬁesq{y v(\:ng%ht oetggg gexg%/u% cBmﬁlrﬁﬂgnst Q‘@nll&s'ﬁﬁt%hqﬁi TQMle%ph' opogon,

t ang-Shenl Bt

raw corice, resp ectivel Yy, wer
significantly di ffermwejr@ﬁumlt‘tyt(byz)WeigM cmeacleHe;bsl-ﬂmw\IeSTAtme expr essi on
of IL-4 gene ratiog) 30 after frnafm:mf of 36—\AF ‘f’ #rcf y | ower
than t haft 28f Nees IR he! |i %‘E{;ﬁjé th ggf‘l i EI‘ ﬁ\ B 326"' ' o,qlig e legul at e
t he expr eSSilon of [IL- gene MO 02/ 11. 7hbldudniddiey/ I I SUI / - 4S13(
(kg)
I [STA3T 1300 1.00 2.00 |1.00 |1.00
(Tang-shen) (Taiwan adenostema)
2 [STA32 |3.00 1.00 200 |1.00 |1.00
(Tang-shen) (Heartleaf Houttuynia)
3 [STAS 3,00 1.00 200 |1.00 |1.00
(Tang-shen) (Lantern tridax)
4 [ STA34 [3.00 1.00 2.00 |1.00 |1.00
(American Ginseng) (Taiwan adenostema)
5 | STA35 | 3.00 1.00 2.00 |1.00 1.00
{(American Ginseng) (Heartleaf Houttuynia)
6 | STA36 | 300 1.00 2.00 1.00 1.00
(American Ginseng) (Lantern tridax)

The method for preparing the pharmaceutical compositions was primarily the same

as the general method for preparing the compositions (supra).
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Met hods of Determning 1gGIgE IL-4 and IFN ~yln Animals The effects of the
STA- 36 and STA-4 herbal conposition as well as individual herbs on

suppr esswWeOM2@#778# | er gen-i nduced i mmunogl obulin G (1gQ, ikeMEYIMH6BE in E
(1gE}, interleukin-4 (IL-4), and interferon (err) (IFN'y) Wre

i nvesti gat ed ugi ngABAbBlicbIé k&bsexvept ophihogoh,hin Endam¢ides anindishwdan dekle

pt er onyssi rrusg1 allergen "Der p 5". Dernmat ophagoi des ptero i mus.i.s the
house dutware tat, dehysatadesounsd, and passshibro &SS?V&&HE?&?&‘&IH @f@r’&?@‘)é&t hmat i ¢
reaction_in at,opi r.son. 10 15 Experinental Design: (A) Animals Fenmal e
BALB/ ¢ nPrc?gu%egléegbagé’B&ggﬁ 4 and 6 weeks and wei ghed about 20 g were obtained
fromthe Nati@al Ophivhbgd @etle agoGeruséndiciRepinbldbie 3fwaCnpersgddn wgea id n t he

- studies. M - d - tched f h [ t B .. Al
Derp 5. DED e B OIREPT Eheh AT RSB S oLl ) PO BF ER Gon o
POEX-2T BhiASHTl e USifledsa SYRLAORDRAS Rafiick v7 4 NPT r b shey g, (CST)

in E co mol ecul ar “wei the fusion protein was about 42 kD. The
protein wasutewiss hrogucglantaphitipoger exdricusplutée. abnothe oghiopegdnexiract

chromat ography. A single colony of the Der - GSI, ppsi tive-bact eri

strain wiude) was E%F_S‘Efgthéﬁ“{ﬁ%i %g‘far{éplfr%%%%ﬁlgﬁgg Ir(i:'eBSh)c gﬁ?e %Waﬁeép r O ]ﬁCt_%!i'

cont g:)n:‘ 'Tﬂ? ﬁgﬂbﬁéﬁc}dﬂ t£QPasih & dnkenstdt Pedmperaufef 3008160PQ @nder vaOhum col ony
was ur r

tured to produce substantial anmount of Der p 5-GST. Then,
t he bact esndifiorcwith prassuadetodenel@deadd 440 ey fofalxiain a linyid eandensate Witk awas

di scarded, .and the pellet_was washed wth TBS 7 C ina
cent ri f ugesizaiseeonp Bt Oy Vasf%FféH\ﬁq At %kheeh%é%;seﬁ?a?%‘.vﬁp%&?llhg' dit
phenyl meg, ib%llv\%(;nq’i‘lﬁjatefl uori de was added to the pellet, followed by the

addi tion se |, Tween 20, and |ysozyne. The pellet was I%zed by t he
freeze-and-t h&®) pr ddediguidcasensateafsphprogen wasmixed Wit the herbatppwdersoht | v,

EDTA was added he cell lLysate I t it T, et
was di scdREdt Ofléﬁedlt"?rﬁ% ﬁﬁepl@ll%ﬁeavﬁ?s t&%{s&%&g\g‘?%él tgn Oﬁgiﬁg{eglg‘g% %?%%re%}l?ﬂjﬂggat ed
agar 9ge ggh sﬂ}kq%fg%ﬂ)éma&@éﬂm@erw@ eibeic Ddhe Rravutor wiasaeeatrpOnad 1883 oAlerdprent o
the col um. Thé colum was washed first by TBS buffer solutjon at, 4C, and

then by estirgefdr gbanttviei(OminutesTthiesnistse wap sprayes ataboweiHoaseeds Ber
S-GST fromthe 30 agar.ose I i f r - otein
was. cont G 8) SRRpRACE e S i HE s iR e Brcq Ry B
convent i Qagd idéviel 0 sanalyt Atel gramilivists the ghndes wale dBedsinditeatdooted3df. WO
(12/ 0. 17711-t PCT/ USOL/-1S13G BALB/ c m._ce vver&.i Ei)l al I%( i nt %pgri%g_neal |y
sensi t i zedhagramlaverg nasseddhepel SR nddackass Hhe PHls kber%rﬁ% SCY%r p s
2 Lengen Stbaf offe QLTI AR TG cllithleatbBITRES dhipllaied Tuashbow
Aust ral i ac). even ays after the first sensitization, mce, except the
pl acebo csMhe cdnvehtioial cymulesfiacudinghbiSnat Baitad b, sTaual s8latiay PREINCeAIPDsi t i ons
until the end of the t ty-first day. At .the .end of the twenty first day,
the mce (w@fléel’gP%ﬁnamgg’g’ﬁﬁét%ﬁb§P€g?gliyﬁiné(&P¥r5ﬂ‘d§’Pe'Der p 5. Forty eight (48)
hours after the second booster injection, mce were placed in a round

pl astic contai ner where the mce were further challenged by 0.1 % Der p 5
spray. Several hours after the chal EeedMPLhd nouse was anaest hetized using
100 gy M 10 phenobar bQualizy Binveds afdke Lhditneacewiibal Comppkiionsi | vein or
heart. The bl ood was [&lidOmMRth Rafsininat LigeohChrempéereauningHRIC)1 hour and t hen
centrifuged at 1000 rpm for about 10 mnutes to collect serum which was

stored at - 800Tﬁ9é1i$§ﬂt $Hyenfise ul IIM).C 2dthhipkestodnsh@Ehagehlitg 6Pte hétts wdsui d

col l ected fromwashing the pul nonary al veoli was centrifuged at 10Q0 .rpm
For 10 ni wall @sderToetrskigBreaHRRC rotthedreweledeyelaped togseommodals s diegie

cytokine, interleukin-4 (IL-4) 15 and int r Y ~( ' lL,et of
the Qi a2t SRl 1??3 CPPF(é“’t&EF%@)O?&E?‘gheF@- ?f‘é e aPLG A&%ﬂ“ﬁ%ﬂéﬁéﬁgﬁcﬁ%ﬁéﬁeed
- Wi th cytogfjgscount for inflammatory cells. (D) ELISA Determ nation of Der
p 5-specific 1gG and IgE The anount of Der p 5-specific 1gG and | gE were
det er mi netAby Methodkl ledtP Ly §i8r bent Assay (ELISA). High protein high
- binding mcro I C 520 wotrh XG0 mwh, (10
my/ml ) puri fiw%‘é‘?‘l E“%sd@.( %?@%%%@gsf@lﬁgﬁgﬁggf%@?pﬁ%%% 8,
Merck), and a Cosmosil 5C18-MS column (5 pm, Nacalai tesque 5C18-MS, 4.6 ID X 250
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solution containing 3% BSA, pH 7.4) to a concentration of 5 ug/m . After
overni ght incubation at 4C, plates were washed three tinmes in PBS sol ution
(pH 7. 4) W&onrtediting 0. 05% Tween 20 and bl ocked with 3% (WCWBS)/4BEE- PBS
buffer for 2 hr at 25C. Sera were used at 1:100 dilution for 1gG

measur engith) @&borh:tdMpétiatusé.i The mobild plimse of tiradlinenwas a igradiknd comtaineng At er

overni ght incubation at 4C, either biotin-conjugated nonocl | rat
ant | - noudBOr KELRAL: 105 H:00 §E0Wboby2 g6 it it (BhEHSEN: 40 @ and (D)

(PharM n 022D), di [ 9 | u na

addi ti ongﬁhﬁﬁ'oﬁg@s%mﬁ% g}t a??eélllt E’gg Pg%éiﬁ%gisnp %b?%geﬁ‘%%higggsé ‘?%?1 fg{ﬁ 81.&5 d ;Th S\P,
Phar M ngeleft3@éBihvatesgth hel 280 ded Eirdotahcadraioadinicosf the hoalysistva 6Cmifwtks. owed
- by six (6) washes. The col or reé\iti})n ﬁs 30 devel ogﬁd with the addition of
phosphat ase subst r %6 4ni t r 4R ?@P"ﬁﬁ BAteo/ Metesdi um (pNPP al kal i ne
phosphat-asessutstrate; Sc'A e N2770) ) Prates wagﬁ read 1In mcropl ate

- aut or eader (@E}GSA r eader’, “Dynex at 405 run.”” Readi ngs re referenced
to 31 WO Ipidhl 1~7711~ BT/ USI | 1/ ~4d3G conmer cipal i sot ypes) st andar ds whi ch
were nouse anti-TNP mAb, 1gd (107. 21) | g&a (GL55-178), and IgE (1gE-3).
(E) ELI SA Det¥rmination @ cytoki ne€5(1L-4 and PFN-~Y) Hi ghprotein high

bi ndi ng m cro%el | plates_ (Costar, N%'S 3590) wer @ coat ed with purified
anti-cytoki ne™anti body (tor IL-4, 27ug/m of IL-4 antibody from PharM nge
18191D was usgd; for IFNQgy, 3 ug/m7s50f |FN-~y 20ti body, Ph@arM nge 18181D
was used). The plates were coated with PBS solution containing 3% BSA, pH
7.4 and then @hashed with ®BS sol uti df cont ai ni n%o 0. 05% Tweeh- 20, pH 7. 4.
One hundrgd &10.’“ ut—of—the—supermatant—fromtheturd—of—pumomary al veol i
were 10 tHRSHRENASAMY the mi or ovel | s, together with cytokine standard
solution, for overnight reaction at 4C. Then, 100 ul of

bi oti n-anti-nouse-I1L-4 (PharM nge 18042D, 1 ug/m ) or

bi ot i n- ar()- 'the $18112D, 1 ug/m) were added to the

fit
Phosphat ave ( DibHy RiFs BRZSaRlsisRRE hRBRp Bt Hhfhnd e SeRlcBbdd '™
m crqoel | Gy, 4o 1D R’k ied) M&ek)ladtbal Cosmudil $OT8IMSicoldmb 29 Qn, Wacalhi tesque

phosphat ase substrate p-nitropheny| ,lphosphat e, disodium (pNPP al kal i ne
phosphat a¥el Ssiss thoale X 250gma) K 357%0) Thegnebikegiese oldbpcelaiteyes? g3ficrb) or

devel opne P £ in ] 46 .8 -1, Bbl S ppader ,
Dynex M&gatuahggﬁz% ia)k]%@qg)s“u_krllﬁg@)gzﬁ%% Fun%?%%@iftezr v |2nj ?gti on of
100 ng/ m 109 HRREOROBROB: 1.36 ot 0. 7Mipe: irmmise]00) R, () GHIEN WES 20, amb@X ed i nto
the trachea. The tube was connected to.a pressur tection Vi ge. t

measur et 7B @Harlde dHimewpsiFa eﬁﬁ_’r&egd? g aﬁ‘_ﬁ%’r ﬁ@‘eﬁfﬂﬁfa;ff Wéﬁ?§%§ fin. The
exhalgat | O&Etee%faﬁtvbhe«'eleﬁgaﬁ@aé HENRThé REAERE T Re bF heBFARBAGNS d0GniFRAsUr €

t he esophagus pressuré as substitute for transpul nonary pressure (TPP).
Wien the signal of Peesure wadbiledihgsd Crasten of BledRdcbr der BR8000, t he

si gnhal was—ampt-fiedrand—<onvertedi+ntosyvotumg—ofhieathand—25

t ranspul rml:ré?“{‘}(m‘%)ssure t dNal cul bt e t trachea plr(g;sure. Duriﬂ?g) t he
experi ment, g megdle |was mgjght ai ned at ghe tail veigp to prlovide ¢or
acetyl chpline ((Ach) ilnjection so as to inducelchange in triachea pressufe

4. Statiptics.25A1 off the data contained in the expd?iment|s wer@0cal cul at ed
as "nmeanl=—SEM-"30-Trachea—rfest+s _

30-Frachea—feststance—changerinduced—by W
after cohverte® to PC 100 #8s neasur ed gs ug/ kg. Igf(E and g &
measur engrmnt SHOWn basgg, upon| val Uéygof optical gpbsorptjon. 3@ WO
112/11.1¢70 PCT/USQ /|-t Sl 3

Post run: 15 min.

(C)  Method 3 of the HPLC Analysis
20 Method 3 of the HPLC analysis used a precolumn Lichrospher RP-18 endcapped

(5um, 4.0 ID X 10 mm, Merck), and a Cosmosil 5C18-MS column (5 pum, Nacalai tesque
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The unpaired student's t test was used to determ ne the significance of the
di fferences anong the groups. A p<0.0S was used to indicate statistical
si gni fi cwexo2duT™ér ence. EXAMPLE 7 Effects of Aqueous ExtrECr/usmn/4ei3et he
Herbs on 1gG and I gE Various aqueous extraction nmethods were tested on

Arer i can sgiiRIERO4.800 X 2Bb ainfl) 4tr3ise@x The niddile pHaseefikecodihh Wk afgoidiemf
aqueous extract to be used in the herbal conposition. Anerican ginseng in

(1) powdeentainig @O AD:deHAAOLLIPPABY : 2(73p, Wid<(B) EHA(C) B> 128 1H0% al cohol

extract sted for its:. .Gl . n [ 0, a
ooa. AL Ll ol 56 LRl &L Lo lte BTTRURRNRER 08 11 gt

al cohol peRdtGEWatdlendik as ROEnSUPTHeas8l Mtertioheitie ofttie andlysisighs 60 misdtbect on
. 1gQ&a reduction was not as good as that extracted in 95% al cohol. Because
anti gén-i nduced i nunol okfbéad- di soa@fiaPlhwseSrgdiebeiMethpdE nedi at ed

di seases, it —appearsy tiat TNy H0% al Luhot—gxtTackiom for ATeErfgan gijnseng
“in the rer)B'zﬂ'e Mosi ti on )sdioul d|provi t he |best {é reducti or%bﬁesult for
the conpositigiel 1 S Howewger, when the@ranulles progluced fromthbe al cghol
extract |of Anmerican ginseng wereladded to the rest of thelgranules tHe
granul eg prodéeed frpm t hédSwat er extradl of Aneri cah gi nseng pr 8vi ded
better effectssonmbothtgETnhibifttom—agpd—tgGetrevaghiron—Thus,; j'bn tThe|STA 4
conposi t|i on, ?%e Anefican ginseng was extractied fromwaterf. Lantern tr|i dax
in (1) gowdergo(2) 95% al cghol extract20(3) ter gptract, and (@4) 50% 20
al cohol lextract was Blso tested flor its nmedicinal effectsion suppressilon of
| gE, | gGRostiub: #5emuol | FN-'y. As shown in Figure 12, lantern tridax

extracted with,509 cohol. dyced the. best | .and | uppr.essi on
effect, even t %ﬁbﬁgg&ygfﬁgﬁﬁ cse‘gfnﬁ%Sﬁ?%lg(ESIﬁ T %ziaaag%otﬁgtrat ed
the best [H4RM,885bCBafict@F an®betkbbtich wadldntk offeachNB¥®! hleelpStarizbe aaTasle t he
wat er extract of lantern tridax had i nduced blood clotting in aninmals

during t ke BreldPk€ chramaiggrams of dhe Sihdrep hethssreighoxen B igwes e i n humans.
EXAMRLE 8 Conpari son of ffect - 36 TA- I lgG I L-4
yl|0 mp Sit" a%ge ; ﬁPB{I A%Eﬁs{i‘ d)é';i/%gbs%]&béddin ;32%4-%5 9

| FN-y "and Lung Function A conparative-s et ween medi ci nal
ef fects [of gb@ydiNant@nPOSi HPRCS Of| ST¥asKertd)d STARkt@itiongE,

|FN-y, as well as on | ungd igns was conducit efipkd\(rRpaper
as descrfi bed in Exanple :Métﬁuara). The results of this sty
Fi gures 3 WO LI 2 0=T 1= "‘"'ig’_i_i Sttt /ﬂl‘ Fi

=1 eI 3
conpar at ilc\?%h“?t%ﬁ(gly of {he ertects |of the herbal conposi tion
STA-4 on[ 1gG and I gE in mce. As |[showp1is2Fi gure 133.0bot h |t he hxdbal
conposi tiions of STA-36 and STA-4 |denmponstrated suppressiontof 1gE_—as |
conpar ed| Xingke t he confroMethgdth tlhe ehdemine of |STA- 44Rich great &% han | hat
of STA-36. The inhibifory effect |5 ofudnggingy STA-4 15 statistid® |y
signi fi cpRidiover the conMethod Hovpveiycymmimher STA486l nor |STA- 250 '
denonst r pGBeyrdimzaenhi biitory effect] on 1gG 1n flact, on the|contrary, the
| evel of| Ag&idan@Gissased | MefipidB STAGABemnileRA-¥ tr 8dtarent |gr oup203 as
conpar ed Wnkdin TH&xCONY I Oerifddour € 14 sprpwed the ef gy s of] STA-Bf) and STA-4
on lung functions of the mce. Both STAy36 andl STA3E showgd ST g@¥g I can
i nprovenent on lung functions th e 3 )l B T
STA-4 shpwed better inprovenent o

val ues between STA-4 and STA-36—were m,f'4°i A Mfl*gh' ek fl‘

due to insufficient nunbers (n) of aninal ; in e:ach experi me t;i g
Figure 15 conp ] S o &f 3 it AWML sh (IR
i .e., ketoti fe%?ﬁ’g? gg%cg%agﬁ;es: O‘grﬁdég% ﬁ%f‘é”ﬁl?ﬁi’, on IgE, 19G IL-4
| FN-'y. Thentaiasigl 708 shmetendls Theatmplel spluBbA-whscdenwoaisd dert ISdmei modmcant

decrease in IgE and significant.increase in l -4, a | EN-'y, thus,
suggest i ni TS FAL PI4HEL SbL ERte gV HET D &f ‘bdpgﬁpf 20 aiffdng PRt Leer)
ast hnps t han ;Ke§Pignt.ehe BIGADLSIAiONGas BRA |GTINQAPBE bkt 30N SaMdW Shd debkgur e
15 al so suggested that the therapeutic effects of STA-4 m ght be different
. fromthe topreapititondlen (EYmalifshe supermatanhwas they pinaiisd eybanl passeq thipwehdsi s 20
which then indirectly decreased the level of IgE. In the present case, both
IL-4 and | FN-~ increased substantially after the intake of STA-4 so that
the reduction in IgE was not due to decrgase in IL-4. On the contrary, the
anount of 1FN-~y (produced and secreted TH1 cell) increased
significantly after the treatnent of STA-4. 1FN-'y stinulates B cells to
synt hesi ze and secrete | g&a, which expl ai ned why the anmount of |gQ&X2a

i ncreased during the STA-4

>
S
3
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25 treatment. Thus, it is postulated that the STA-4 effects were at |east
partially derived fromlgQ&a, which, upon second contact with the

al | er genw,0 024gr0acted with the allergens so as to reduce PERHUMNSIYI C
reacti on. EXAMPLE 9 30 Test of Toxicity of the Herbal Conpositions of

STA- 36 a'@d‘é%ﬁ'fﬁteﬂ-hﬁhé‘ﬂ[tﬁ@é ws.@fm ForiHIISC WRAlgsis. e$tve@kyf(go) floitied fijrateawed on
a 28-day sub-acute oral 2/ 11~77(1~ PCTI USI | /[-4s 13l toxicity
study i ntmndhrHHbCrmab’aisl ty, opht hal nol ogi ¢ exam nat i on clinical signs,
and gros%ﬁﬁfropsy were determ ned. The results were shovvn in Tables 9-11:
Table 9 Sality of Mce After Intake of STA-36 anal STA-4 2 % Tween-80 A

ueous Sol ut i oMBEATBES Ehrohldse ath if/olshioBay)rbid GRG0 BEEed EMAL eiMibeidide  of
- m cel01010Mortalityd 100 100’10 Tabl e 10. Opht hal nol ogi ¢ Exantinati on and

dittbcal’Z,Signs of Mce After Intake of STA-36 attd STA-4 2 % Tween-80 A

ueous So
ueous Sol g 9 VAT 4005t T o) SORSEOIRSRARLEIAL i ciger i
i}?% o/ 1?0{&%{9{051?&%8@%5 %Ilss]dgém_srﬂllﬁmlwdﬂ@idbﬁtlﬁ&i en haeluiphiopdgoiGHEEE Necr ops~~
er Intake o - n - % T
*STA- 4Do§érqrmtq&ra)r5cfddégbb@e%<mﬂn&wa' |tlpé11\?a‘?fglﬁuﬁ§'ﬁéA} 3k E%‘f it !Tg’%%@‘h%gf”
abnor mal QI 10%%1%)91/ ﬁ]‘&leT ferndi& %ltnﬁm? ntsAh&: t%oﬂs%algse\%‘astﬁ){ L8 8edtiTRE, tﬁ@%:‘a ,
Ll SR vi ng

STA- 36 angs _ \ no si acute oxicity in the study
descripbedouliebd ivea Mbr tha pumod@bmrisuamgitlio)qulahtfymf@phmpbgon he preferred 15

modi 1 cati ons BCHURS CRBHesare Fedib et B G ba e A FORAZ scope
of the inyention.a9 otefd BPAC MakyiR b abloMiingli 2 BPEIIAaH welvalehBth, Biellia had
shown two distinctive chemical markers, i.e., adenine and guanosine, both are constituents
of nucleic acids. Adenine also has effect of elevating serum aldolase. Adenine had a
15  retention time of 14.8 min. Guanosine had a retention time of 17 min. '
The HPLC chromatogram of Radix Glycyrrhizae is shown in Figure 3. As shown in
Table 7, using method 1 of the HPLC analysis to detect Radix Glycyrrhizae at 250 nm
wavelength, a chemical marker “glycyrrhizin” was found in the Radix Glycyrrhizae HPLC
chromatogram. Glycyrrhizin (Cs2HgzO16) is a very sweet substance. It is known to have
20 detoxification, anti-inflammation, and haemolysis effects, and has been used to treat
Addison’s disease. The retention time for glycyrrhizin is 46.4 min.
The HPLC chromatogram of American ginseng is shown in Figure 4. As shown in
Table 7, using method 3 to detect American ginseng at 203 nm wavelength, a chemical
marker “ginsenoside Rb,” was found in the American ginseng HPLC chromatogram.
25  Ginsenoside Rb; has medicinal effects on dilating blood vessel, relieving fatigue, and
avoiding haemolysis.
The HPLC chromatogram of lantern tridax is shown in Figure 5. As indicated in
Table 7, using method 1 of the HPLC analysis to detect lantern tridax at 250 nm wavelength,
four (4) distinctive peaks, FY-1 to FY-4, were identified. FY-1 had a retention time of 28.0
30 min. FY-2 had a retention time of 31.6 min. FY-3 had a retention time of 33.5 min. FY-4

had a retention time of 18.3 min. Due to the consistent appearance of these four peaks, even



W O 112/0.1770-t We claim PCT/USOL/-tSI3fi 1. A pharnmaceuti cal
conposition for treating i munol ogi cal disorders conprising an effective
anount oWwo 0Buber4 Ophi opogoni s; 5 Tuber- Pinelliae; Radi x ETyvsnrdsivae; and
an herb which is one selected fromthe group consisting of Herba Tridacis

procunbepldugh IR hiABAGHER ABRCiaged Witlil tHdes Rar peakstwsra sl notdvet Ieatified,
phar maceuti Cal conposition according to claim1l1, wherein said herb js 10

Her ba Tr kyaiosld 8 useh éonghe praestel identi fyngad cnswsingdhe avalityn gt lagtegn Hidaxo,
wher ei n Tuber Ophiopogonis is in an aqueous extract, said Tuber Pinelliae,
said Radi x dycyrrhizae. and said Herba Tridacis pr ocumbentis are in powder
form 15 4. The pharmaceutical conmpgXIANMPhEdccording to claim2, wherein
- Tuber Ophi opogoni s, Tuber Pl neI i ae, Radl x 4 ycyr r h| zae and Herba Tridacis
procufbentis are at alhinilgiver Chiomategrapl(lLC} Chapacterization

phar maceuti cal corrposRatw Di : bii o1y : 44, a&nprising an
-effective anount of Radi x CodonopS| t| s. 20 6. The phar maceut i cal

bowder form dn sshsopueFRECE some ar edmsdt DG ST RTp ok fiolin”
wher ei n %‘Q\!Vgl Eﬁé’eeroBH%Pb%&P?ﬁﬁllﬁt and@adtehy RRIax Ran@)el dhafctepidbdlbyaih-Xayer

A ycyrrhiza S procunbentl s, and sai d Radi X CodonopS| tis are
at aloei g;hromabgmpkujf(’lé{b@)methods 2 . 1: : 1. 25 8. The phar maceut i cal

t . furt t of
Fadlx Pancr's Aleromstiod us d?f%&oa#&rpﬂﬁre AR el BERS: ClIAT Y Bodil", °
claimsg, Mé;ﬁt@ﬁaé)%ﬂi MELembisileSHate Radissodians) %olQéhtBCﬂb@Eﬁlhhg upén ih8 powder

form 10. armaceuti cal conposition accordi n? to claim$8, wherein said
Tuber 30 daphcmps@mnfshe betbsl Thmﬁrst Plveriticpatained gthyl meptats, @quﬁﬁ W&éﬁr sal d

i gt 1 oA GpBRR A plomy oy PPAR TG, B PR By OB b )y

The Iqlsar "B a&ﬂra&é}hzr FARPEEJriceN Tae @6t RElvet dheimedhutatodreNansaomda Wateey
Ophi opogoni s, said Tuber Pinelliae, said Radix Qycyrrhizae, Herb Tr| aci s

procu nbe randsthaanbineayQumRg datio ®ahc? 51 Qd VW&;U@F@ISP‘F‘)@@WGW wateasticnlarky

form ar mce erer n
each of s@f ghaggg%zé%g&ggfa%&as mﬁ‘t“l@ﬂg @%ﬁg og%gglrlﬁd%ow ﬁt)mn%]i’l%de% i ae,
Radi X G yssobi#A@HES) 2l Msthgiastiasa pologiebgndl S ; 1 weh). Rilhiis xhiRbsudvent was
Qui nquefolii is separately filter ed and cond

ensed t rm each of
condensat estigflariynesfuldonehasesienving lapeguiidayn EPY ¢ach T?-ﬁtag?tﬁm@li’ltm Pl 2Le,
20  sample was added at the starting point of the TLC plate. The plate was placed in a TLC

chamber within which the mobile phase solvent was applied. The solvent was allowed to
migrate up to 9 cm. The results of the TLC determination were described as follows:
(A) Raw Licorice
Raw licorice was analyzed by TLC using a stationary phase of silica gel 60 F254

25  attaching to a TLC plate, and a mobile phase solvent containing ethyl acetate : 4N ammonia
water : Ethanol = 4:1:2 (v/v/v). After the application of the sample, the TLC plate was
placed into the TLC chamber which contained the mobile phase solvent with the upper
liquid mark not to exceed the sample application point. The solvent was allowed to migrate
up to 9 cm from the sample application point. Then, the TLC plate was taken out of the

30  TLC chamber and air-dried. The dried TLC plate was sprayed with a spraying reagent
containing vanillin/H,SO4. The plate was then activated under heat at 105°C for two (2)

minuets. A yellow spot which represented raw licorice appeared on the plate at

23



Herba Ti-idacis procunbentis, and Radi x Pancis Quinquefolii. 13. The

phar maceuti cal conposition according to claim 12, wherein each of said 10
condensawesn20i7Meiber Pi nel liae, Radix dycyrrhizae, Her baPO¥USIHGESE36
procunbentis, and Radi x Pancis Quinquefolii is separately granulated to

formi ndhlyﬂrslﬂﬁ{ateg%@rfud)s.s R feh@hedifafidd [@mg beidea shd spprandine sapleeippliagionRadi x
A ycyrrhi'zae, Herba Tridacis procunbentis, and Radi x Pancis Quinquefolii

are ni xegoinf)ithtabmiigratemdistaves H.-cof? cPuBer Ophi opogonis to form mi xed

granul es, .15 14 .oTheO har maceuti cal conposition according to claim 13,
wher ei n Q?t) ex s added to each of said condensates of Ti ber

Panel | i ae, Rad)'fphj@og@ywﬁbzaayzedwfbracﬁsihgacstasiopmqmmemﬁsmca @ 60 RAG# x
- Panci s Quinquefolii before (granul ation. 15. The pharnmaceutjcal canposition

accor 8li ngttaching tgiad by plajpardcs mobHe ahese spiyertonfaining pytagel; flNipmmenig gratery, o
phar maceut j.cal . cQr i1).Qn i.m: 11 i i .
Bher - oprtRBLeRTEP R Aer ficBpPlication S BicHahrREke BOCBRS wa blaeds infS
phar macewid TC chaapasiticloBorahined diermdtile piase ilvens aiith thejugmn diqeidtmarknobf
Tuber Pinelliae is a water, extract of Tu&eqrg;\g;’i qg)lé{}l ae. .18,

phar maced® pxeard tshampia IpcHondUntm Ihe so ed t%&ﬂ%‘@ffs‘;rpgt)%tgr gefrom o5
phar mace B¢ BplisRich WS TTIR, IR CHIIA RGN b HeZAe olitrbd 8

Her baQ Tr iactaigied. Mhe clvied @00 slaiesvarspedyed moth asprayieg reagertepiainiing daci s

D) ohol - axelindfspe 1 Erbaa T abms R Bt BarI<at fd03 CO%HP OMBIERL fact - 30
21. The %?a%ggﬁ?ongﬁ&%g%%e& b@:‘ngpogbh dpbdrBa & thef18k @t @#ﬁ@e&iﬂla ROLG4.

extract anci S QUi nqu iT 1S water extract of Radi x Pancis
Qui nquef qChi . RBerica@idddngl-t 770-4 PCT/ USOL/ ~~131 22. The phar maceuti cal

conposi tion according.to claim12 ereln a solid content .-Sal
condensat e of “FHFRTANEIHICHESEE ﬁPéﬁ%ﬁ)@g{: ufﬁlgﬁoﬂ/%tﬁ’ﬁawlﬁm °§111%%%r60
Ophi QROYGRIsS aAciRY it PROUBAE Rl 2 BRjbile pRAGABERhEcHtaiTiub BataRbaN drBohia

about 15-25% by wei ght of "Tuber- Pinelliae;, a solid content of said
condensatveaterf: &adiiol =G5:§dy(vriiy)z aeftérghappplication ofibs pymplei ha T LEFPlgdvas

G ycyrrhizae,, . lid content of said. c e e i i

Qul et nedigo i SECEERER winPhr B IR e FAU RBE Bpper o
solid conifid mafk St ceaed ansanplOhpfrhtbrHeriha THe sdhehsway altowadrd insigiase
about 5-10% of Herba Tridacis procunbentis. he pharmceutica

23. T
conposi t i uprfofcan fivnnthesampleapmigasionpoaiteiThen.dhe ThE Riste Migs &xcepou F
Pi nel ]| ae.j bout 10-20% i Ri I RE, ks | es of
Radi jOIGI ;?E]Iyléf "i‘rggeer 2 g&‘ftdﬁf{a )1/(}:%3 Icc#Ji Qﬁa@.fcx‘ﬁ %?rsra%ygggltﬁg&aﬁp glﬁkalgr%%l es ofS

Radi x Pangntaifdp Rani@idHh$O). sTledslate virs 1h&b deyivared ghderdibatRad DX (Pian¢wve (2)
Qui nquefolii, and said granul es of Heéggﬂ_g.i daci s procunbcﬁnt' S i.s anut
9- 15% by Wegit Sopurpdishhspotmhigiieressy FieRy snses 2PREATE AR HERIRERL o)

conpositi %r&&&g{eﬁ; pe-g® claiml, wherein said
(D) Lantern Tridax
25 Lantern tridax was analyzed by TLC using a stationary phase of Silica gel 60 F254

attaching to a TLC plate and a mobile phase solvent containing chloroform : methanol =5 :

1 (v/v). After the application of the sample, the TLC plate was placed into the TLC chamber

which contained the mobile phase solvent with the upper liquid mark not to exceed the

sample application point. The solvent was allowed to migrate up to 9 cm from the sample
30  application point. Then, the TLC plate was taken out of the TLC chamber and air dried.

The dried TLC plate was placed under a UV detector and detected at 366 nm wavelength.
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15 pharmaceutical conposition treats patients with i munol ogi cal disorders.
25. The pharmaceutical conposition according to claim24, wherein said
i mrunol o®i0criv4giivsor ders conpri ses at | east one sel ected frEORUSHBESHGOUP
consisting of allergic rhinitis, allergic conjunctivitis, allergic asthm,
at opi c eAg:ar&lyellavaﬂnidieséemmbi whigh rémedtnedd| 1entenn, tridypeppeagd eythelplabeat and
rheumatoid arthritis. 20 26. A nethod for preparing the pharnaceuti cal
conposi t #poERIREP-30 clai m 3, conprising: grinding Tubes- Pinelliae,
Radi x @ ycyrrhizae, and Herba Tridacis procunbentis to form herbal powders;
boi i ng Tuber Ophi opogonis in water to formthe aqueous extract of Tuber 25
Ophi opogoni s; m xi ng said herbal pdi€AMPM #h sai d agueous extract of Tuber
- Ophi opogoni s to form a herbal . h ording to claim
24, further conpilSEisgl givendp@iong . HLEEATH &
Codonopsitis. powders; 2 2 BEY = ‘ feic€ 30 powders with
“said herbal m xture. 40 WO 02/ 0~7711~ PCT/ USOLl/ ~5131 28. The net hod
accordi ng to Thaeffe@Sof five triditiomad Ciinies¢ herbglr dacdéting fReduirtierei suppression

i folij to f Radi x_Panci. i folii - and,, m.Xi i d
R paftcilereshindueniransaitnala CrtertdSpneiBa B Qe Adngyt Ao oo
accofgli nQxﬁré’ss?dlﬁdfqht%ﬁeulﬁﬁ@rz(giﬂ\),\%&iéjw&%ﬁﬂ@éstiﬁit%d Hdife BAIW/8RUba¢meitized 30. The

met hod according to claim erein said granul at ed herbal mXxture is
encapsul stithdd.P3@Dermarmpiingeides prercsgssimus) péleigent Denp 61 Derrusliepbrgoédas di sor der

Compos! t ParPrRERR Frge okt FRdtad B ffee! AR PABLRRE LR,

accor di ngsthPaké fHablichlin Wéﬁ&@mﬁai d i mmunol ogi cal disorder is one selected
fromthe group consisting of allergic rhinitis, allergic conjunctivitis,

al | ergi ¢ ast hifhg fernopationd of Hes¢ traditiona) §ehingsp deepptions gre shawyrEinsTalde 8me,

t . d toi d t L, ; _ | - .
compt s Tesadiial COHER BlsRe s Bphb G Kivun End T AARER ontianger drug
accor di ngafiént&wah Mrg-related ailments, such as asthma.

Table 8. Formulations of Five Traditional Chinese Herbal Decoctions

@] 4 N

Name of Traditional Chinese Herbal Ingredients
Herbal Decoctions (with weight ratio)
White-Draining Powder licorice (2.25), bark of mulberry root (4.5),

cortex of wolfberry root (4.5), polished round-
grained nonglutinous rice/japonica rice (6).

Little Green-Blue Dragon pinellia (4), ephedra (4), Chinese herbaceous
Decoction peony (4), Chinese wild ginger (1.5), licorice
(4), dried ginger (4), cinnamon twig (4),
schisandra fruit (1.5).

Ophiopogon Decoction ginseng (2), polished round-grained
nonglutinous rice/japonica rice (4), pinellia
(2), Chinese date/jujube (2), licorice (2),

* | ophiopogon (8).
Dryness-Clearing Lung-Rescuing | white mulberry leaf (7.5), ass-hide
Decoction glue/gelatin (2), ginseng (2), gypsum (6.5),

licorice (2.5), ophiopogon (3), apricot
seed/kernel (2), black sesame seeds (2.5),

loquat leaf (2).
Perilla Fruit Qi-Downbearing purple perilla fruit (5), tangerine peel (3),
Decoction pinellia (5), Chinese angelica root (2),

hogfennel root (2), licorice (2), cinnamon bark
(3), magnolia bark (2), fresh ginger rhizome

25



34. A nethod for preparing a pharmaceutical conposition according to claim
11 conprising: extracting Tuber Ophiopogonis in water by decocting; said
wat er exwoa@04ofo4Tuber Ophi opogonis being filtered and coPCENBIIaLSES to form
a condensate of Tuber- Ophiopogonis; 20 extracting Tuber Pinelliae in water
by decoq:tl ng, sal d wat er extract](gj C'Ellm&dﬂb@@hb‘t @9. being fil tere}:d and
concentrated—to fornmra condensate of Tubér Pinelliae; sald condensate of
Tuber- Pinelliae being granul ated by spray-drying; extracting Radi X

A ycyr r hEzgmeinentaldeaignby decocting; said water extract of Radix

G ycyrrhizae bei ng f||2=§£§d 3 dc ncentrated to forma condensate of Radix
A ycyrr hiAhae; B Radi x @ ycyrrhizae being granul ated by
- spray-drying; Iﬁﬁ%ﬁ%ﬁl‘n%{gf &R RA (Y dHde€ Lridli Mt TR Fbinfulatibrl (610 froln SundEen

refl uxing; sai ridacis procunbentis being filtered and concentrated

to fof m ScicBhatenCate, Ghipkle Thiavam) M&aﬁ:qur\wﬁuh%hltqférw@él&ﬁ) %H%Fé'r@]é% andyf

" Herba Tridacis curnbenti i ranyl at ed i ng
the g antPBSEBHeRBRRORHENITGaS: R yeyrr s Re st Timite T
QUi nquert gy avﬂatﬁ%é%aadﬁéd fPGk hoRoREHIO RN Brir tﬁsﬁnalhe)lmedewm; anithe Tuber

Ophi opogoni's oget er to formm xed granules. 41 VWO 02/ U~77( 1~

PCT/ USUL findlscb3Ce185iti0TRE mgmitoBaeltmonst negeivesl @ ﬂ@ﬁl{ﬁeszo g\méiw(émg@éﬂf grapPEohol

tract of terba Trida 36. Th
et hod adiargorpetfa amaicT Hraraeh tky U AT BB 0 bl 0T i

condgpsayg) of AliiR@ls- Pinelliae, Radix Qycyrrhizae, and Herba Tridacis
procunbentis before granulation. 37. The method accordlgggto cl al t‘f‘f’?‘ﬁ]i

wher ei n sai d eE@maiﬂB LB/%IW%eélbﬁ'i“@ﬁn 4394 oHeska MR AbtE
34, furth b
decoct! nguimaPiRRERE e a6l SRCHR A TRt MBS %ng‘"r?ggé? R e

and conc%gﬁjlﬁgtgged@rEm;@eﬁmaﬁkensat e of Radi x Panci s QJl nquefolii; said
condensat e of Radl X Panci s Qu nquefolii being ranul t -_ -dryl ng;
and mi Xi r(@)-sal leygemBbemS (Dermagipphagiiespteronysst N 2 A aflon Ty o

granyles pﬁtﬁg ’Eﬂlg&?ﬂ%&r lé‘sk %%%gﬂﬂ%ﬁsmﬁlsfe%e%mgt@m of

sai d éondensat ber |op goni s bout 20-30% by wei ght of
sai d Tubesi. Gpbingile@taiweight cfahd fhsmanretetn ms ahauti4ZkRd érrhs@tr@temrwaﬁamﬁpdber -

Pinelliae is about 15-25% by wei f sa ber Rinellia t ent
of said dorgleladiens-eaniugsicd %Eﬂsﬁ%é‘i? RER ilgg%qg Ofltge%%p
sai d Radi “Fafé@éleateda tlg e EenRsRta Of Eaind;IRadl X
Panci s Qﬁnquef sﬁtﬁ\}elzlg‘acg (%E%}HZ% 30% by we ilgﬁc?‘mog sai d ‘Radi x Iggnm S
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(D) Animal Sensitization
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Effects of Individual Herbs in the STA-31, STA-32, STA-33, STA-34, ST4-35,
and STA-36 on Allereen-Induced IgG, IgE, and IL-4 In Mice

10 The effects of individual herb, including ophiopogon, pinellia, raw licorice, and tang-
shen, and the STA-36 on allergen-induced IgG, IgE, and IL-4 were investigated using
BALN/c mice sensitized with D.P. allergen “Der p 5”. The experimental designs of this
example were the same as those described in Example 5 (supra).

Results:

15 The IgG levels in mice serum after challenged by allergen Der p 5 and then treated
by ophiopogon, tang-shen, pinellia, and raw licorice are shown in Figure 8. The results
indicated that the IgG levels were not significantly different between ophiopogon, tang-shen
and pinellia treatment and placebo. The IgG level after raw licorice treatment was
significantly lower than that of placebo treatment.

20 However, as shown in Figure 9, the IgE levels in mice serum after challenged by Der
p 5 and then treated by ophiopogon, tang-shen, and the STA-36 composition were
significantly lower than that of the placebo. In fact, after treatment with the STA-36
composition, the level of IgE was reduced by more than 2.5 times. The IgE levels after
treatment of pinellia and raw licorice were insignificantly different from that of the placebo

25  treatment. )

As shown in Figure 10, the expressions of IL-4 gene (measured by RT-PCR and
expressed as IL-4/HPRT ratio) in mice splenocytes afier challenged by Der p 5 and then
treated by ophiopogon, tang-shen, pinellia, and raw licorice, respectively, were not
significantly different from that of the placebo. However, the expression of IL-4 gene ratio)

30  after treatment of STA-36 was significantly lower than that of the placebo, indicating that
the STA-36 could down-regulate the expression of IL-4 gene.

EXAMPLE 6
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5 sensitized with D.P. (Dermatophagoides pteronyssimus) allergen “Derp 5.

Dermatophagoides pteronyssimus is the house dust mite which acts as an antigen and
produces an allergic asthmatic reaction in atopic person.
Experimental Design.:
(A)  Animals
10 Female BALB/c mice aged between 4 and 6 weeks and weighed about 20 g were

obtained from the National Animal-breeding Center, Republic of China and used in the
studies. Mice were age- and sex- matched for each experiment.

(B).  Allergen Derp5 (Dermatophagoidespteronyssinus group 5 allergen) Purification

15 pGEX-2T plasmid was used to express Der p 5-glutathion S-transferase (GST) in E.
coli. The molecular weight of the fusion protein was about 42 kD. The protein was purified
by glutathione-conjugated agarose gel column chromatography. A single colony of the Der
p 5-GST positive-bacterial strain was selected by growing the transfected E. coli on LB
broth containing Ampicillin (100 pg/ml). The Der p 5-GST positive E. coli colony was

20  further cultured to produce substantial amount of Der p 5-GST. Then, the bacterial culture
was collected and centrifuged. The supernatant was discarded, and the pellet was washed
with TBS (pH 7.5) and collected in a centrifuge tube. Immediately following the TBS wash,
0.1 M phenylmethylsulfonyl fluoride was added to the pellet, followed by the addition of
DNase I, Tween 20, and lysozyme. The pellet was lyzed by the freeze-and-thaw process to

25  release Der p 5 + GST protein. Subsequently, EDTA was added to the cell lysate, which
was then centrifuged. The pellet was discarded, and the supematant was poured onfo a
glutathione-conjugated agarose gel adsorption column where Der p 5-GST protein was
adsorbed onto the column. The column was washed first by TBS buffer solution at 4°C, and
then by reduced glutathione in Tris-base (pH 8.0) to separate the Der p 5-GST from the

30  agarose gel column. The purity of the Der p 5-GST protein was confirmed by SDS-PAGE.
The quantity of the protein was measured by conventional protein analytical methods.

(C)  Animal Sensitization

30
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Der p 5. Forty eight (48) hours after the second booster injection, mice were placed in a
round plastic container where the mice were further challenged by 0.1% Der p 5 spray.

Several hours after the challenge, the mouse was anaesthetized using 100 mg/ml

10  phenobarbital. Blood was collected from the tail vein or heart. The blood was allowed to sit
at room temperature for 1 hour and then centrifuged at 1000 rpm for about 10 minutes to
collect serum, which was stored at -80°C for ELISA (see below) analysis of IgE and IgG2a.
The fluid collected from washing the pulmonary alveoli was centrifuged at 1000 rpm for 10
minutes. The supernatant of the fluid was used for analysis of cytokine, interleukin-4 (IL-4)

15  and interferon-y (IFN-y). The pellet of the fluid (containing the cells) were re-dissociated
using PBS and proceed with cytospin count for inflammatory cells.

(D)  ELISA Determination of Der p 5-specific IgG and IgE

The amount of Der p 5-specific IgG and IgE were determined by Enzyme Linked
Immunosorbent Assay (ELISA). High protein high binding microwell plates (Costar, No.
20 3590) were coated with 100 ¢l (10 mg/ml) purified Der p 5 diluted in coating buffer (PBS
solution containing 3% BSA, pH 7.4) to a concentration of 5 pig/ml. After overnight
incubation at 4°C, plates were washed three times in PBS solution (pH 7.4) containing
0.05% Tween 20 and blocked with 3% (wt/vol) BSA-PBS buffer for 2 hr at 25°C.
Sera were used at 1:100 dilution for IgG measurement and 1:10 dilution for IgE
25  measurement in duplicate. After overnight incubation at 4°C, either biotin-conjugated
monoclonal rat anti-mouse IgE mAb (PharMinge 02122D), or rat anti-mouse IgG mAb
(PharMinge, 02022D) diluted in 0.05% gelatin buffer, was added for an additional 2 hours.
Avidin-alkaline phosphatase (1:1000) (Strptavidin-AP, PharMinge 13043E) was then added
and incubated for 1 hour at 25°C, followed by six (6) washes. The color reaction was
30  developed with the addition of phosphatase substrate p-nitrophenyl phosphate, disodium
(pNPP alkaline phosphatase substrate, Sigma N-2770). Plates were read in a microplate
autoreader (ELISA reader, Dynex MRX) at 405 nm. Readings were referenced to
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Recorder BR800, the signal was amplified and converted into volume of breath and
25  transpulmonary pressure to calculate the trachea pressure. During the experiment, a needle
was maintained at the tail vein to provide for acetylcholine (Ach) injection so as to induce

change in trachea pressure.

4, Statistics.

All of the data contained in the experiments were calculated as "mean + SEM."
30  Trachea resistance change induced by acetylcholine after converted to PC 100 was measured

as pg/kg. Ig E and Ig G,. measurement were shown based upon value of optical absorption.
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Before necropsy 0/10 0/10 0/10
(Day 28)
Clinical signs 0/10 0/10 0/10
10 Table 11. Gross Necropsy After Intake of STA-36 and STA-4
2 % Tween-80 STA-36 STA-4
Aqueous Solution ‘
Dose (mg/kg/day) 5000 5000
Sex Male Male Male
Number of mice 10 10 10
Organs abnormal 0/10 0/10 0/10
The results of Tables 9-11 demonstrated that both STA-36 and STA-4 showed no
sign of sub-acute toxicity in the study.
Having described the invention in detail and by reference to the preferred
15  embodiments it will be apparent to those skilled in the art that modifications and variations

are possible without departing from the scope of the invention as defined in the following

appended claims.
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20 6. The pharmaceutical composition according to claim 2, wherein said Radix
Codonopsitis is in powder form.
7. The pharmaceutical composition according to claim 5, wherein said Tuber
Ophiopogonis, said Tuber Pinelliae, said Radix Glycyrrhizae, Herba Tridacis procumbentis,
and said Radix Codonopsitis are at a weight ratio ofabout3:2:1:1: 1.
25 8. The pharmaceutical composition according to claim 2, further comprising an
effective amount of Radix Pancis Quinquefolii.
9. The pharmaceutical composition according to claim 8, wherein said herb is
said Radix Pancis Quinquefolii is in powder form.
10.  The pharmaceutical composition according to claim 8, wherein said Tuber
30  Ophiopogonis, said Tuber Pinelliae, said Radix Glycyrrhizae, said Herba Tridacis

procumbentis, and said Radix Pancis Quinquefolii are at a weight ratioof3:2:1:1: L.
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15 14.  The pharmaceutical composition according to claim 13, wherein an excipient
is added to each of said condensates of Tuber Pinelliae, Radix Glycyrrhizae, Herba Tridacis
procumbentis, and Radix Pancis Quinquefolii before granulation.
15. The pharmaceutical composition according to claim 14, wherein said
excipient is corn starch.
20 16.  The pharmaceutical composition of claim 11, wherein said aqueous extract of
Tuber Ophiopogonis is a water extract of Tuber Ophiopogonis.
17.  The pharmaceutical composition of claim 11, wherein said aqueous extract of
Tuber Pinelliae is a water extract of Tuber Pinelliae.
18.  The pharmaceutical composition of claim 11, wherein said aqueous extract of
25  Radix Glycyrrhizae is a water extract of Radix Glycyrrhizae.
19.  The pharmaceutical composition of claim 11, wherein said aqueous extract of
Herba Tridacis procumbentis is an alcohol extract of Herba Tridacis procumbentis.
20. The pharmaceutical composition of claim 19, wherein said alcohol extract of
Herba Tridacis procumbentis is a 50% alcohol extract.

30 21.  The pharmaceutical composition of claim 11, wherein said aqueous extract of

Radix Pancis Quinquefolii is water extract of Radix Pancis Quinquefolii.
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10 granules of Tuber Pinelliae is about 10-20% by weight of Tuber Pinelliae, said granules of
Radix Glycyrrhizae about 2-10% of Radix Glycyrrhizae, said granules of Radix Pancis
Quinquefolii is about 5-15% by weight of Radix Pancis Quinquefolii, and said granules of
Herba Tridacis procumbentis is about 9-15% by weight of Herba Tridacis procumbentis.

24, The pharmaceutical composition according to claim 1, wherein said

15  pharmaceutical composition treats patients with immunological disorders.

25.  The pharmaceutical composition according to claim 24, wherein said
immunological disorders comprises at least one selected from the group consisting of
allergic rhinitis, allergic conjunctivitis, allergic asthma, atopic eczema, atopic dermatitis,
food allergy, hyper IgE syndrome, and rheumatoid arthritis.

20 26. A method for preparing the pharmaceutical composition according to claim 3,
comprising:

grinding Tuber Pinelliae, Radix Glycyrrhizae, and Herba Tridacis procumbentis to
form herbal powders;

boiling Tuber Ophiopogonis in water to form the aqueous extract of Tuber

25  Ophiopogonis,

mixing said herbal powders with said aqueous extract of Tuber Ophiopogonis to
form a herbal mixture. ,

27.  The method according to claim 26, further comprising grinding Radix
Codonopsitis to form Radix Codonopsitis.powders; and mixing said Radix Codonopsitis

30  powders with said herbal mixture.
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weight of said Radix Glycyrrhiza; a solid content of said condensate of said Radix Pancis
Quinquefolii is about 20-30% by weight of said Radix Pancis Quinquefolii; and a solid
content of said condensate of said Herba Tridacis procumbentis is about 5-10% by weight of
said Herba Tridacis procumbentis.

40.  The method according to claim 34, wherein said granules of Tuber Pinelliae is
about 10-20% by weight of said Tuber Pinelliae, said granules of said Radix Glycyrrhizae
about 2-10% of said Radix Glycyrrhizae, said granules of said Radix Pancis Quinquefolii is
about 5-15% by weight of said Radix Pancis Quinquefolii, and said granules of said Herba
Tridacis procumbentis is about 9-15% by weight of said Herba Tridacis procumbentis.

41.  The method according to claim 34, wherein each of said condensate is
condensed by decompressed condensation at a temperature of about 55°C and a vacuum of
about 30 torr.

42.  The method according to claim 34, wherein each of said condensate is spray-
dried at an inlet temperature of about 105°C and an outlet temperature of aboﬁt 76-77°C.

43. A method of treating patients with immunological disorder comprising:
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administering an efficient amount of the pharmaceutical composition according to

claim 11 to said patients.

44.  The method according to claim 43, wherein said immunological disorder is
one selected from the group consisting of allergic rhinitis, allergic conjunctivitis, allergic
asthma, atopic dermatitis, food allergy, hyper IgE syndrome, atopic eczema, and rheumatoid
arthritis.

45.  An immunological disorder drug comprising an effective amount of the

pharmaceutical composition according to claim 11.
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