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REACTI ONS FI ELD OF THE I NVENTION 5 The present invention relates generally
to a conposition for the treatnent or prophylaxis of allergic and

i nfl ammatory reactions such as but not limted to Type | hypersensitivity
reactions in manmals. Mre particularly, the present invention is directed
"to conpositions conprising herbs or extracts of herbs or botanical or
horti cul tural equivalents of the herbs or chem cal or functional

equi val ents of the herbal extracts useful in the treatnment or prophylaxis
of allergic 10 and inflammatory reactions such as but not limted to
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chem cal pegpHhune i aNvERERION! ent. 15 BACKGROUND OF THE | NVENTI ON Al l ergic
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hayfever. The nost common form of hayfever-res om exposure to pollen.
The al | emgirmals and in particular Type I hypersensitivity disorders and even more particularly

respiratory disorders by the administration of a herbal composition or its chemical or functional
equivalent.

15
BACKGROUND OF THE INVENTION

Allergic and inflammatory reactions in mammals are responsible for conditions which range
from minor discomfort to death. The latter is particularly the case following, for example, a
20 compromised respiratory system resulting from an allergic reaction in the nasal or bronchial

passages.

An example of 2 less severe allergic reaction in the respiratory system is allergic rhinitis.
Allergic rhinitis generally occurs when a sensitized individual is re-exposed to a foreign
25 substance or allergen. The first exposure by the individual generates aIlergen—speciﬁc-: antibodies
and, in particular, IgE antibodies. This process is generally facilitated by the production of IL-4
by helper T cells. The IgE antibodies bind to mast cells via the Fce R1 receptor. Once sufficient
IgE antibodies are present on the surface of mast cells, exposure to the same allergen induces
mast-cell activation and acute allergic reaction. The specific result is allergic rhinitis or
30 hayfever. The most common form of hayfever results from exposure to pollen. The allergic

reaction is not so much from pollen per se but from allergenic proteins present in the pollen.



reaction is not so nuch from pollen per se but from all ergeni g $priateizns

present in the pollen. 29SE0 UU -2 Mast cells carrying surface

al l ergen-specific IgE nol ecul es rel ease inflanmatory nedi ators once the

| gE anti bodi es are cross-linked by the allergens. The inflanmmtory

medi ators are contained 1in secretary granules. Antigen cross-linking of

bound I gE anti bodies triggers rapid local inflamation and eventually the

synptonms of hayfever and asthma. 5 One of the inflamatory nediators is

hi stam ne. Al though there is no knownh. cure for allergic rhinitis,

synpt omat i c- based t herapi es have been devel oped which include the

adm nistration of anti-histamnes to reduce the inflamatory effects of
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Her bal formyl ati.ons have heen_previously described in the literature in the
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col | eagues, Journal of Traditional Chinese Medicine 2: 135-140, 1998

describe the use of a m xture of herbs including Radi x Aconiti, RadiXx
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philosophical theory in etiology pathology, diagnosis, pharmacology and therapeutics. Many

concepts surrounding TCM have particular relevance to Western medicine such as viewing parts
15 of'the body as an organic whole, considering inter-relations and influences between organs and

being aware of relevant adaptation of the human body to the natural environment.

There are two major principles in the utilization of herbs in the management of diseases: -
individualized treatment and the use of herbal formulations,

20
Herbal formulations have been previously described in the literature in the treatment of
respiratory disorders. For example, Shen Ziyin and colleagues, Journal of Traditional Chinese
Medicine 2: 135-140, 1998 describe the use of a mixture of herbs including Radix Aconiti, Radix
Rehmanniae Praeparata, Rhizoma, Dioscoreae, Fructus Corni, Herba Eistanchis, Herba

25 Epimedii, Fructus Psoraleae, Semen Cuscutae and Pericarpium Citri Reticulatae. These herbs
were selected to restore Kidney-yang in a treatment known as Kidney Reinforcement Regimen
(KRR). It was proposed that the KRR induced by the administration of the above mixture of
herbs strengthened the function of the hypothalamus-pituitary-adrenocortical axis and this
modulated immunological function in the treatment of seasonal asthma.

30

Another herbal formulation is referred to as the "Wen Yang Pill" and was described by Shen



(KRR). It was proposed that the KRR i nduced by the adninistrai@o@{pfzﬁﬁe
above m xture of herbs strengthened the function of the

hypot hal anus- pi tui tary-adrenocortical axis and this nodul ated

i mmunol ogi cal function in the treatnment of seasonal asthma 30 Anot her
herbal formulation is referred to as the "Wen Yang Pill" and was descri bed
by Shen 2 9 E P 2003 -3 Ziyin and col |l eagues at the 4th International
Congress of Oriental Medicine, Kyoto, Japan in 1985. The Wn Yang Pil
conprises the herbs Radi x Aconiti, -Radi x Rehmanni ae, Radi x D oscoreae
opposi tae, Herba Epinedii, Semen Psorael eae and Senen cuscuatae. 5 However,
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or treatment of an 25 allergic anmmt Ory r esponse.
formulation of the present invention is particularly vseful in the treatment or prophylaxis of

Type I hypersensitivity reactions such as but not limited to IgE-based respiratory disorders.
15 SUMMARY OF THE INVENTION

Throughout this specification and the claims which follow, unless the context requires
otherwise, the word "comprise”, and variations such as "comprises” and "comprising”, will be
understood to imply the incluston of a stated integer or step or group of integers or steps but not

\ 20 the exclusion of any other integer or step or group of integers or steps.

One aspect of the present invention provides a composition comprising herbs or an extract of
herbs or botanical or horticultural equivalents of herbs or chemical or functional equivalents of
the herbal extract wherein satd composition is effective in the prophylaxis or treatment of an

25 allergic or inflammatory response.

Another aspect of the present invention is directed to a composition comprising herbs or an
extract of herbs or botanical or horticultural equivalents of herbs or chemical or functional
equivalents of the herbal extract wherein said composition is effective in the prophylaxis or

30 treatment of an allergic or inflammatory response as determined by a placebo-controlled trial.



Anot her aspect of the present invention is directed to a conpogi.ti.on
conprising herbs or an extract of herbs or botanical or horti dlﬁaPaEmB
equi val ents of herbs or chem cal or functional equivalents of the herbal
extract wherein said conposition is effective in the prophylaxis or 30
treatnent of an allergic or inflamatory response as determ ned by a
pl acebo-controlled trial. 4 A further aspect of the present invention
conprises a conposition conprising herbs or an extract of herbs or
botani cal or horticultural equivalents of herbs of chem cal or functional
equi val ents of the herbal extract wherein said conposition is effective in
the prophylaxis or treatnment of an allergic or inflammtory response and
wher ei n sai.d. .herbs i he conposition are 5 selected to: (i) .keep airways
opens (i 1§ ST gorst & bR arSRTBRT b CaR s S oGk AR RS e ¢ e
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of the heclctedta:act wherein said conposition is effective in the
prophylaxis or treatment of an allergic or inflammtory response and
wherein said herbs in the conposition are selected fromfirst, second,
third, fqgrthkgagﬂgﬁﬁggpgﬁoups of herbs wherein the first groups
conpri ses: Mhuang, i zhi, Cangerzi, Xinyi, Bohe, Xixin, X ngren, Chaihu,
Yi nxi ngyéil) Baiinvigoratp theRplegh embdigestioe sytond group conpri ses: Bai zhu,
chany . R 5o e T 0o B USRI S esb RO Rl L L0 0r e
Xi anmat) (ivie felithidake igflommatanypid ses: Huangqgi n, Winei %ﬂd xwmeizi;llthe )
fifth grqoup conprises: Taoren, Chuanxiong, Danpi and i shao. Sti anot her
aspect of(‘%t he PRTete flood pigauiation and srmpeyisdlerdssasis. conposi ti on conprising five
or 25 nore herbs or extracts thereof or botanical or horticultural

equi val ents of the herbs or chem cal

q Yet another aspect of the present invention is directed to a composition comprising herbs or an

extract of herbs of botanical or horticultural equivalents of herbs or chemical of functional
15 equivalents of the herb extract wherein said composition is effective in the prophylaxis or
treatment of an allergic or inflammatory response and wherein said herbs in the composition are
selected from first, second, third, fourth and fifth groups of herbs wherein the first groups
comprises: Mahuang, Guizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaihu, Yinxingye, Baizi
and Fangfeng; the second group comprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao,
20 Huanggqi and Huangjing; the third group comprises: Tusizi, Roucongrong, Fuzi, Yinyanghuo,
Buguzhi, Dihuang and Xianmao; the fourth group comprises: Huanggqin, Wumei and Wuweizi;

the fifth group comprises: Taoren, Chuanxiong, Danpi and Chishao.

Still another aspect of the present invention contemplates a composition comprising tive or
25 more herbs or extracts thereof or botanical or horticultural equivalents of the herbs or chemical
or functional equivalents of the herbal extracts, said herbs selected from the list comprising at
least one from five groups of herbs wherein the first group comprises: Mahuang, Guizhi,
Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaihu, Yinxingye, Baizi and Fangfeng; the second
group comprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao, Huanggi and Huangjing; the
30 third group comprises: Tusizi, Roucongrong, Fuzi, Yinyanghuo, Buguzhi, Dihuang and

Xianmao; the fourth group comprises: Huangqin, Wumei and Wuweizi; the fifth group



or functional equivalents of the herbal extracts, said herbswgglgﬁged_from
the list conprising at |east one fromfive groups of herbs rekh 2048
first group conprises: Mahuang, Quizhi, Cangerzi, Xinyi, Bohe, Xixin,

Xi ngren, Chai hu, Yinxingye, Baizi and Fangfeng; the second group
conprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao, Huangqi and Huangji ng;
the 30 third group conprises: Tusizi, Roucongrong, Fuzi, Yinyanghuo,
Buguzhi, Di huang and Xi annao; the fourth group conprises: Huangqi n, Wirnei
and Wiwei zi; the fifth group 2 9 SE P ?003 5 conprises: Taoren, Chuanxiong,
Danpi and Chi shao. Even still anothéﬁ'aspect of the present invention

provi des a conposition conprises five or nore herbs or extracts of five or
nmore herbs selected fromthe list conprising: 5 the rhizonme of Rehmanni a
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Chi nensi s Bgill VWme}%i; t he ﬁnbigﬁ 10 fruiit _of Prunus Mune Sieb w thout
seed, WIS PETRCYPE 1Y A aRte Berbs saleciedryam fhedist copSE®:  Fangfeng: t he
root of sAngel cae Dahuricae, Baizi; the root of Astragal us Menbranaceus,
Huangi , wherein the conposition conprises at |east one kidney-tonifying
herb or atheeahwpme of Relyoerod Grtirosa Libesst Didnwengiehd rant cdifcenelimae tBatdaémésof f or

respirato ! .S. » 15, Anot her, aspect qf.,.the sent, i nventi.o
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reaction }e.g. | gE-based al |l ergi¢c reaction) and |n_pa{t|cuTar_a respiratory

di sorder {¥rdle olia, Bypuphyehe, buit ebdefisasdnaC hivensisi Bailbr Wy the pednd ve

amount 19 51:06r BAMROMHL 9135 A5thDRsEd i ' Tabibl nder

condi tions 1suffi cient to treat gré%?g{/ngeﬁl’ﬁh%%?’ggg %%gg%'{r%l%?)&%“% g?ﬁmt ory

reacti on. FaBRfcHE; DESOR ¢TTHG/@F Dithr B« JHRES the root of Astragalus Membranaceus,
Huanqi, wherein the composition comprises at least one kidney-tonifying herb or an extract

thereof and at least one herb or an extract thereof for respiratory disorders.

15 Another aspect of the present invention contemplates a method for the treatment or prophylaxis
of an allergic or inflammatery reaction such as but not limited to a Type I hypersensitivity
reaction (e.g. IgE-based allergic reaction) and in particular a respiratory disorder in a mammal,
said method comprising administering an effective amount of the composition as hereinbefore
described for a time and under conditions sufficient to treat or prevent said allergic or

{ /) 20 inflammatory reaction.

BRIEF DESCRIPTION OF THE FIGURES
Figure 1 is a graphical representation comparing the ixhysician‘s assessment of patients having
25 placebo (0J) and herbal composition (Traditional Chinese Medicine [TCM]; M). The

improvement following treatment was rated as being marked, moderate, slight or no relief.

Figure 2 is a graphical representation showing visual analogue assessment of herbal (TCM)
patients (M) exhibiting significant improvement of the five ma;or symptoms of allergic rhinitis,
30 i.e. sneezing, runny nose, itchy nose, blocked nose and itchy eyes, compared to placebo patients

©D.



Figure 1 is a graphical representation conparing the physici an'df agﬁgs%‘ﬁ%nt
of patients having 25 placebo (El) and herbal conposition (Tra |tgi I

Chi nese Medicine [TCM; ”). The inprovenent follow ng treatnent was rated
as being marked, noderate, slight or no relief. Figure 2 is a graphical
representati on show ng vi sual anal ogue assessnment of herbal (TCM patients
(j) exhibiting significant inprovenent of the five ma.; or synptons of
allergic rhinitis, 30 i.e. sneezing, runny nose, itchy nose, blocked nose
and itchy eyes, conpared to placebo_gatients (0). 2 9 SEP 2003 -6 Figure 3
is a graphical representation of the results of a quality of life
questionnaire conpiled by the patients of the clinical trial on various
synpt ons Rgural3lies Sfaghicirirkd : P .0 l.acebo gr.oup. 5 Figure
4is a gI‘R;%hi cal ?ﬂeﬁr eseﬁ%rgéfc?tgﬁg%%ﬂth Eg&/lrJ lgs{sul Qality °§9‘|8]‘33‘§ els'tf‘%?g%lfe ‘th?péled
quest i onRYitheePatignithot theclinigalriab ms viriius gyrgptomp eflalid: ik shifliéh! B DO grbup; Bl acebo
group. F'?glgggos glﬂjto 5e are graphical representations of synptomdiary
scores as de mned by patients having TCM (- ~-) or placebo (- 0 -). 10
a, itchy nose; b, sneezing; c, rhinorrhea; d, itchy eyes; and e, nasal
congestion. Figure 6A is a graphic representation of Chinese herbal

medi ci me N A4S HERpipy repesentasian of e rewits hy qhaine of o deestiabiaircSviHABE0
confiden Lk 4SS ), i Fi e.6B is a graphical representation of
Chi nese E}ir? tgilgk%%ﬁ%ﬁg%e?&g% 3‘6‘%3%13#%%? FE4Pnent of hay fever odds
ratio's (95% confidence limts): itchy nose. Figure 6Cis a graphical
representati on. OE{{ ?hi nese herbal nedicine versus (EI acebo for treatnent of
hay fever 3Gttt PHaE grausal Jrarreatidiens pheymantomdismycoetesas det@@nifédgby e 6D
IS a grapiieaglhavigprresgnt @y ligaese herbal nedicine versus placebo for
treat ms\ntﬁki?l of haygf eve?‘g1 d& é%{e%&g ﬁ?é% confidence limts): itchy, watery,
red ey8s? irhynese: B sneezingy raphiodika;id pelosgmt;aint eNnahl dohpaase her bal nedi ci ne
versus placebo for treatnent

Figure 6A is a graphic representation of Chinese herbal medicine versus placebo for treatment

of hay fever odds ratio's (95% confidence limits): sneezing.

15 Figure 6B is a graphical representation of Chinese herbal medicine versus placebo for treatment

of hay fever odds ratio’s (95% confidence ltmits): itchy nose.

Figure 6C is a graphical representation of Chinese herbal medicine versus placebo for treatment

of hay fever odds ratio's (95% confidence limits); rhinorrhea.
20

Figure 6D is a graphical representation of Chinese herbal medicine versus placebo for freatment

of hay fever odd ratio's (95% confidence limits): itchy, watery, red eyes.

Figure 61 15 a graphical representation of Chinese herbal medicine versus placebo for treatment

25 of hay fever odds ratio's (95% confidence limits): nasal congestion.
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SEP 2003 -7 DETAI LED DESCRI PTI ON OF THE PREFERRED EMBODI MENTS The present
invention is predicated in part on the identification of a conbination of
herbs or an extract of herbs which is effective in the prophylaxis or
treatnment of allergic and inflammatory 5 reactions in mammals. In one
enbodi nent, the allergic and inflammatory reaction is a Type |
hypersensitivity reaction. The term"Type | hypersensitivity reaction"” is
used in its broadest sense to include7allergic 10 rhinitis (hayfever),
bronchi al asthma, system c anaphyl axis, wheal -and-flare and food allergy or
ot her |1 gE-based allergic reactions. The preferred Type | hypersensitivity

reacti on DETAIRRED DOSCRWIION OF THEFHEFERRED EMBOMENTIE- based
respiratory disorder such as but not Ilimted to allergic rhinitis (hay

fever) and bronchial asthma. 15 Accordingly, one aspect of the present

i nvention § Wi QR .5l s . . extr f_herbs
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f unct i onakxtragtefihediseritich skeffedtive irethb rophylaka ot tredwaee ofalkaiidamidnflasinkiogn i S
effectiﬁe in.the 8%%%? | axis or treatnment of an allergic or inflamuatory
responsée. 361 &} %’?‘ the allergic or inflammatory response is a Type |
hypersensitivity reaction. Preferably, the Type | hypersensitivity reaction
results in allergic rhinitis or bronchial asthma. The terns "treatnment" and
" pr ophy| al are embpdimept, thejalietgircnd iflanghadtery ircactions o Tymsyliypaysensitvity twactiol5
prevention of synptons or the inhibition of conditions resulting in the
synptonms. The conposition of the present invention is conveniently shown to

be ef f ect Theterm "Typt dtgpasensitivity eddefich' isivadd BUGIHréEeR EnsB @S idchifieta@ergic0 a
‘randoni§eg{.do&gLﬁ-biind, pl acebo-control |l ed,  parallel-grouped clinica
trial. Borlubsinayieyen), brapchyah asthma,systemis anaplaylasis wdbeal-apdrflareand foedsaligravect ed

to a conp@sbinkO TeteBARG! AleRlc Tesbtiohd. Hi braferred Type 1 hypersensitivity reaction in

accordance with the present invention is an IgE-based respiratory disorder such as but not

limited to allergic rhinitis (hay fever) and bronchial asthma.

15 Accordingly, one aspect of the present invention provides a composition comprising herbs or
an extract of herbs or botanical or horticultural equivalents of herbs or chemical or functional
equivalents of the herbal extract wherein said composition is effective in the prophylaxis or
treatment of an allergic or inflammatory response.

20 Preferably, the allergic or inflammatory response is a Type I hypersensitivity reaction.
Preferably, the Type I hypersensitivity reaction results in allergic rhinitis or bronchial asthma.

The terms "treatment” and "prophylaxis” generally include the alleviation of symptoms or the

25 prevention of symptoms or the inhibition of conditions resulting in the symptoms.

The composition of the present invention is conveniently shown to be effective in a placebo-
controlled trial such as but not limited to a randomized, double-blind, placebo-controlled,
parallel-grouped clinical trial.

30

Accordingly, another aspect of the present invention is directed to a composition comprising



8 herbs or an extract of herbs or botanical or horticultural e&;ival ent s of
herbs or chem cal or functional equivalents of the herbal ext tSithelf8s n
said conposition is effective in the prophylaxis or treatnment of an
allergic or inflammatory response as determ ned by a placebo- controlled
trial. 5 The preferred herbs in the formulation of the present invention
are those selected to: (i) keep the airways open; (ii) invigorate the

spl een and digestive system 10 (iii) reinforce the kidney and function of
the urinary and reproductive systemg.(iv) elimnate inflammuation; and (v)
pronote bl ood circulation and renove bl ood stasis. Herbs are preferably

sel ected on the basis of each of the above five principles. Herbs useful
for 15 f i MelaIE e qList.ed: ' ;

i Tuays oo B anS dFne®y 8 BAELRL 8Fnicult EIEhAN b of BRI i g
of Cassi duGitivnalnequivaler@a el érezhertifh eexfraaii wheodin Xaidt dvimpsiBobiis ietfactivé mythe The

fl ower of olia Liliflora ,Bohe T | eaf of Field Mnt. Xixin The root of
nsar am SIS oF seagpant T abits it rmEon i ptE st R ah &Y P ales

Bupl eur urgoGhbinanisgl. Yi nxi ngye The | eaf of G nkgo Bil oba Bai zi The root of
Angel case Dahuricae Fangfeng The root of Ledebouriella Divaricata 30

The preferred herbs in the formulation of the present invention are those selected to:

(1) keep the airways open;
(ii)  invigorate the spleen and digestive system;

10 (iii)  reinforce the kidney and function of the urinary and reproductive system;
(iv)  eliminate inflammation; and

(v)  promote blood circulation and remove blood stasis.

Herbs are preferably selected on the basis of each of the above five principles. Herbs usefui for

15 each of these five principles are listed below:
(1) keep the airways open:
Mahuang The herb of Ephedra Sinica

20 Guizhi The tender twig of Cassia Cinnamomum

Cangerzi The fruit of Xanthium Sibiricum

Xinyi The flower of Magnolia Liliflora
Bohe The leaf of Field Mint
Xixin - The root of 4sarum Sieboldii
25 Xingren The kernel of Apricot
Chaihun The root of Bupleurum Chinense

Yinxingye  The leaf of Ginkgo Biloba
Baizi The root of Angelcae Dahuricae

Fangfeng The root of Ledebouriella Divaricata
30



2 9 SEP 2003 9 (ii) invigorate the spleen and digestive systar 33& zmi3 The
rhi zome of Atractyl odes Macrocephal a Shanyao The rhi zone of Dioscorea
Qpposita 5 Dangshen The root of Codonopsis Pilosula ODazao The fruit of

Zi zphus Juj uba (Chi nese date) Gancao The root of G ycyrrhiza Ural ensis
Huangqi The root of Astragal us Menbranaceus Huangjing The rhi zone of

‘Pol ygonat um Si biricum reinforce the kidney and function of urinary and
reproductive system (iii)Tusizi The seed of Cuscuta Chinensis Roucongrong
The stem of Cistanche Sal sa Fuzi The,root of Aconiti Praceparata Yinyanghuo
The | eaf of Epinedi um Sagittatum 15'B%|guzhi The ripe fruit of Psoral ea
Corylifolia D buang The rhizome of Rehmannia 3 utinosa Xi anmao The rhi zone
of Curculéié. o O chi o'%%gs io %i \g{%iel imnate the inflammtion: Huanggin The
root of St el THEPRBET PAFBAPS CHEHRCPREnri pe fruit of Prunus Mine without
seed 25Wiwei zi The fruit of Schi sandra Chinensis (v)pronote the bl ood
circulation and renove the bl ood stasis:

Baizhu The rhizome of Atractylodes Macrocephala
Shanyao The rhizome of Dioscorea Opﬁosita

5 Dangshen The root of Codonopsis Pilosula
Dazao The fruit of Zizphus Jujuba (Chinese date)
Gancao The root of Glycyrrhiza Uralensis
Huangqt The root of Astragalus Membranaceus

Huangjing  The rhizome of Polygonatum Sibiricum
10

(111)  reinforce the kidney and function of urinary and reproductive system:

Tusizi The seed of Cuscuta Chinensis
Roucongrong The stem of Cistanche Salsa

15 Fuzi The root of Aconiti Praceparata
Ymyanghuo The leaf of Epimedium Sagittatum
Buguzhi The ripe fruit of Psoralea Corylifolia
Dihuang The rhizome of Reiimannia Glutinosa
Xianmao The rhizome of Curculigo Orchicides

20 '

(iv)  eliminate the inflammation:

Huanggin The root of Scutellaria Baicalenis
Wumei The unripe fruit of Prunus Mume without seed
25 Wuweizi The fruit of Schisandra Chinensis

(v) promote the blood circulation and remove the blood stasis:
Taoren The kernel of Prunus Persica (peach)

30 Chuanxiong The rhizome of Ligusticum Wallichii
Danpi The root bark of Moutan Radicis



Taoren The kernel of Prunus Persica (peach) 30Chuanxi ong THe 36z ¢6Es

of Ligusticum Wal lichii Danpi The root bark of Mutan Radicis 2 ~ SE P 2003
-10 Chishao The root of Paeonia Lactiflora. Accordingly, another aspect of
the present invention conprises a conposition conprising herbs or an
extract of herbs or botanical or horticultural equival ents of herbs of

chem cal or functional 5 equivalents of the herbal extract wherein said
conposition is effective in the prophylaxis or treatnment of an allergic or
i nfl ammat ory response and wherein sald herbs in the conposition are
selected to: (i) keep airways openy 140 (ii1) invigorate the spleen and

di gestive system (iii) reinforce the kidney and function of the urinary
and reproductive tract; (iv) elimnate inflammuation; and (v) pronote bl ood
circul ation afHishasnpve Biegeet afiPeepria Lagifigse-e partlcularly, t he present
invention is directed to a conposition conprising herbs or an extract of
her bs of botanical or horticultural equivalents of herbs or chem cal of

f unct i onaccorémpllyyalothai &Bp&ft of the pheee imﬁttm@bnmﬁmaicnmaiidommmsihg hehbs i s

ffecti inth | t t. of | t
F e5ponse CEHUENFGPENFOS RGPS MPTcE N COHBEERE PORFa o LhEaietar Buchrgln
first, sSea@Pslent bf hd hexfb%)&ﬁclaﬁﬂgerginfsram &B@Hﬁﬁoﬁ)fs dIRIchSe WHRE 8lophiiRas bf 1 st

group 20 conprises: Mhuang, Quizhi, Cangerzi, Xinyi, Bohe, X xin, Xingren,
Chai hu, Yieatgienteyeq alBsgicpr mﬂa:mnmmgtfeawgse anHevhe @rkmp tmpxpo&tw argai zhu,
Shanyao qQagghen Dazao, Gancao, Huanqgi and Huangjing; the third group
conprlse Roucongrong, Fuzi, Yinyanghuo, Buguzhi, D huang and

Xi anmao; the fourth group conprises: Huanggi n, Winei and Wiwei zi; the
f|fth group conprises: Taoren, Chuanxiong, Danpi and Chi shao. 25

() keep airways open;

10 (ii) invigorate the spleen and digestive system;
(iii)  reinforce the kidney and function of the urinary and reproductive tract;
{(iv) eliminate inflammation; and |

(v) promote blood circulation and remove blood stasis.

15 More particularly, the present invention is directed to a composition comprising herbs or an
extract of herbs of botanical or horticultural equivalents of herbs or chemical of functional
equivalents of the herb extract wherein said composition is effective in the prophylaxis or
treatment of an allergic or inflammatory response and wherein said herbs in the composition are
selected from first, second, third, fourth and fifth groups of herbs wherein the first group

20 comprises: Mahuang, Guizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaihu, Yinxingye, Baizi
and Fangfeng; the second group comprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao,
Huangi and Huangjing; the third group comprises: Tusizi, Roucongrong, Fuzi, Yinyanghuo,
Buguzhi, Dihnang and Xianmao; the fourth group comprises: Huangqin, Wumei and Wuweizi;
the fifth group comprises: Taoren, Chuanxiong, Danpi and Chishao. o

25 '

Particularly preferred herbs in accordance with the present invention are selected from the list
comprising: Dihuang; Huangqin; Huangjing; Yinxingye; Yinyanghuo; Buguzhi; Wuweizi;

Wumet; Fangfeng; Baizi; and Huanggi or their botanical or horticultural equivalents.

30 Dihuang is the rhizome derived from Rehmannia glutinosa (Gaertn.) Libosch.

(Scrophulariaceae) or R. glutinosa Libosch. 1. hueichingensis (Chao et Schih) Hstao. The herb



Particularly preferred herbs in accordance with the presengfaﬁﬂﬂhumgm are
selected fromthe list conprising: D huang; Huanggi n; Huangji ng;

Yi nxi ngye; Yinyanghuo; Buguzhi; Wwei zi; Wnei; Fangfeng; Baizi; and
Huangqi or their botanical or horticultural equivalents. 30 D huang is the
-rhi zome derived from Rehmanni a gl utinosa (Gaertn.) Libosch.
(Scrophul ari aceae) or R glutinosa Libosch. f. hueichingensis (Chao et
Schi h) Hsiao. The herb 2 9 S E P 2003 -11 is al so known as Shengdi huang,
Shudi huang or Di huangtan dependi ng qnjthe way it is processed. The nain
constituents of the herb are P-sitosterol and mannitol; other constituents
include a small anmount of stigmasterol and a trace anount of canpesterol,

Pei oni ngonar SpeRRECiRnedRtintt SRRty o GiradRD Tt b, d* inown
as Kugi n, piosessérs Tho otainodonSttutmb bfithe detbaire flstbeés] £RAAGinitélk albadcdedmentd S

ot her sourc?%wﬁge %futellar'a.visciQUla Bge. Huanghuahuangqi n, Scutellaria
anpena C. B“U%d gt EnoR% M usiggEstro! 4o iaelrcsy amount pH esmpesterabi andscatalpol,

Scut el | ar rehmbldA Hink QMarhind Zhe 115 AL okl | |
Scutel laria hypericifolia LevI.g%%%g$§%?ﬁg%%ﬁgﬁﬁé%@ﬁgﬁgégﬁSﬁgé#éﬁggggiein
(scut el Partd 6jalpdlai cal i n (scutel | arein-7-gl ucuroni de), wogonin, wogonosi de
(wogoni n-7- gl ucuroni de) and neobai cal ein. The root also contains 0
sitosterol, benzoic acid and an enzyne of Huangqgin. 15 Huangiing is the

rhi zome oHu&gigirg alsatkiaws kb KRy i (88 e b8 ScilPal o SORALAS & b BNt idihia, 1ts
Polygonat%ﬁ%nacro odluanurgz,_Rkoggnatun1k|nglanqn1CbII. et Hensl.,
Pol ygonat ST S9UFSER iAF P FUieH A Wayisgidul Baay Bivanghvebusnaqini Frtataoi | arpena ThE.
rhi zome ofy inC j idi <carhoxylic. acid, Aaspartic
e R e B R S e R o P
| eaf ofl0GHingentis Didha ahd Sé@dcgolppas)ifdiad évbnt ai ns fl avonoi ds, gi nkgetin,

i sogi nkgetin, bilbobetin, quercetin, kaenpferol, rhametin, isorhametin
and kaenpferol -3

The root contains 5 flavonoids: baicalein (scutellarein), baicalin (scutellarein-7-glucuronide),

and

wogonin, wogonoside (wogonin-7-glucuronide) and neobaicalein. The root also contains B-
sitosterol, benzoic acid and an enzyme of Huanggin.

15
Huangjing is the rhizome of Polygbﬁamm sibiricum Redoute, Polygonatum cyrtonema Hua,

Polygonatum macropodium Turcz, Polygonatum kingianum Coll. et Hemsl., and Polygonatum
cirrhifolium (Wall). '

20 Huangjing contains mucilage. The rhizome of P. cyrtonema contains azehdine-2-carboxylic

acid, aspartic acid, homoserine, digitalis glycoside, and anthraquinones.

Yinxingye is the leaf of Ginkgo biloba L. (Ginkgoceae) and contains flavonoids, ginkgetin,
isoginkgetin, bilbobetin, quercetin, kaempferol, rhamnetin, isorhamnetin and kaempferol-3-
25 rhammoglucoside. It also contains bilobalide, rutin, 3 *-0-Methylmyricetin-3-rhamnoglucoside

and bitter principles ginkgolides A, B and C.

Ymyanghuo refers to the whole plant of Epimedium sagittatum (Sieb. et Zucce.) Maxim.,
Epimedium brevicornum Maxim. and Epimedium macranthum Morr. et Decne (Berberidaceae).
30 The stem and leaf of E. sagittatum contain icariin, des-0-methylicariin, B-anhydroicaritin and

magnoflorine. The underground part contains the flavone des-0-methyl-f-anhydroicaritin,



25 rhamogl ucoside. It al so contains bilobalide, rutin, 29 SEP'nQ
3'-O Met hyl nyri cetin-3-rhamogl ucosi de and bitter principles ginkgd%iées
A, B and C. Yinyanghuo refers to the whol e plant of Epinmedium sagittatum
(Sieb. et Zucc.) Maxim, Epi nedi um brevi cornum Maxi m and Epi nedi um
macrant hum Morr. et Decne (Berberidaceae). 30 The stem and | eaf of E.
sagittatumcontain icariin, des-0O-nethylicariin, P-anhydroicaritin and
magnof | ori ne. The underground part contains the flavone
des-0-net hyl - (3-anhydroi caritin, 2 92SEP 2003 -12 icariins A, B, C, D and
E, and lignan. Buguzhi refers to the ripe fruit of Psoralea corylifolia L.
(Legum nosae). Its other names are Heiguzi and Poguzhi. The ripe fruit of

P. coryliitaiinaAcBNC D Bfd £l adan@ksls coryiifolin (bavachin), 5 corylifolinin
(i sobavachal cone), bacachronene and noebavachal cone, coumarins, psoral en,
angelicin (isopsoralen), psoralidin, isopsoralidin and corylidin, and

nonot er p j . and, vol at.il.e.ojl . fixed,qjl, and resin.
Wivei zi , ai%oaﬁﬁ%\%\% og@@@{%@\})gﬁo}‘ dieq af’ﬁ@l‘)#? b {Leg¥m’§8?ﬁe§gh(??l§r8ﬁ?’ﬁ%ﬂ§ is
(Turez.) MBajpdi and B@ugiiciesgrdraad®eorylblid conthisdladeroidsedn/iiram (Sahicsandr a
sphenaq%her Hﬁ?hd..et W s. Thg fruit of S, chinensis contains schizandrin,
deoxysc icf’é'\ﬁ phmn (isobavachrlione) hacashremene andspesbayaskrisone aprpmasing zpsomion,
Seven phayy ! agd - MEr; i,50I 0 -
ot hanol  cmprian QufsBidion) Apiorl e A0RRHARGn 18N TR, oA ARl s
C, B, andaluchig, andovolatite oibftked by, sddaerih.B. Schi zandrol A is schi zandrin,

schizandrin B is rschizandrin, and schizandrin A is deoxyschizandrin. The
herb contai ns approxi mately 3% of volatile oil from which a-cham grene,

(3- cham gweweizg ilkoClARINIALBawWINEIZ, kIR BLUR DS IchisBS chORHH Eﬁar@ij Bl P-
sitosterol, citric acid and vitamins C and E. 20 Winei is the unripe fruit

of PruHLdSHhitARdRreas). Ibks alspdervedisnma Sefrpdrampheonirt/araReldacg¥Wilamount s of
citric acid, malic acid, succinic acid, tartaric acid and ol eanolic acid.
The seed contains anygdalin. Fangfeng is the root derived from

Ledebour i1l fuitiol &r ¢lgawais(chutaiis. schizindoia, (émgedhiuandr, | aschizandrin, pseudo-y-

schizandrin and schizandrol. Seven pharmacologically active compounds have been isolated

from an ethanol extract of the herb, five of which were identified as schizandrins C,B,and A,

15 and schizandrols A and B. Schizandrol A is schizandrin, schizandrin B is y~-schizandrin, and

schizandrin A is deoxyschizandrin. The herb contains approximately 3% of volatile oil from

which a-chamigrene, B-chamigrene and chamigrenal were isolated. It also contains citral, B-
-sitosterol, citric acid and vitamins C and E.

20 Wumet is the unripe fruit of Prunus mume Sieb. et. Zucc (Rosaceae) and contains large amounts

of citric acid, malic acid, succinic acid, tartari.c acid and oleanolic acid. The seed contains

amygdalin.

“rangfeng is the root derived from Ledebouriella divaricata (Turcz.) Hiroe (Ledebouriella
25 seseloids (Hoffm.) Wolff.; Siler divaricatum Benth. et Hook. f.; Saposhnikovia divaricata
(Turcz.) Schischk.; Stenocoelium divaricatum Turcz.) (Umbelliferae). Its other names are
Guanfangfeng and Chefangfeng. The herb contains volatile oil, mannitol, bitter glycosides,

phenolic compounds, polysaccharides and organic acids.

30 Baizi (Radix Angelicae dahuricae) is the dry root of Angelica dehurica (Fisch. ex Hoffm.)

Benth. et Hook f. or A. dahurica var. formosana (Boiss) Shan et Yuan (Apiaceae) collected



25 seseloids (Hoffm) WIff.; Siler dlvarlcatun1Benth et Ho@ly
Saposhni kovi a divari cata (Turcz ) Schi schk. Stenocoel|un1d|var|catéwp
Turcz.) (Unbelliferae). Its other nanes are Guanf angf eng and Chef angf eng.
The herb contains volatile oil, mannitol, bitter glycosides, phenolic
conpounds, pol ysacchari des and organic acids. 30 Baizi (Radix Angelicas
dahuricae) is the dry root of Angelica dehurica (Fisch. ex Hoffm) Benth.
et Hook f. or A dahurica var, fornobsana (Boiss) Shan et Yuan (Api aceae)
collected 2 9 SEP 2003 - 13 between- saumer and fall when the | eaves have
tamed yellow. The roots of A dahurica and A dahurica var.fornosana are
known to contain a nunber of coumarin and furocoumari derivatives. 5

Huangqi itetivbe suaeherehd AR waGihd RavB HivARae8YeldWi sch.) Bge., or A
menbr anaceus Bge. var. nongholicus (Bge.) HSiao (Legun1nosae) The root of

A. menbranaceus contains 2'4'- dlhydroxy 5, 6- dlnethoxylsoflavone

kumat akeni, 6ROld Nesnhs. € rldes ucu onic.acid races
of folic amlg OfI AF 8 réeagdgﬁt ﬁ@ﬁ%ﬁ%ﬁ extends o any oY al"?anfl mt%ﬁr(’ft
above- nenumnmadahdmhgunmmhakanmgak or hortlcultural equi val ents thereof as
wel | as_chem cal or functional equivalents of the extracts prepared from

the herBs. The present invention is not necessarily |imted, however, to

the naj oryu£Q85it idi@pt 6 Aaira%cf?:‘?s SRR Eis8l fﬁé@%‘{ QU ADRMARE S s B ee. Qar.

conbi nation of trace elenents or 15 constituent t he above-nenti oned
her bs rrayneﬂg?@hms tRgpii Hodo (Iécgwmwsaft)aﬂ"horrodrimﬁA.cmbmbrraabceuecpontaaiselm'-of a

herb is a nt i S oIo al | bi ochem cal | |nnunol cally,
struct ur ac} CEB)FY'\#'\G n@? r%eiléq?{ﬁfl EFVHP u’f"ﬁ‘}%ﬁ"ﬁér Bﬁ‘gweh;ﬁ%‘? €, RO 5‘%9? e§v/n| ch
exhibits glhnﬁfrarﬁieutiﬁ(h&ﬂhyces%fﬂihl:a&ldpr operties. For exanple, nmany Australian

native_plants have nedi ci nal val ue which may be used to suppl enent or
substit®te for a herb. 20 '

The present mvention extends to any or all of the above-mentioned herbs or botanical or
horticultural equivalents thereof as well as chemical or functional equivalents of the extracts
prepared from the herbs. The present invention is not necessarily limited, however, to the major
constituents of the herbs since efficacious amounts of a combination of trace elements or

15 constitueints of the above-mentioned herbs may also be required. A botanical or horticultural
equivalent of a herb is a plant which is physiclogically, biochemicaily, immunologically,
structurally or functionally similar to a herb or herbal extract or which exhibits therapeutically
similar properties. For example, many Australian native plants have medicinal value which may
be used to supplement or substitute for a herb.

20
In a preferred embodiment of the present invention, the compesition comprises at least five of
the above-mentioned herbs or extracts of at least five of the above-mentioned herbs or botanical
or horticultural equivalents of the herbs or chemical or functional equivalents of the herbal
extract.

25
Accordingly, another aspect of the present invention contemplates a composition comprising
five or more herbs or extracts thereof or botanical or horticultural equivalents of the herbs or
chemical or functional equivalents of the herbal extracts, said herbs selected from the list
comprising at least one from five groups of herbs wherein the first group comprises: Mahuang,

30 -Guizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaihu, Yinxingye, Baizi and Fangfeng; the

second group comprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao, Huanggi and Huangjing;




In a preferred enbodi ment of the present invention, the conpdsgt$pp 2003
conprises at least five of the above-nentioned herbs or extracts of at

| east five of the above-nentioned herbs or botanical or horticultural
equi val ents of the herbs or chem cal or functional equivalents of the
herbal extract. 25 Accordingly, another aspect of the present invention
contenpl ates a conposition conprising five or nore herbs or extracts

t hereof or botanical or horticultural equivalents of the herbs or chem cal
or functional equivalents of the herjal extracts, said herbs selected from
the list conprising at |east one fromfive groups of herbs wherein the
first group conprises: Mhuang, 30 Quizhi, Canger2| Xi nyi, Bohe, Xi xin,

Xi ngren, i-h Yi nxi ngye, Bai and_Fan . th second .grou

conm § sesT B SRS TR HonBerbih $55 Lo BRRG TR a0y § no:
2 9 SEP ZJ@i@BmaaAth& hemﬂh ofllp GoMPASRONHLASRE, WUSEZ hnd ROMEOAY RN Gfith Fdip,

Yi nyanghuo, Buguzhi, uang and Xi anmao; the fourth group conprises:

Huangqi n, COMPRESS: k@ r%q@paﬁmng,ﬁ%anp} MdClyelsgp  conprises: Taoren,

Chuanxiong, Danpi and Chishao. 5 Preferably, the conposition conprises at
| east six, nore preferably at |east seven, even nore preferably at |east
ei ght, Sthhferahhr,ehqju'oa‘fpesiﬁbrh yorqiriseeadtasn siemor\peefembly dt lemst sevpn,afver mbley at

| east ten, re abl t |l east el even herbs or extracts of el even
herbs or Rr?féﬁ%g‘tyﬁ‘gl% leht Stﬁimorﬁﬁf?? Y etlpast nigg G oattidRYe preferpRbatisgst 5p
functionglet %%?\/g?@f&ﬁ'&? aPlealtNgeREMRAls SXEXAEE DA MNKER MBrbstdranbie BgnRb or

sel ected from Mahuang, Quizhi, Cangerzi, X nyi, Bohe, Xixin, X ngren,
Chai hu, J!@rtwwimrahgsylevalﬁm Qqcherﬁaﬁwrefngctmaai walestt?anfy%mherb)dmggh@ﬂwh@amao,

Ganc ao, , H%ea cqgs are crt]t% flrcprg Nﬁu aﬁ%;qéllﬁhh Gagr g\%&k B%Hg i)ﬁlégll, %r?gr%ll ldl%azhu

Buguzhi uang, ~Xirahmao, danxr’ong,
Danpi amldYxﬁhmgyaaBazzmexg&mgmmﬂuaSﬁamyus efaugshem TRes0, mmof Htarigqf; &lubsiging,
al l'ergic or Eééannator condltlons conpri.ses 15 _an extract of the

f ol I owi ngtYfi-HROuCoNETEnE FuzinYAngaeRo. Hughgli Rpvatg. fiargge, Huanggian JYHmsL

Buguzhi ; W%!z?*l‘aor‘@ﬂ@iuanf&@b%ﬂﬁanﬁ%h%éhaoa”d Huangqi or botanical or
horti cul tural

One particularly useful composition for treating allergic or inﬂammatory conditions comprises
15 an extract of the following herbs Dihuang; Huangqgin, Huangjing; Yinxingye; Yinyanghuo;
Buguzhi; Wuweizi; Wumel Fangfeng, Baizi, and Huangqi or botanical or horticultural

equivalents of said herbs or chemical or functional equivalents of said herbal extracts.

Still another useful composition comprises five or more herbs or extracts of five or more herbs

20 selected from the list comprising:

the rhizome of Rehmannia Glutinosa Libosch, Dihuang; the root of Scutellaria Baicalensis
Georgi, Huanggin; the rhizome of Polygonatum Sibiricum Redoute, Huangjing; the leaf of
Ginkgo Biloba, Yinxingye; the leaf of Epimedium Sagittatum, Yinyanghuo; the ripe fruit of

25 Psoralea Corylifolia, Buguzhi; the fruit of Schisandra Chinensis Baill, Wuweizi; the unripe
fruit of Prunus Mume Sieb without seed, Wumei; the root of Ledebouriella Divaricata Hiroe,
Fangfeng; the root of Angelcae Dahuricae, Baizi; the root of Astragalus Membranaceus,
Huanggi, wherein the composition comprises at least one kidney-tonifying herb or an extract
thereof and at least one herb or an extract thereof for respiratory disorders.

30

In a most preferred embodiment, the composition comprises the following herbs or extracts



equi val ents of said herbs or chenical or functional equival & SEFF 788 d
herbal extracts. Still another useful conposition conprises-five or nore
herbs or extracts of five or nmore herbs 20 selected fromthe I|i st
conprising: the rhizone of Rehmannia d utinosa Libosch, D huang; the root
of Scutellaria Baicalensis Georgi, Huangqin; the rhizone of Polygonatum
Si biri cum Redout e, Huangjing; the leaf of G nkgo Biloba, Yinxingye; the

| eaf of Epi nedium Sagittatum Yinyanghuo; the ripe fruit of 25 Psoral ea
Corylifolia, Buguzhi; the fruit of Scfysandra Chinensis Baill, Wweizi; the
unripe fruit of Prunus Munme Sieb wi thout seed, Wnei; the root of
Ledebouriella Divaricata H roe, Fangfeng; the root of Angel cae Dahuri cae,
Bai 21,  haherodtlin @bprOfhiaRaRk b WS St in lARAQL, wherein the
conposition conprises at | east one kidney-tonifying herb or an extract
thereof and at | east one herb or an extract thereof for respiratory

di sorders. . r.eferred odi pent, the co sition conprises the
fol | owi ng t%%&%ég&gfo@@ugg}% i 0{%@&25& gﬁ’“&%r oxi na?gg)'ﬁg‘%/"c‘égﬁ)age anmount s
shown in phe et dfckesllatif BaichlczanGenig RepBani @ G uti ng%o%i wagch, Dihuang

t he root_ of gcut ell aria Baical ensis Georgl, Huanggin 5 the rhizone of

Pol ygonat &% "&i28mei o drp renewrt Sibivicam Sedawse. Hurgiingaf of (526%go™Bi | oba,
Yi nxi ngyetﬁmaﬂ(g@inkgogggggﬁngm agi ttatum i nyanghug}&h(?oﬁ I){Jigpe fruit of

Psoral ea Corylifolia, Bug e fruit of Schisandr is Baill,
Wiwei zi  10he loaf of Epimpadivin SiginadomPiinyasgiMeme Sieb wi t hogs-56@agw)Wimei  the

root of Ledebouri.el Di.var,i c .H.roe, Fangfeng the root of Angel cae
Dahur i cae?heé"aﬁelzgm& #ﬁf"f%‘fa {5‘?’9’%@’??;%%@‘ Menbr anaceus, (FE8HRJY™) (5- 50% W w)

the fruit of Schisandra Chinensis Baill, Wuweizi (5-40% wiw)
10 the unripe fruit of Prunus Mume Sieb without seed, Wumei (2-15% wiw) |
the root of Ledebouriella Divaricata Hiroe, Fangfeng (5-20% wiw)
the root of Angelcae Dahurfcae, Baizi (5-20% wiw)
the root of Astragalus Membranaceus, Huanggi (5-50% w/w)

15 The compositions of the present invention may also comprise one or more pharmaceutically
acceptable carriers and/or diI_uents. Such carriers and/or diluents include any and all solvents,
water, dispersion media, coatings, antibacterial and antifungal agents, isotonic and absorption
delaying agents and the like. Preferably, the diluent is water or a water or alcohol based extract
of the herb,

20
The composition may be in the form of capéulcs, tablets, buccal tablets, troches, elixers,
suspensions, syrups, wafers and the like. They may also be in a form which may be inhaled or

given by nasal spray, aerosol droplets or vapour infusion.

25 One particularly important allergic and inflammatory condition to treat is allergic rhinitis. A

standardized formulation for treating allergic rhinitis meets the following criteria:
(1) herbs are selected on the basis of the five groups outlined above;

30 (ii)  the formulation is balanced; for example, the herbs with a warm nature are of equal

strength as the herbs with a cold nature, so that the formulation is applicable to most




(5-20% W w) (5-20%wWw (5-50%wWw (5-50%ww (5-269% wBiP 2005- 40%
ww (2-15%ww (5-20%wWw (5-20%wWw (5-50%ww 15 The
conpositions of the present invention nay al so conprise one or nore
pharmaceutically acceptable carriers and/or diluents. Such carriers and/or
di luents include any and all solvents, water, dispersion nedia, coatings,
anti bacterial and antifungal agents, isotonic and absorption del aying
agents and the like. Preferably, the diluent is water or a water or al cohol
based extract of the herb. 20 The ggnmposition may be in the form of

capsul es, tablets, buccal tablets, troches, elixers, suspensions, syrups,
wafers and the like. They may also be in a formwhich nmay be inhal ed or

gi ven by nasa athRaY aerosol droplets or vapour infusion. 25 One
particularly inportant allergic and inflamuatory condition to treat is
allergic rhinitis. A standardized fornulation for treating allergic

rhinitis, meets the followng.criteria: (i) herb re selected on the, basis
of the T8 grRtEEs dpie et At s Sodaorere)-ciund Sadh B61 BN b GHRERa. 1 or
exanpl e, the bestuut Bitd DO BB bR ddAkWERd & & BE 2RIMR dail$ BHEBI T adBofi@nier bs
with a cold nature, so that the fornulation is a?pllcable to nost 2 SEP
2003 - P6 pat i Epatgient. For a long-term treatment, the average daily dosage would be reduced to

between 1/2 and 1/5.

In a particularly preferred embodiment, the herbs are contained and subjected to conventional
extraction techniques. Such techniques include water extraction, solvent extraction, alcohol
10 extraction and/or acid or base extraction. The resulting extract is then preferably incorporated

into a capsule.

Another aspect of the present invention contemplates a method for the treatment or prophylaxis
of an allergic or inflammatory reaction such as but not limited to a Type 1 hypersensitivity
15 reaction (e.g. IgE-based allergic reaction) and in particular a respiratory disorder in a mammal,
said method comprising administering an effective amount of the composition as hereinbefore
described for a time and under conditions sufficient to treat or prevent said allergic or

inflammatory reaction.
20 Preferably, the disorder is allergic rhinitis or hayfever.

Mammals contemplated herein include humans, primates, laboratory test animals (eg. mice,
rabbits, guinea pigs, hamsters), livestock antmals (eg. cows, sheep, horses, pigs), companion
animals {e.g. dogs, cats) or captive wild animals.

25

Preferably, the mammati is a human,

Preferably, the compositions are provided orally such as in capsule, where multiple capsules are
consumed hourly, daily, weekly or monthly.
30

The invention is hereinafter described in relation to the specific treatment of allergic rhinitis.




an average dose of each herb is used. Generally, around 5@90@5@1 Bh3dry
herbs conprised of about 5 to 20 herbs are considered to be the average
daily dosage for a short-term5 treatnment. For a long-termtreatnent, the
average daily dosage would be reduced to between 1/2 and 1/5. In a
“particularly preferred enbodi nent, the herbs are contained and subjected to
conventional extraction techniques. Such techni ques include water
extraction, solvent extraction, alcohol 10 extraction and/or acid or base
extraction. The resulting extract isjyhen preferably incorporated into a
capsul e. Anot her aspect of the present invention contenplates a nmethod for
the treatnment or prophylaxis of an allergic or inflammtory reaction such
as but notyyid FibsdhbWedr, WiREHE 1 hERSH SRR Bat & Vildidr death&RE0IRBI & 8pSicabo Dased
allergic reaction) and in particular a respiratory disorder ina nmanmal,
sai d net hothes elgrgicsiruflammatoistonditions. an ef f ecti ve anount of the conposition
as hereinbefore described for a tinme and under conditions sufficient to
treat or prevent said allergic or inflamatory reaction. 20 Preferably,

t he di sor gersyifptorh HETegdiatibd Mkthb® 19Emplaydday edlect WRMeRlcEmbRRE &G RfRdORETr ei n
i ncl ude humans, primates, |aboratory test animals (eg. mce, rabbits,

gui nea pt §ych symntena differentiajien meghed ssdelioyvs( eg. cows, sheep, horses, pigs),
conpanion aninmals (e.g. dogs, cats) or captive wild aninmals. 25
Preferably, the mammal is a human. Preferably, the conpositions are

provi ded @dal | Yiffexcdnriason of Qapeamsaindsizese nul tipl e capsules are consuned
hourly, daily, weekly or nmonthly. 30 The invention is hereinafter described
inrelation to the specific treatnment of allergic rhinitis. 2 9 S Ef 2003
-17 This iTheSloRn@, YRONRN €hng pilll e bpfosihpdRéSispNslhd GupbifitiaPoS iH¥ doal) hi@dk ment

protocol is applicable to
10 (intenor), Xu (asthenia or weakness) and Shi {sthenta or above normal), Han (cold) and Re

(heat).
(i)  Differentiation of functions and reIatigns of the organs
15 To differentiate whether the symptoms are related to or affect the organ(s).
(iii)  Differentiation of Qi (vital energy) and Xue (blood or essence of the body)

Q1 and Xue are not only a pair of material and its function, but also a general indicator of the

20 health of the whole body, similar to the general principie of Yin and Yang.

The following is an example showing a diagnostic and treatment protocol for treating an allergy

or inflammation.
25 1. A patient presents with an allergy or inflammatory disorder.
2. A symptom differentiation method is applied and a determination is made if there is a

weakness and/or deficiency.

30 3. A determination of whether Yin deficiency or Yang deficiency exists. If Yang

deficiency, symptoms have a cold nature and are accompanied by pale face, cold limbs,



other allergic or inflammatory conditions. A "synptom di ffér&rﬁg;{ﬂ.tghw

met hod" is enployed to select the best conbination of herbs. One “5“5uch
synptomdifferentiation nmethod is as follows. (i) Differentiation of
synptonms and signs These are Yin and Yang (all the opposing factors), Biao
(superficial of the body) and Li 10 (interior), Xu (asthenia or weakness)
and Shi (sthenia or above normal), Han (cold) and Re (heat). (i)
Differentiation of functions and relations of the organs 15 To
differentiate whether the synptons_pse related to or affect the organ(s).
(tii) Differentiation of Q (vital energy) and Xue (bl ood or essence of the
body) Q and Xue are not only a pair of material and its function, but also
a general indj 0 whol e body, simlar to the
general pri ncF%?%R%?ﬂ%?%ﬁgﬁ%%Yg%g@k#h%er(a;ag}hF%wi ng i s an exanple show ng a

di agnostic and treatnment protocol for treating an allergy or inflammtion.
251. A patiient presents with an allergy. or, ipf]ammtor isorder. 2. A

synpt om di f f efSITFRINAGNR shads & ‘?rga“éﬁg%né@v%fﬂd{fiu%ﬁ'é‘t‘%‘fﬂiﬁ'e%af}?eﬁg?‘i’rsasﬁ’é@e i f
there is a weakprsevandd Mol rkei@nC Y hdl R Anfisl fAlHFH £ yRiioWhghiigr Yin
deficiency or Yang deficiency exists. If Yang deficiency, synptons have a
col d nature aHgnking ifgetiondikaiyed by pale face, cold |inbs, -18 pale and

enl arged tongue, weakness or diarrhea. 4. A determnation is made if organs
are involved. If lungs involved, check for asthma, cough, fever and col our
of sputum | f Chlvdiston: sliagit hinaitsiahdagbughs @md digddosiyy sputum 5 then |ung
infection likely. 5. Conclusion: allergic rhinitis and asthma as main

di agnosis. 6. TCM differentiation of synptons: weakness of the lungs with

evil heaf (i Nreff 4if@entiatib of symptoms: weakness of the lungs with evil heat (infection).

10
7. Prepare formulation based on selecting at least five herbs wherein at least one herb is
selected from each of the following groups: the first groups comprises: Mahuang,
Guizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chajhu, Yinxingye, Baizi and Fangfeng;
the second group comprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao, Huangqi and
15 Huangjing; the third group comprises: Tusizi, Roucongrong, Fuzi, Yinyanghuo,

Buguzhi, Dihuang and Xianmao; the fourth group comprises: Huangqin, Wumei and

Wuweizi; the fifth group comprises: Taoren, Chuanxiong, Danpi and Chishao.

The formulation of allergic rhinitis is balanced and is safe and suitable for most patients with
20 allergic rhinitis including patients with high blood pressure, heart, kidney and liver diseases and
pregnancy. The formulation for allergic rhinitis may be modified in accordance with the
differentiation of symptoms and accompanied diseases to meet the nature and characteristics of

the pattent:

25 @ If Qi (vital energy) deficiency of the lungs:

Symptoms and signs: severe itching, sneezing and runny nose are the main symptoms, coldness,

aversion to cold and pale face and tongue are minor symptoms.

30 Modification of the formulation: Add Dangshen (the root of Codonopsis Pilosula) or Ginseng

and/or increase the dose of Huanggqi (the root of Astragalus Membranaceus) to strengthen the



7. Prepare formul ati on based on selecting at |east five hefls Sirepgisn at

| east one herb is selected fromeach of the follow ng groups: the irst
groups conprises: Mahuang, Quizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren,
Chai hu, Yinxingye, Baizi and Fangfeng; t he second group conprises: Baizhu,
Shanyao, Dangshen, Dazao, Gancao, Huanggi and 15 Huangjing; the third group
conprises: Tusizi, Roucongrong, Fuzi, Yinyanghuo, Buguzhi, D huang and

Xi anmao; the fourth group conprises: Huanggin, Winei and Wiwei zi; the
fifth group conprises: Taoren, Chuggxiong, Danpi and Chishao. The
formulation of allergic rhinitis is balanced and is safe and suitable for
nost patients with 20 allergic rhinitis including patients with high bl ood
pressur AL I ase r egnan | ation
Por ol Erra ptenbley (Rt BE e M R B AR R BT e oo Gl

di f f er exiir@hsignR afcosyrong (IIIiEstaﬁ @f aueoirpabiies) 1o esRaceme vitah@eieyt dfkidhey ur e and
character ics of the patient: 25 If Q (vital energy) deficiency of the
| ungs: Sﬁ'r%’t“g?rs and signs: severe itching, sneezing and runny nose are the
mai n synptons, col dness, aversion to cold and pale face and tongue are

m nor synptons. 30 Modi fication of the formulation: Add Dangshen (the root
of Codomopsi ¥ @idebsiahey)ofthe splasseng and/ or increase the dose of Huangqi
(the root of Astragal us Menbranaceus) to strengthen the SE? 2003 - 19
general vital energy; select nore kidney reinforcing herbs such as Tusi zi
(the seggmplonfsusdWigns: ShvedeBRIcRed n&éuﬁﬁ&gmﬂﬂ%eﬁaﬁ’&eSfaﬁgh@fth%tsélﬁ%? Sal sa)
to enhance the vital energy of kldney and Iun% defi ciency of

t he spl W“%ﬁ%ﬁ’b‘%‘c%tes%@ng%@ﬁéﬂ btlpekden W@S‘éWltbftQ(éhnwkﬂw headache,
fatigue, thirst and poor appetite, cannot concentrate. The tongue is often
pal e and enlarged with tooth marks. 10 Modification of the fornul ation:
Consil@e M{B&f cztien (ftieefoninilaoneCaisidét Baiehy(tiedizoldbof eeepiada)Wacraephyago (the
by e sRAnySb QRSRLSRhe SPBARLE) chponia) andior Dangshen t fefnforee e vit Energy of

the spleen. Chenpi (the dned orange peel) and Cangzhu (the thizome of Atractylodes Chinensis}

to improve the digestive function.
15 o  If Yang deficiency of the kidneys:

Symptoms and signs: Long history of the disease, generally feel weak and cold, with pale face,
cold limbs, sore back and insomnia, pale tongue and weak pulse.

20 Modification of the formulation: Consider Tusizi (the seed of Cuscuta Chinensis), Roucongrong
(the stem of Cistanche Salsa), Xianmao (the rhizome of Curculigo Orchioides), Rougui (the
bark of Chinese cassia tree) and Fuzi (the root of Aconiti Pracparata) to strengthen the

remforcement of the kidney Yang.
25 @ If Allergic rhinitis with asthma: -
If asthma occurs in normally peak seasons, treat the asthma.
- Suggest cease tonics with ascending characteristics, such as Dangshen (the root of

30 Codonopsis Pilosula), Huangqi (the root of Astragalus Membranaceus) and reduce the

tonics with warm nature (Fuzi - the root of Aconiti Pracparata, Rougui - the bark of



the spleen. Chenpi (the dried orange peel) and Cangzhu (the éfwe
of Atractyl odes Chinensis) to inprove the digestive functlo 2003 Yang
deficiency of the kidneys: Synptons and signs: Long history of the di sease,
generally feel weak and cold, with pale face, cold linbs, sore back and
insomi a, pale tongue and weak pul se. 20 Modification of the fornul ation:
Consi der Tusizi (the seed of Cuscuta Chinensis), Roucongrong (the stem of
G stanche Sal sa), Xianmao (the rhizome of Curculigo O chioides), Rougu
(the bark of Chinese cassia tree) and Fuzi (the root of Aconiti
Pracparata) to strengthen the rei nféPcenent of the ki dney Yang. 25 |If
Allergic rhinitis with asthma: |If asthma occurs in normally peak seasons,
treat the asthma. - Suggest cease tonics with ascending characteristics,
such as DangsHelingseifasssisne).of 30 Codonopsis Pilosul a), Huanggi (the root
of Astragal us Menbranaceus) and reduce the tonics with warm nature (Fuzi -
the root of Aconiti Pracparata, Rougui - the bark of 1 9 SEP 2003 -20

Chi nese cassi aGive enfi-asthinusc kibd: Matubnplthecheftes iBphedvb [SEraag, Guiahe (Itt&rfbnnif
Ephedr a Slnlcazﬁi GUanu the fruit of Trichosanthes Kirilowi

Tri chosant hes i @M &t pxendes Heilonghand Grissadthe gt @%Wm za
Ur al ensgs) . |f0ﬁ@wghﬂnﬁpuhm&§mya| of the seasonal asthma attack, reinforce
the kidney (vital "€nergy), sane as the treatnent of kidney weakness
(deficiency of V|tal energy) . 10 If with chest and/or sinus infection,
consi der nt' nd.anti-c her bs, Huz the rhi zone
o " Pol y oA hlefyel 8w eyl § e s Rhren BT et A B it Syt s
(banboo Jtﬂb&eﬁmem&wy(\ﬁé&%ésb(ddﬂ&n@f oifaP&lepypdes Chi nensis), Q anhu
(the root of Peucedanum Decursivum and Ziwan (the root of Aster
Tataricus). 15

10 If with chest and/or sinus infection, consider antipyretic and ant1~cough herbs, such as: Huzhang

(the rhizome of Polygoni Cuspidati), Yuxingcao (the herb of Houttuynia Cordata), Zhuli
(bamboo juice), Cangzhu (the rhizome of Atractylodes Chinensis), Qianhn (the root of

Peucedanum Decursivum) and Ziwan (the root of Aster Tataricus).
15 If Allergic rhinitis with urticaria and/or eczema:

If with urticaria, add some herbs for relieving the skin from the endogenous factor of wind:
Jinyinhua (the flower of Lonicera Japonica}, Baixianpi (the root-bark of Dictamni Radicis),
Chishao (the root of Paconia Lactiflora) and Gegen (the root of kudzu vine).

20
If with eczema, consider the following herbs to dispe! the pathological factor of dampness from
the skin: Kushen (the root of Sophora Flavescens), Tufuling (the rhizome of Smilacis Glabrae),
Cangzhu (the rhizome of Atractylodes Chinensis), and Yimi (the seed of Cois Lachryma).

25 If with irritable bowel syndrome, add Baishao (the root of Paeonia Lactiflora), Baizhu (the
rhizome of Atractvlodes Macrocephala), Dangshen (the root of Codonopsis Pilosula) and baked

Ginger.

The present invention is further described by the following non-limited examples.



If Allergic rhinitis with urticaria and/or eczema: If w t?(ﬁjrstgpcgg{jga, add
sone herbs for relieving the skin fromthe endogenous fac f W nd:

Jinyi nhua (the flower of Lonicera Japonica), Baixianpi (the root-bark of

D ctammi Radicis), Chishao (the root of Paeonia Lactiflora) and CGegen (the
root of kudzu vine). 20 If with eczema, consider the follow ng herbs to

di spel the pathol ogical factor of danpness from the skin: Kushen (the root
of Sophora Fl avescens), Tufuling (the rhizonme of Smilacis d abrae),

Cangzhu (the rhizome of Atractyl odeg Chinensis), and Yim (the seed of Cois
Lachryma). 25 If with irritable bowel syndrone, add Bai shao (the root of
Paeoni a Lactiflora), Baizhu (the rhizone of Atractyl odes Macrocephal a),
Dangshen (the root of Codonopsis %Wlﬁland baked G nger. The present
invention is further described by the following non-limted exanples. -21
EXAMPLE | Preparation of hdtrigairafior ofheabalgorniiletilrer bal f or mul ati on
conprises extracts from el even herbs. The herbs enployed and their 5
percentage anounts are shown in Table 1. Table I 10 15 20 HERB% AMOUNT

(W w)  ThenetRitap fRnklatiRe bompides eldratid RERE1dvieR @8BB. THel Heki dhRd thept  of
Scutel | ari a Baical ensis CGeorgi, HUANGQ N10% The rhi zonme of Pol ygonat um
"Si bi ri uerRegeAEout EREIONGBoA bkl eaf of G nkgo Bil oba, YI NXI NGYE10% The
| eaf of Epi medi um Sagi ttatum Yl NYANGHUOL0%

~ Tablel
) HERB | % AMOUNT (w/w)

10 The rhizome of Rehmannia Glutinosa Libosch, DIHUANG 16%

The root of Scutellaria Baicalensis Georgi, HUANGQIN 10%

The rhizome of Polygonatum Sibiricum Redoute, HUANGIING 8%

' The leaf of Ginkgo Biloba, YINXINGYE 10%

The leaf of Epimedium Sagittatum, YINY ANGHUOQ 10%

15 The ripe fruit of Psoralea Corylifolia, BUGUZHI 10%

The fruit of Schisandra Chinensis Baill, WUWEIZl 8%

The unripe fruit of Prunus Mume Sieb without seed, WUMEI 4%
The root of Ledebouriella Divaricata Hiroe, FANGFENG 10%

L ; The root of Angelcae Dahuricae, BAIZI 8%
~ 20 The root of Astragalus Membranaceus, HUANGQI 12%
EXAMPLE 2
Extraction and formulation 7
25

Herbal extraction techniques were performed according to standard protocols and were designed
to maintain maximal levels of active components. Extracts of the eleven herbs listed in Table

1 were formulated into a Traditional Chinese Medicine (BIMIN) capsule.




The ripe fruit of Psoralea Corylifolia, BUGJZH 10% The fruiggoéEﬁdﬂﬂgandra
Chinensis Baill, WMEIZI 8% The unripe fruit of Prunus Munme Sie wi t4idut
seed, WUMEI 4% The root of Ledebouriella Divaricata H roe, FANGFENGL0% The
root of Angel cae Dahuricae, BART8% The root of Astragal us Menbranaceus,
HUANGQ 12% EXAMPLE 2 Extraction and formul ati on 25 Herbal extraction

techni ques were perfornmed according to standard protocols and were desi gned
to maintain nmaxi mal |evels of active conponents. Extracts of the el even
herbs listed in Table | were fornulgated into a Traditional Chinese
Medicine (BIMN) capsule. 2 9 SEP 2003 -22 EXAMPLE 3 Principles for
preparation of formulation fromallergic rhinitis Herbs are required to be

sel ected fromfive groups or princiglég E'k3herbs. These five principles 5
are: Keep the airways open; Invigorate F e spleen and function of digestive
system Rei nf or ce Pheciilesifveprerumafanaiforenilatonyiim allygrgiendinigpr oduct i ve
system Elimnate the inflammation; Pronote the bl ood circulation and
renmove the blood stasis. EXAMPLE 4 Fornul ation for the treatnent of

al | er gi c Hirbeas esuitbd 1 bk gElsttt@irbATivE Qfoupd i phihEpletBMerdf ThkdeaBippinéibReases
is pr epsara?g_ according to selecting herbs ,

(1) Keep the airways open;

(2) Invigorate the spleen and function of digestive system;

(3) Reinforce the kidney and function of urinary and reproductive system;
10 (4) Eliminate the inflammation;

(5) Promote the blood circulation and remove the blood stasis.

EXAMPLE 4
Formulation for the treatment of allergic diseases
15
A formulation for the treatment of allergic diseases is prepared according to selecting herbs
from the principles outlined in Example 4. At least one herb is selected from each of the

following five principles:
20 ) keep the airways open:
Mahuang The herb of Ephedra Sinica

Guizhi The tender twig of Cassia Cinnamomum

Cangerzi The fruit of Xanthium Sibiricum =~

25 Xinyi The flower of Magnolia Liliflora
Bohe The leaf of Field Mint
Xixin The root of Asarum Sieboldii

Xingren The kernel of Apricot
Chaihu The root of Bupleurum Chinense
30 Yinxingye  The leaf of Ginkgo Biloba

Baizi The root of Angelcae Dahuricae



fromthe principles outlined in Exanple 4. At |east one herd igfgel, cted
fromeach of the following five principles: 20 (i)keep the §i fay & ypen:
Mahuang The herb of Ephedra Sinica 5CGui zhi The tender twi g of Cassia

G nnamonmum Cangerzi The fruit of Xant hi um Si biricum Xi nyi The fl ower of
Magnolia Liliflora Bohe The leaf of Field Mnt Xixin The root of Asarum

Si ebol dii OXi ngren The kernel of Apricot Chai hu The root of Bupl eurum

Chi nense Yinxi ngyeThe | eaf of G nkgo Bil oba Bai zi The root of Angel cae
Dahuricae 2 SEP 23 , -23- Fangfeng Th2s root of Ledebouriella Divaricata
(i1) invigorate the spleen and function of the digestive system 5 Baizhu
The rhizome of Atractyl odes Macrocephal a Shanyao The rhi zone of Dioscorea

Opposi ta Dangstupgfehle r ofie r0bt S2UGQORSES Pivhagdis a

(i)  invigorate the spleen and function of the digestive system:

5 Baizhu The rhizome of Atractylodes Macrocephala
Shanyao The rhizome of Dioscorea Opposita

Dangshen The root of Codonopsis Pilosula

Dazao The fruit of Zizphus Jujuba (Chinese date)
Gancao The root of Glycyrrhiza Uralensis
10 Huanggi The root of Astragalus Membranaceus

Huangjing  The rhizome of Polygonatum Sibiricum
(iii)  reinforce the kidney and function of urinary and reproductive system:

15 Tusizi The seed of Cuscuta Chinensis
Roucongrong The stem of Cistanche Salsa
Fuzi The root of Aconiti Praceparata
Yinyanghuo The leaf of Epimedium Sagittatum
Buguzhi The ripe fruit of Psoralea Corylifolia
) 20 Dihuang The rhizome of Rehmqnnia Glutinosa

Xianmao The rhizome of Curculigo Orchioides

(iv)  eliminate the inflammation:

- 25 Huangqin The root of Scutellaria Baicalenis
Wumei The unripe fruit of Prunus Mume without seed
Wuweizi The fruit of Schisandra Chinensis

{v) promote the blood circulation and remove the blood statis:
30

Taoren The kemnel of Prunus Persica (peach)




Dazao The fruit of Zizphus Jujuba (Chinese date) Gancao Thg RBBt2008

A ycyrrhiza Uralensis 10 Huanggi The root of Astragal us Menbranaceus

Huangj i ng The rhi zome of Pol ygonatum Sibiricum (iii) reinforce the kidney
and function of urinary and reproductive system 15 Tusizi The seed of
Cuscuta Chinensis Roucongrong The stem of C stanche Sal sa Fuzi The root of
Aconiti Praceparata Yinyanghuo The | eaf of Epinedium Sagittatum Buguzhi
The ripe fruit of Psoralea Corylifolia 20 D huang The rhizome of Rehmanni a
A utinosa Xi anmao The rhizone of Cypculigo Orchioides (iv) elimnate the

i nfl ammati on: 25 Huangqgin The root of Scutellaria Baicalenis Winei The
unripe fruit of Prunus Mune without seed Wweizi The fruit of Schisandra

Chi nensis (V) cﬁ]rom)te tt}ﬁ t}_ll.ood (i_l r.cul.at i ﬁp”a d. renove the bl ood statis: 30
Taoren The kerASFo3euso, GG PIOFICST LU iPichty oE p 2003 - 24 Chuanxi ong
The rhizome ofpdnbpust i cUh bt bdrk Bf Mouldaidicihe root bark of Mutan Radicis
Chi shao The root of Paegnia Lactiflora. 5 EXAMPLE 5 Trial The her bal

conposi ti on ofChiskae pr esdhe rooheicfrertin Lggdflarést ed in a random zed,
doubl e-bl i nd,

5 EXAMPLE 5
Trial

The herbal composition of the present invention was tested in a randomized, double-blind,
placebo-controlled, parallel-grouped clinical trial using patients diagnosed as having the
10 symptoms of allergic rhinitis. A total of 101 patients with .perennial allergic rhinitis were
initiélly screening by clinical, haematological and immunological examination and 58 subjects
were selected. During the 12 week trial, 8 participants decided to discontinue treatment resulting
in 50 patients finishing the trial. The trial pharmacist randomized and dispensed capsules of
either placebo or herbal composition ("TCM" for "Traditional Chinese Medicine™). Of the 50

15 patients, 29 received a placebo and 21 received herbs.
No adverse side effects were observed during the trial in the herbal treatment group.

Four different assessments were-used for evaluating the trial outcomes:

20

- Physician's overall assessment,

- Visual analogue scores.

- Quality of life questionnaires.

- Daily symptom assessment scores.
25

Statistical analysis:

The physician's overall assessment showed significant improvement in the herbal (TCM) group
compared with the placebo group (P=0.036; 2-Tailed; Figure 1). The total effective rate was
30 85.7% in the TCM group and 62.7% m the placebo group. Marked relief rate was 42.9% in the
TCM group and 20.7% in the placebo group. No relief rate was 14.3% in TCM group and



pl acebo-control l ed, parallel-grouped clinical trial using 8%¥i§§ﬁs;mn

di agnosed as having the 10 synptons of allergic rhinitis. Atotal of 101
patients with perennial allergic rhinitis were initially screening by
clinical, haematol ogi cal and i mrunol ogi cal exam nati on and 58 subjects
were selected. During the 12 week trial, 8 participants decided to

di scontinue treatnent resulting in 50 patients finishing the trial. The
trial pharnaci st random zed and di spensed capsul es of either placebo or
herbal conposition ("TCM for "Tradi44 onal Chinese Medicine"). O the 50
15 patients, 29 received a placebo and 21 received herbs. No adverse side
effects were observed during the trial in the herbal treatnent group. Four

di fferent &S, re-used for evaluating the trial outcones: 20 -
Physician3§ 6ﬁﬁﬁgﬁﬁ%§%s Ssnment. Visual anal ogue scores. Quality of life

questionnaires. Daily synptom assessnent scores. 25 Statistical analysis:
The physi gi an’ | assessnent showed significant inprovenent in the

er al
her bal ~ ( 3@?‘63’1\;‘ rfgﬁ RRSFRRY ST0UPh thenwisil apalogucyscor shopeast a6 TCM patiqnsg
Four e L exniiRa bighifaf bhchinién hPhe itBnciPeiap LVALALEY AEMOLAMR.ANSE 02. 7%

in the placebo group. Marked relier rate Yo1n tthe roup and

20. 7% i H alleegiptlamabGigmodp. No relief rate was 14.3%in TCM group and 2 9
SEP 2003 -25 37.9% in placebo group Conpared with the placebo group, the

vi sual anal ogue score showed that TCM patients exhibited significant

i nproveneat i rsdebging (PeBIONENR-G1 GigRifRan@Sessed by all five synptonms of 5
allergic rhinitis (Figure 2): Sneezing (P=0.001) [2-tail significance]
. Runny nose (P=0.000)
. Itichy nose (P=0.000)
10 @ Blocked nose (P=0.011)

. Itchy eyes (P=0.013)

Extra medication for relieving the symptoms of allergic rhinitis was also reduced significantly
i the TCM group (P=0.000) [Figure 2].

15
The quality of life scores assessed by the patients themselves were better in the TCM group
compared with the placebo group (Figure 3) with improvement in some of the symptoms

reaching statistical significance:

20 o Global improvement (P=0.048) [2-tail significance]
L Sneezing (P=0.008)
. Itcﬁy nose (P=0.047)
. Unable to go to sleep (P=0.014).

25 Figure 4 shows the results of the quality of life questionnaire in terms of grouped symptoms.

Symptom diary scores assessed daily by patients showed a clear difference, and in particular
showed that sneezing was significantly improved (see also Example 6} between TCM and
Placebo groups (Figures 5a to Se).

30

The trial showed a statistically significant improvement in treating allergic rhinitis or preventing




Runny nose (P=0.000) Itchy nose (P=0.000) 10 Bl ocked noseZ@PsQPO%ﬁm
Itchy eyes (P=0.013) Extra nedication for relieving the synptons o

allergic rhinitis was al so reduced significantly in the TCM group
(P=0.000) [Figure 2]. 15 The quality of life scores assessed by the
patients thensel ves were better in the TCM group conpared with the placebo
group (Figure 3) with inprovenent in sonme of the synptons reaching
statistical significance: 20 d obal inprovenent (P=0.048) [2-tai
significance] Sneezi ng (P=0.008) 1£§py nose (P=0.047) Unable to go to
sleep (P=0.014). 25 Figure 4 shows the results of the quality of life
questionnaire in terns of grouped synptons. Synptom diary scores assessed
daily by Q@%&gq£ansQo§ed.athear difference, and in particular showed that
sneezi ng vas  SPATT CaRETY WY oved (see al so Exanpl e 6) between TCM and

Pl acebo groups (Figures 5a to 5e). 30 The trial showed a statistically
significant inprovenent in treating allergic rhinitis or preventing 2 9 SEP
20n3 -26 devel opment of allergic rhiBXAMELES EXAMPLE 6 Anal ysis of trial of

Chinese herbal edi g} i)y 5F SHPofERRER kBl mebldfneVeih PRidbsoYor N2y Tever

5 the treatment of hay fever
Methodology

The following are points that describe the methodology used for analyzing five different daily
10 symptom scores (sneezing, thinorrhea, itchy watery red eyes, itchy nose and nasal congestion)
measured on the 58 patients randomized to the study. Scores were taken for two weeks prior to

treatment plus 12 weeks during the treatment phase.

1. The maximum pre-treatment symptom score was found (baseline) and dichotomized to:
15
0,1 = 0 (mld or no symptoms)
2-4 = 1 (moderate to very severe symptoms).
2. The maximum treatment phase symptom score for each week was found and
20 dichotomized as described above.

3. Longitudinal logistic regression (Wei-Johnson method) adjusting for baseline was used
to model the treatment phase symptom scores at each of the 12 post-treatment weeks
plus overall.

25
4, All observations with missing values were deleted from the analysis.
5. Forest plots for each of the five different symptoms were presented using odds ratio's

(+95% confidence limits) to describe the treatment effect at each of the 12 weekly time-

30 points plus overall. A p-value was also given for the overall estimate.



Met hodol ogy The follow ng are points that describe the nethqulgﬁyzﬁagd for
anal yzing five different daily 10 synptom scores (sneezing, Yhimnordhea,
itchy watery red eyes, itchy nose and nasal congestion) neasured on the 58
patients random zed to the study. Scores were taken for two weeks prior to
treatment plus 12 weeks during the treatnent phase. 1. The maxi num
pre-treatnent synptom score was found (baseline) and dichotom zed to: 15
0,1 =0 (mld or no synptons) 2-4 = 1 (noderate to very severe synptons).
2. The maxi mum treat nent phase synptam score for each week was found and
20 di chotom zed as described above. 3. Longitudinal |ogistic regression
(Wei - Johnson net hod) adjusting for baseline was used to nodel the

t r eat ment 6phasan ayslpsio MiAg @eMTalided akiting eqiBod2vRaftd 10 @RLRRreBe ks Pl US
overall. 25 4. Al .observations with mssing values were deleted fromthe
anal ysis. 5. FﬁPE§f8§ﬁ3?§hﬁ€Fn%%EW“ﬁﬁ-the five different synptons were
presented using odds ratio's (+95% confidence limts) to describe the
treatment effect at each of the 12 weekly time- 30 points plus overall. A
p- val ue wamerptesgiogi ven for the overall estimate. 2 9 SEP 2003 -27 6. An
analysi§ usi ng generalized estimating equations was used to check the
results”for each of the five different synptons. Interpretation 5 The

results am&ﬁgmréghoﬁjngﬁr}e@r@%@gg The odds ratios is interpreted as
foll ows:

The odds ratios is interpreted as follows:
10 hchy, watery, red eyes: overall odds ratio 1.53

This means that the patients receiving placebo are 53% more likely to have moderate to very

severe symptoms compared to patients receiving CHM.
15 Sneezing: overall odds ratio 3.0

This means that the patients receiving placebo are three times (300%) more likely to have

moderate to very severe symptoms compared to patients receiving CHM.
20 The pots can be mterpreted as follows:

For Rhinorrhea (overall odds ratio 1.29, p=0.45), Itchy Eyes (overall odds ratio 1.53, p=0.31)
and itchy nose (overall odds ratic 1.38, p=0.37), there is a consistent trend over time in favour
of CHM, however, this trends fails to reach statistical significance when scorés at all the time-

25 points are combined.

For sneezing (odds ratio 3.0, p=0.003), there is a consistent trend over time in favour of CHM
and this trend is highly significant when scores at all the time-points are combined. Individual
effects at weeks 4, 6 and 7 are also statistically significant.

30

For nasal congestion (odds ration 1.02, p=0.96), there is no evidence of an improved outcome




10 Itchy, watery, red eyes: overall odds ratio 1.53 This nmga@sSfhalgs he
patients receiving placebo are 53% nore |likely to have noderate to very
severe synptons conpared to patients receiving CHM 15 Sneezi ng: overall
odds ratio 3.0 This nmeans that the patients receiving placebo are three
times (300% nore likely to have noderate to very severe synptons conpared
to patients receiving CHM 20 The pots can be interpreted as follows: For
Rhi norrhea (overall odds ratio 1.29, p=045), Itchy Eyes (overall odds
ratio 1.53, p=0.31) and itchy nose {gpverall odds ratio 1.38, p--0.37),
there is a consistent trend over tinme in favour of CHV however, this
trends fails to reach statistical significance when scores at all the tine-
25 poi ntsgar o.For sneezing (odds ratio 3.0, p=0.003), there is a
consi sten tcg{erﬁg)m\?gh? 'me in favour of CHM and this trend is highly
significant when scores at all the tinme-points are conbined. |ndividual
effects at weeks 4, 6 and 7 are alsQ statistically significant. 30 For
nasal congestion (odds ration 1. OZEWPI}@)T there is no evidence of an

i nproved outcone 2 9 SE 2003 - 28gf,0k fiiy0xessPl acebo. EXAVMPLE 7 Serum
Total IgE test Patient serumwas coll ected before and after the treatnent
during ®he 12-week clinical trial. Serumtotal |IgE was tested using

Phar naci ap Ki 1 re code nd bl.i

oper at or . aﬁn? %%MP Wtaggq?%gﬁ? bﬁggg a?cg?%eftﬁgttfe ?rp “ﬁlﬁ% thF(nﬁ(\jgle YFBL &mcﬁigv%a a
si gni fi cap¢rumdeelighsss Rited eding PHaghaia UgEpadtl Sérum sﬁﬁpﬁew@ﬂfﬁohedlﬁlﬁbﬁhded
~treatnment (P=0.006) whil e the placebo 8 group showed no significant

changes (o8¢ BopsiaioEdeired picgt ‘26)5 usqhior atatstics.fldet Ty ghapaowed a sigridirenion
serum | 9E4QheSAFF PAk] ] $oE after a three month herbal treatment (P=0.006) while the placebo

10 group showed no significant changes (P=0.9287) (see Table 2).

Table 2 Effect of herbal treatment on serum IgE of PAR patients

15 Group Serum IgE (kw/L) P
{Mean £+ SD)

Before treatment After treatment
TCM 412.6 £3472 361.0 £ 296.6 0.006
Placebo 317.0 £ 3147 309.9 + 289.7 0.929

20 EXAMPLE 8

Dose response study

The dose the inventors used in the first clinical trial was actually double the traditional dose for
long-term use. In order to test whether ﬂﬁ half dose would be still working, the inventors carried
25 outa dose response sfudy in a randomized, double blind, parallel-grouped clinical trial. Twenty-
two patients who had placebo in the last trial were recruited for this study. During 12 weeks
trial, two patients decided to give up the study, twenty patients finished the trial. Patients were
randomized into two groups: one group with full dose (same dose as last trial) and another with
half dose (strength). Both groups had five capsules, twice a day. The trial pharmacists

30 randomized the participants and dispensed the trial capsules.



15 GroupSerum I gE (ku/L) P (Mean t SD) Before treatnmentAfter § r@%
TCWA12.6 347.2361.0 f 296.60. 006 Placebo317.0 314.7309.9 289 70 20
EXAMPLE 8 Dose response study The dose the inventors used in the first
clinical trial was actually double the traditional dose for |ong-term use.
In order to test whether the half dose would be still working, the
inventors carried 25 out a dose response study in a random zed, double
blind, parallel-grouped clinical trial. Twenty- two patients who had

pl acebo in the last trial were recruiged for this study. During 12 weeks
trial, two patients decided to give up the study, twenty patients finished
the trial. Patients were random zed into two groups: one group with full
dose (sang)dosgmssidnaSivetdiiBlassahd another with half dose (strength). Both
groups had five capsules, twice a day. The trial pharmacists 30 random zed
the participants and di spensed the tri aI capsules. 2 9 SEP 2003 -29 (1)

Physi ci a he t,0t ffective at es and marked +
noder at enn?eftg&l3 %fgég 1\(,38%262%?&;8 It11( \%’dﬁ%’ e FB'(Fp‘?teéf § B¥Q dOSEFRUPS ATEVETH hat
of the | asiniled tbmhiat af thenisedlini &SRV, Ghd 687%. ?e%ﬁ&%%l P Ihk erfEBesh et | Ve

rates inp hal f dose group are slightly hi gher than that in the full
dose groufe halpg%ﬁﬁlgé‘“{? 9oh3ligndy Bigher thymthal in th%@élsfgmmouno G oupnTot al
effective rate (% l\/arked + noderate
. Table 3 Physician’s overall assessment
Group n Total effective rate (%) Marked + moderate
{marked + moderate + slight) (%)
10 full dose 10 80.0 60.0
half dose 10 90.0 920.0

2) Visual analogue study

15
There is 2 clear trend in favour of the efficacy in both dose groups. There is no significant
difference between dose groups. The improvement in the half dose group is still relatively
higher than that in the full dose group.
20 Table 4 Improvement of visual analogue scores (%)
Group | n Total | Sneezing | Rhinorrhea | Itching { Itching | Blocked Extra
nose eyes nose medication
full 10 349 332 34.0 37.0 45.1 239 36.2
dose
25 half 10 403 48.0 25.0 46.4 54.1 40.4 27.8
dose
(3) Quality of life (QOL) assessment
30

The QOF scores (pr¢—trean'nent minus post-treatment) have showed a consistent trend of



(marked + rmoderate + slight)(% full dosel080.060.0 half dosef805080283(2)
vi sual anal ogue study 15 There is a clear trend in favour of the efficacy
in both dose groups. There is no significant difference between dose
groups. The inprovenent in the half dose group is still relatively higher
than that in the full dose group. 20 Table 4 Inprovenent of visual anal ogue
scores (% 25 GroupuTot al Sneezi ngRhi norr heal t chi nglt chi ngBl ockedExtra
noseeyesnosenedi cati on full 1034. 933. 234. 037. 045. 123. 936. 2 dose
haIf1040.348.025.046.454.140.427.8_§@§e (3) Quality of life (QQL)
assessnment 30 The QOF scores (pre-treatnment m nus post-treatnent) have
showed a consistent trend of SEP 2903 -30 inprovenent in both groups. The

oL o SRk o boER BB kR ot B

the half dose group but not significant.
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Those skilled in the art will appreciate that the invention described herein is susceptible to
variations and modifications other than those specifically described. It is to be understood that
the invention includes all such variations and modifications. The invention also includes all of
the steps, features, compositions and compounds referred to or indicated in this specification,

5 individually or collectively, and any and all combinations of any two or more of said steps or

features.



CL--, ~4-i @B 2 6* 9 SEP 2003 -32 Those skilled in the %ﬁtsﬁflﬂmﬁppreciate
that the invention described herein is susceptible to variations and

nodi fications other than those specifically described. It is to be
understood that the invention includes all such variations and

nodi fications. The invention also includes ail of the steps, features,
conposi tions and conpounds referred to or indicated in this specification,
5 individually or collectively, andsny and all conbinations of any two or
nore of said steps or features. 2 9 SEP 2003 -33 CLAIM5S 1. A conposition
conprising herbs or botanical or horticultural equivalents of herbs or
chem cal or functional equivalents gherbal extract wherein said
conposition is effective in the prophylaxis or treatnment of an allergic or
infl anmatory response. 2. A conposition according to Claiml wherein the
effectiv?ness of the conposition is relative to_ a placebo-control]ed

trial. 3% A conposftPBROSQISFORIPHENE Berds o horamicaherheriiculturtequiialsats of heths
CONMpPosi t pOdtheRH&I orSGh& aleh i said bdripdsihd he
Pl on and AL ERATh St ghRalehs br HERRLR SBUSRRER il LoD REEVE S,
urinary artlie prophpldyistor treattnenicdf,an aflergic el inflamaiatry rdspawsent i on; and (V)
pronote bl ood circul ati on and renove bl ood stasis. 4. A conposition
according to Claiml or 2 or 3 wherein the herbs in the

2, A composition according to Claim 1 wherein the effectiveness of the

composition is relative to a placebo-controlled trial.

3. A composition according to Claim 2 wherein said herbs in the composition are

selected to:-

(1) keep airways open;

(1) invigorate the spleen and digestive system;

(i) reinforce the kidney and fuimction of the urinary and reproductive tract;

(iv) eliminate inflammation; and

(v) promote blood circulation and remove blood stasis.

4, A composition according to Claim 1 or 2 or 3 wherein the herbs in the

composition are selected from the list comprising at least one from five groups of herbs wherein
the first group comprises: Mahuang, Guizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaihu,
Yinxingye, Baizi and Fangfeng; the second group comprises: Baizhu, Shanyao, Dangshen,
Dazao, Gancao, Huangqi and Huangjing; the third group comprises: Tusizi, Roucongrong, Fuzi,
Yinyanghuo, quuzhi, Dihuang and Xianmao; the fourth group comprises: Huangqin, Wumei

and Wuweizi; the fifth group comprises: Taoren, Chuanxiong, Danpi and Chishao.

5. A composition according to Claim 4 wherein the herbs are selected from the list
comprising at least one from five groups of herbs wherein the first group comprises: Mahuang,
Guizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaihu, Yinxingye, Baizi and Fangfeng; the
second group comprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao, Huanggi and Huangjing;

the third group comprises: Tusizi, Roucongrong, Fuzi, Yinyanghue, Buguzhi, Dihuang and




conposition are selected fromthe |list conprising at | east 3 obie” 12083 f i ve
groups of herbs wherein the first group conprises: Mhuang, Quizhi,
Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaihu, Yinxingye, Baizi and

- Fangfeng; the second group conprises: Baizhu, Shanyao, Dangshen, Dazao,
Gancao, Huanggi and Huangjing; the third group conprises: Tusizi,
Roucongrong, Fuzi, Yinyanghuo, Buguzhi, D huang and Xi anrnao; the fourth
group conprises: Huanggin, Winei ang Wiwei zi; the fifth group conprises:
Taor en, Chuanxi ong, Danpi and Chishao. 5. A conposition according to Caim
4 wherein the herbs are selected fromthe list conprising at |east one

fromfive groups o erbs wherei.n t first _group c rises:; uang,

Qui zhi | %&ﬁﬁ‘é?’ ?‘? ‘f%“fkﬁlk'/igf‘“@oﬁ%‘:’l’%eﬁi E‘?I‘%gﬂﬁlp éﬁ?meﬁa‘?fﬁwm"ﬁ%m’? 1 GEOHPZi and
Fangf entondgiRes: Sﬁ@,ﬂgﬁioﬂﬁ%@mﬁ se-cial,ghu, Shanyao, Dangshen, Dazao,
Gancao, Huanggi and Huangjing; the third group conprises: Tusizi,

Roucongrong, Fuzi, Yinyanghuo, Buguzhi, D huang and 2 9 SEP 2003 - 34

Xi anmao; . the fourt roup. conpri.ses: Hua in,. Winrei and Wiwei zi ; .the fifth
aroup Sompri ses. ArsdpE BRI AT heitin S oo CoRCOPEH BT | on
accor di ngore®efBs af BxiPactd i Riebririie HOMRASIL O o PINR kS S plikig:.-0r  nore herbs
or extracts of five or nore herbs selected fromthe |ist conprising: the

rhi zome of Rehmannia 3 utinosa Li bosch, Dihuang; the root of Scutellaria

Bai cal enj Ce F oo uanaqi g .t he r.hiz ., 0f _Pol ygona Si.bi.ricum Redout ,
g | na¢ gt 8E relMAngR it 7, e B iShng bt W00 MBS EGAG um
Sagi t t atGebrgHMARGHIOE thizbnicl &?P&jéggﬁan&t Sibiei| ot O Iihngiak! fhe 1BMOMEZNI ;
the fruit of Schisandra Chinensis Baill, Wiweizi; the unripe fruit of
Prunus NefbeasPéapanivimengyes tedicaleingnimedine Saginaran, Yeetghuei G IrpeBivjtefi cat a

H roe, X f ., Angel Dahuricae, Baji zj :.,the. root of

hot 1 agal O RE RSy, BBl A GRS CRBensB A SRR I B ses
at | eastfnoine Aeivetizedumeo Sich withguhsseh, Wi} thetbbf aLedebfifrRUE Divikicata HoBg! one
her b orm_zggﬁ%xtr ct thereof for respiratory disorders. 7. A nethod for the

tr eat mentPSIenEr BpAYPLSS drasfcagnDalyriqagi Baish, tharpeinefad Bragakus déonlnacush as
but not I-hla'ﬁgf, %ef%@n gmﬁ-(gp%%okitiﬁx%ftﬁe‘?%ﬁhﬁ;ﬁ&s@f 1EREEH BlindySofliryihg FeRAR

allergic reaction
extract thereof and at least one herb or an extract thereof for respiratory disorders.

7. A method for the treatment or prophylaxis of an allergic or inflammatory reaction
such as but not limited to a Type I hypersensitivity reaction (e.g. IgE-based allergic reaction) and
in particular a respiratory disorder in a mammal, said method comprising administering an
effective amount of the composition according to Claim 1 for a time and under conditions

sufficient to treat or prevent said allergic or inflammatory reaction.

8. A method according to Claim 7 wherein the effectiveness of the composition is

related to a placebo-controlled trial.

9. A method according to Claim 8 wherein the herbs in the composition are selected
fo:-

(i} keep airways open;

(ii) invigorate the spleen and digestive system;

(ii1) reinforce the kidney and function of the urinary and reproductive tract;

(iv) eliminate inflammation; and



in particular a respiratory disorder in a manmal, said rrethodﬁcgmxiéﬁggwg
adm nistering an effective anount of the conposition according to alm |
for a tinme and under conditions sufficient to treat or prevent said
allergic or inflammatory reaction. 8. A nethod according to Claim7 wherein
the effectiveness of the conpositionis related to a placebo-controlled
trial. 9. A nmethod according to Claim8 wherein the herbs in the
conposition are selected to: (i) kegp_ airways open; (ii) invigorate the
spl een and digestive system (iii) reinforce the kidney and function of the
urinary and reproductive tract; (iv) elimnate inflammtion; and 2 9 SE P
2003 - é (v) prom)tetb oog Ci rlctul atqiéf)n and, re W bl ood stasis. 10. A
. met hod écordi ng Pie"8a l'%o “oFggr e W@V%PWO A& ¥er bs are selected from
the list conprising at |east one fromfive groups of herbs wherein the
first group canprises: Mhuang, Guizhi, Cangerzi, Xinyi, Bohe, X xin,
Xi ngr en}0.Chai hu, *imsthedgcsordBrg toiClainmy7 orferdrvehesin thehebs awsriglegied frgm the
conprises: Baizhu anyaa, . Dangshen. Dazag ncao ' : o
Fuiang) | 15 CoPRESRHE BIRRns TR EogSor it Pors SRSt ST By sPRrices
Yi nyangiidBuanBy @A, CahbdiianOnd Boke ARMER, Xingen| Cuaibh, YirinzyepBpizi and:
Huanggi n, Winei and Wiwei zi; the fifth group conprises: Taoren )
Chuanxi bangferpaigiscennd sonipRaprisasy .Bwhﬁ’eﬁh?@da(a@é@é;gﬁh@aﬁ‘?’@a%% Hyangqer i n
t he herhb re sej. f .St r1.S] at. - eg f ive
ar oups BF ReRsBikle Bt 6B (ifpled TusB R Rk el g iRl AR I GAS
Canger zpihu¥gid XBah@o; tKe ournh pfongeanprisehaiiangqi] Waineiyre] Whsieizi; tnfifth
Fangfeng; the second groug conpri ses:_ Bai zhu, Shanyao, Dangshen, Dazao,
" Gancao, STUR AEPIISaTd TagkRg Chvareriong Ranpiand £highaip conpri ses: Tusi zi,
Roucongrong, Fuzi, Yinyanghuo, Buguzhi, Di huang and Xi annao; the fourth
group conprises: Huanggin, Winei and Wiwei zi; the fifth group

1. A method according to Claim 10 wherein the herbs are selected from the list

comprising at least one from five groups of herbs wherein the first group comprises: Mahuang,
Guizhi, Cangerzi, Xinyi, Bohe, Xixin, Xingren, Chaibu, Yinxingye, Baizi and Fangfeng; the
second group comprises: Baizhu, Shanyao, Dangshen, Dazao, Gancao, Huanggqi and Huangjing;
the third group comprises: Tusizi, Roucongrong, Fuzi, Yinyanghuo, Buguzhi, Dihuang and
Xianmao; the fourth group comprises: Huanggin, Wumei and Wuweizi; the fifth group

comprises: Taoren, Chuanxiong, Danpi and Chishao.

12. A method according to Claim 11 wherein the composition comprises five or

. ) more herbs or extracts of five or more herbs selected from the list comprising:-

the thizome of Rehmannia Glutinosa Libosch, Dihuang; the root of Scutellaria Baicalenis
Georgi, Huangqin; the thizome of Polygonatum Sibiricum Redout, Huangjing; the leaf of
Ginkgo Bilobo, Yinxingye; the icaf of Epimedium Sagittatum, Yinyanghuo; the ripe fruit of
Psoralea Corylifolia, Buguzhi; the fruit of Schisandra Chinensis Baill, Wuweizi; the unripe
fruit of Prunus Mume Sieb without seed, Wumei; the root of Ledebouriella Divaricata Hiroe,
Fangfeng; the root of Angelcae Dahuricae, Baizi; the root of Astragalus Membranaceus,
Huangi, wherein the composition further comprises at least one kidney-tonifying herb or an

extract thereof and at least one herb or an extract thereof for respiratory disorders.

13. Use of the composition according to any one of Claims 1 to 6 for the



conprises: Taoren, Chuanxiong, Danpi and Chi shao. 12. A rretlz‘o%l SaEccor ding to
Claim 11 wherein the conposition conprises five or nore herbs or extracts
of five or nore herbs selected fromthe list conprising: the rhizonme of
Rehmanni a 3 utinosa Li bosch, D huang; the root of Scutellaria Baicalenis
Georgi, Huanggi n; the rhizone of Polygonatum Sibiricum Redout, Huangji ng;
the I eaf of G nkgo Bil obo, Yinxingye; the .uf of Epinedium Sagittatum

Yi nyanghuo; the ripe fruit of Psordléea Coryl folia, Buguzhi; the fruit of
Schi sandra Chinensis Bail!, Wiweizi; the unripe fruit of Prunus Mine Sieb
w t hout seed, Winei; the root of Ledebouriella D varicata H roe, Fangfeng;
t he root mﬁuﬁaag&i Slaemb¥ibathdnt &6 thBbAmentlod BrdphPlaxRior A8 En@:@%‘ SniveiRhRpACEUS,
Huanqgi, wherein the conposition further conprises at |eaSt one

ki dney- tb‘i"fFﬁ“ﬂH ng herb or an extract thereof and at |east one herb or an
extract thereof for respiratory disorders. 13. ' Use of the conposition
according to any one of Clains 1 to 6 for the 2 9 SEP 2003 -36 manufacture
of a nmedicanment for the treatnment or prophylaxis of an allergic or

i nfl anmatory reaction.



