Tradi ti onal Chi nese Medicine Conposition to Treat Bronchial Asthma
and Preparation Method thereof Field of the Invention The present
invention relates to a traditional Chinese nedicine conposition for
treating bronchial asthma and preparati on nmethod thereof, and it

bel ongs to thedifiell ChinkseGii¢dimsaC dngrokition twﬂdéattatonahmlAsBawaydd’umraﬁont he

| nventi on Bronchi al asthma (hereinafter "asthma"), is a conmon
chronic lung disease. At present Metbesiher200 i | | i on peopl e worl dwi de
suffer fromasthma, and there are about 20 million asthma patients in

China. The dMGOKh&VENPR mj or Chinese cities show that asthma
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pat i ents ave fam ory. A survey s t 33% of ast
patients fRRkired hospl talization or energency treatnent because of
asthma in the past year, 58% of the patients incurred tinme |oss of
wor k due t o Baskdrommd of BfIffentiGi hma patients coul d not perform nornal
sports and leisure activities, 63% of asthma patients had to change
t heir ori gi Madnchialyastifnal (hereinafier 68%meT), &st hommquathrann king disfast. ¢d mésewdp
di sorders because of asthma, and 74% of asthma patients coul d not
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as wel | as abroad, conmmonly used western drugs to treat this di sease
are fromue, Hiddr WuRGy Sidive gar 338S6f abtifapRiente R lited ASHRII@AIS or ddzkrgency
agoni sts, inhaled anticholinergic drugs, theophyllines, |eukotriene
ant agoni stesimeahtagonf stisnact thobiseyeat, 6% ahtrepatienys inediedtine bssaidodyduolo ne

ant agoni sts, bone marrow eosi no(g)hl | progenitor cell inhibitors, and
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there are many nore problens in the treatnent of hrma patients,

such as tRAmlaeNBiky &Edé‘ﬁkelnﬁtééﬂ%gﬁﬁﬁencm%fEéﬂnnaﬂ&@iid(ﬁﬁreﬁﬁlﬁg dosage, how
to reduce the dosage, when to take the patients off the nedicine,

whi ch et hmcth®paspR®giashpedale hachbeen ectiviig sghak cliécticombtals| df poversihd aml,
and which is nore effective and safe for asthma patients. These

pr obl ens treting @sthya, othichlien gebieche ticdlésh xplation obire mefiisal pepdkdsionp A China as
difficulties to continued treatnent of the patients. Meanwhile, sone
adver se STellerseforaagt wmgoniyhesedesta riregs dp dreafe bishditrasesas ifoms g aliorﬂéltgt ed
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It is a Qnompaw Jogn@)‘ﬁhbﬁ)gﬁm&}@ll %ﬁ:}lm@fangglﬂa‘?ieﬁjs%exlﬁh %%’t}f@ﬁ d)‘é]ﬁ gene
ef fectiveness of asthma prevention and treatnent nethods an

medi Ci NeSherapy. [ aebchtl YRG! th&sBidRGS echiel GhBaliNiad YR, Holvows adaainhiny 6@ar s
of history in the prevention and treatnent of bronchial asthna.

Anci ent  dips¢ dugs ihatagonstiant bpjsodospll broechid inflatwmeivh apd synptoplse€Bhey still do
met hods, prescriptions and nedi cines for asthma, and had di scovered a
lot of eftbeealyoyte prebdes mwr@ihsconmmdnhmhhdgqpé@wrysnrizfaﬂmsalhav@hsmm

reduction in frequency and long-term control of clinical symptoms. In addition, there are many
more problems in the treatment of asthma patients, such as the length of the treatment, when to
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Radi x Trichosanthis 146-300 parts, and Fructus Forsythiae 46-151
parts. Another traditional Chinese nedicine conposition of present
invention is prepared fromthe follow ng raw nedi cinal materials by
wei ght : Herba Ephedrae 77-88 parts, Cortex Mri 136-165 parts,
LunDr i cusredtod thd @0sapa hbs to oeute the(dobdge,0nhdh 1Ohkdihé paienthbid shefraadichie aehich
110- 151 parts, Rhizoma Pinelliae 46-65 parts, Fructus Perill ae

105- 151 puesthod,or Rediam d2a eddve e Raf rod cdn6 it 6 Bsthoeer arsl wiSdine morr aifestive ek
Amarum 46- 65 parts, Radi x Scutellariae 103-151 parts, Periostracum
G cadae 48fedy simaspatisis HheSH@(PﬂJ{e@? Aol gnlage ﬂﬁaﬁhﬂlﬁlaﬂsRa‘eﬂ @@0 add more

Tri chosan 255- 300 arts ructu ors t hi ae,103- arts.
Pr ef er abl lgﬁﬂea ¢ parpimqisarmer il st wéh%oﬁeﬁlséf“f#%ﬁl Fff e dfft

o fo
Ve gy R Rt T P RLEE lc

Lunbri cu Ssuljv/@)6 n%ﬁ? hARS R astﬁ%gsﬂlel% B@%a @Q th(ﬁgrve%{ dnSdeafdoRiFol E%él%saiﬁla
66- 101 parts, Rhizoma Pineiliac 66-101 parts, Fructus Perillae 66-101

parts, RaglioflagRhd piedRil iR bAiOevd sdiakl Seas MG ByehiR AL SR EveAITFJI BT
66-101 parts, Radix Scutellariae 66-101 parts, Periostracum C cadae

66- 101 pahdisdisekier. lais Houtg wynioaehidGBh? b@l phgdnerallyRagroving rthe éffesivandas sf
166- 253 parts, and Fructus Forsythi ae66-101 parts. Preferablely, a
tradi ti orsathmChicyratien ard deatinene meibodsend mediginesf present invention is
prepared fromthe follow ng raw nedicinal materials by weight: Herba
Ephedr ae S@WQQWPECEESFﬂE¥mMEﬁPS2§%t$ﬁﬁ?§3Uiﬁ%%ﬁféﬁ?ﬁiﬁﬁmbﬁﬁWﬁmmS§%bn

G nkgo 66 parts,. Fl f rt 101part
Fruct us ik Pences eepal Funirdire SaBEh 30 PERD Dot PareLTr B

A , | at i 6
e 20 e B RAGRA P ALK sSCUbEld, 3k 30 06539@%8 BeLd Qe

a cadae uttuyni ae I X Trichosant

253 part %Jres@(géloxﬁr PRG0S Xﬁlﬁlbsalﬁwggloﬂﬂrtﬁa‘ﬁ {reatmE bk Rl @Aditionad Chmese
traditional i nese mnedi ci ne conposition of present invention is

pr epar ed rhddizime haecdhprdhensive gffdcawf rptliatigrimmunmdyeenm sdnd-alyrgyvedighidg asterpa

Ephedrae 76 parts, Cortex Mori 166 parts, Lunbricus 253parts,
preventing cough, expelling phlegm, anti-inflammatory and so on. Traditional Chinese medicine
can reduce airway inflammation and airway hyperresponsiveness. Clinical studies have shown that
the treatment with traditional Chinese medicine has less adverse effects than western medicine,
and can significantly relieve symptoms such as wheezing, chest distress, coughing, phlegm and so
on. Most patients can enter remission phase of asthma during the treatment period, or reduce the
dose of hormone, and improve their quality of life.

Dingchuan decoction, recorded in "She Sheng Zhong Miao Fang" (a traditional Chinese

medicine formulations book), is cotnposed of honey-baking Herba Ephedrae, stir-fry Semen
Ginkgo, Cortex Mori, radix scutellariae, Semen Armeniacae Amarum, Rhizoma Pinelliae, Fructos
Perillae, radix paconiae rabra, lumbricus, Periostracum Cicadae, radix trichosanthis and Fructus
Forsythiae. It is a famous prescription for treating asthma. Experiments showed that Dingchuan
decoction has a protective effect on experimental asthma induced by histamine and acetyl choline
chloride spray, and can antagonize histamine-induced contraction of isolated tracheal smooth
muscle in guinea pigs [Li, zhengmu et al., pharmacology research of Dingchuan decoction in
treating bronchial asthma. Traditional Chinese Medicinal Materials. 1999,22 (8):411]. It can

further promote the secretion of phenol red in mice respiratory tract. These results prove, from a
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Semen G nkgo 101 parts, Flos Farfarae 66 parts, Rhizonma Pinelliae
66parts, Fructus Perillae 101 parts, Radi x Paeoni ae Rubra 253 parts,
Senmen Arnmeni acae Amarum 66 parts, Radix Scutellariae 101 parts, .
Periostracum Ci cadae 101 parts, Herba Houttuyniae 166 parts, Radi X
Tr i chosanphitingcold@@alp pdripsotivenitlat ADidgdhuis: deodcsivit hasae sdtBfhctpgr éffect on relieving
Preferablely, a traditional Chinese nedicine conposition of present
i nvent i onsthisa pdepeelled phiegm t he fol | owi ng raw nedicinal materials by
wei ght: Her ba Ephedrae 70 parts, Cortex Mori 241 parts, Lunbricus
245parts, w thfklgt?“%l parts, Flos Farfarae 94 parts, Rhizomm
Pinelliae 5 ﬁra ctus.Perillae 94, parts, Radix Paeoni ae Rubra
230 parts, F?“?ir QESLCRHEFTRETED I tﬁ‘ﬁs‘“"’eﬁé‘j& i3 masdp oM RHFY AEvel

parts, Peflr bOISt ! ac lfsm agl:lgcc%glg‘relsteg %{epn%rﬁ edrl_&%‘r(? %'Exl_%é l’tYan agilge%Zna%arSErﬁen

Radi x Tri Ghosant and Fruc orsythi ae parts

Pref er abl gl¥niacBe tﬂ[rﬁa%rﬁ' ﬂﬁl%ma@fn@iﬁ&e PR s CheiflaeC HIROB fat 0 %n@fsopénﬁsﬁlﬁt
invention is prepared fromthe followm ng raw nedi cinal naterials by

wei ght :  lHenpaRitb Bipsificdl Zelibak e, sypiohn® o Mdkthia kOhqa shich, asLiH¥bdiel difest
210parts, Senen G nkgo 84 parts, Flos Farfarae 84 parts, Rhizona

Pi nel | i aelis8dsspanghing, dethocitiegsiPend itslefiect B4lepriessr tHRa tiakofPhgomian decBution.a
210 parts, Senen Arneni acae Amarum 84 parts, Radix Scutellariae 84
parts, Peri donteatefth<dnyventiage 84 parts, Herba Houttuyniae 210 parts,
Radi x Trichosanthis 210 parts, .and Fructus Forsythiae 84 parts.

Pr ef er abl eI Pne aspeqt QB the iPYS’FF&T ingafioneis & BEPHEE tffémee%ﬁblg?se imaﬁma? CqPaLEgy
i nventio po Eare mthefollovmng raw nmedi ci nal materials by
wei ght : I—%rrt’% "EE’ é‘g}l%és *parts, Cortex Mori 198 parts, Lumbricus

223parts, ?’.Egﬁler%&‘é% tlZe8pr&Q1{t thﬁrentﬁnll o %%fd@'ﬁ %%pggtlogq{etﬂ‘ﬁ)d om.b £2d41Ebnal

Pinelliae 7
Chinese medicine composition for treating bronchial asthma.

A traditional Chinese medicine composition of present invention is prepared from the

following raw medicinal materials by weight

Herba Ephedrae 40-90 parts, Cortex Mori 136-300 parts, Lumbricus 146-300 parts,
Semen Ginkgo 46-151 parts, Flos Farfarae 46-151 parts, Rhizoma Pinelliae 46-151 parts,
Fructus Perillae 46-151 parts, Radix Paeoniae Rubra 146-300 parts,

Semen Armeniacac Amarum 46-151 parts, Radix Scutellariae 46-151 parts,

Periostracum Cicadae 46-151 parts, Herba Houttuyniae 146-300 parts,

Radix Trichosanthis 146-300 parts, and Fructus Forsythiae 46-151 parts.

Another traditional Chinese medicine composition of present invention is prepared from the
following raw medicinal materials by weight

Herba Ephedrae 77-88 parts, Cortex Mori 136-165 parts, Lumbricus 255-300 parts,
Semen Ginkgo 46-65 parts, Flos Farfarae 110-151 parts, Rhizoma Pinelliae 46-65 parts,
Fructus Perillae 105-151 parts, Radix Paconiae Rubra 146-165 parts,

Semen Armeniacae Amarum 46-65 parts, Radix Scutellariae 103-151 parts,
Periostracum Cicadae 46-65 parts, Herba Houttuyniae 255-300 parts,

Radix Trichosanthis 255-300 parts, and Fructus Forsythiae 103-151 parts.



Fructus Perillae 85 parts, Radi x Paeoni ae Rubra 188 parts, Senen
Armeni acae Amarum 87 parts, Radix Scutellariae 88 parts, Periostracum
Ci cadae 79 parts, Herba Houttuyniae 221 parts, Radix Trichosanthis
218 parts, and Fructus Forsythiae 81 parts. Preferablely, the raw
medi ci nal PRfeeibied] & trafitichil € hinesdhddidieabmfditioe sEpresedli itvemieon GOprp@sd tfiomn
in the present invention are: Herba Ephedrae is honey-baki ng Herba

Ephedr ae, sy a$AR8IKial infteSihik by d&ipht Senen G ngko, Rnhizoma Pinelliac is
al um processed Rhizoma Pinelliae, Fructus Perillae is stir-fly

I
Fructus Per k&%@ﬁe&h@a&@ ;ﬁ.ggfga s/ pmﬁaﬁa-%}?g%@b& d feshbYpaigen

Anneni acae w medi ¢l na s of present invention
can be substget\bit @FlkiAY66t 108 gArs] IR Hartihd dtee pirRdRIGIRAIPIHBhLESd- Al parkaVvi NG
sane or simlar functions, and these materials can be processed in
accor dance Winicks Phgliaé bl 01gaad, RetiaPdadist Rabrallibadit paatsial Chi nese

Medi ci ne Processing” or "Geat Dictionary of Traditional Chinese

medi ci ne". SefbreAinreaidéat Aowain (GHIOhpat, Reddi Soitaliriedfpldd iptrison of present
invention is prepared fromraw nedicinal materials, and "prepared"
can be underfstesgavaLigdie (R pats, Pripdbaiunioe 466-73PRE: preparati on of

traditi Chi nese di ci h i iti | Chi

200 o0 CUISRREE) Denyn e SR RlSRRR A At onel i nese
t t f i | . ext t. l. i

Ot GRANCT A SOl AR B0 kel 5 580 o

extracti Qrb roldiitk @ e@thNinderbib bPWamt he macroporous resin col um.
Furthernore, the inventive conposition can be prepared in various

dosage f or NHertaWphddthe B0 pR NSt Motiabi Rits, IROVEARE 1660528, | 1 qui d, soft

capsule, pill, tincture, syrup, suppository, gel and spray.
Pr ef er abl el Beméh@inkgostdipbitsoRlad FaThian &é&epane ®higomeePioddliap 08Ipkitspn of pr esent
invention is prepared using the foll ow ng nethod: a) taking Radix

Scut el | ar i ad'rusivd Parilige 6@patss,Fadiy Racopike Ritiry éwarts; nel | j ae according to
the formul ation proportion, pulverizing theminto fine powlder for

| ater use; Semg)AmehipggAgarumQl parfs RadiySculpilatiag @ mfS: Her ba Ephedr ae,
Semen G nkgq, .Cortex Myri, Flo arfarae, JEructus Perillae, Senen
Ar meni acae %ﬁ%%g%ugnd%rdggalﬁoﬁ?rg %@%ﬁ%@"?@éé?%ﬁs’ng to the fornulation

and t he reﬁRaﬁH&TﬁHlo%ﬂ{;ﬂgsﬁ?E Bﬂs,l &éﬁmctﬂgﬁdé}%ia@'é&ga&si nes anount of 50-80%

et hanol, heating an uxi ng extract thrice, 1-3 hours each tine,
recover i ngp@iehsRY| a F{RBhACHREImERIHd ebapbsikbs 6f préestusRation ﬁﬁl&éﬂdfea Afro@nd
concentrating the solution to obtain the extract with a relative
density alie fAlld¥ong rAw Mdiaihal GidEribloby Weigler use; c) taking the relative
amount of Lunbricus, Radi x Paeoni ae Rubra, Periostracum C cadae,

Radi x Tri chdbsntirhslragq6 pfsuartex Moo d 6q/marts, dambdwe 2thart: t o t he

formul ati on, addin ti mes anmount of water, decocting twice, 1-4

7- 10
hours each tSewen Cinkgo 18} p#t, flosdarfareto nase Bhigeet inliaifRsrthg decocti ons,
concentrati th | ution to.optai.n e tract with a relative
density of %gsﬁerﬁgig&é’?ﬂ%g@’f E’e?ﬂlaaecl%)“%fﬁﬁgﬁagnst he extract with
extract of or | ; . L1 X t fi ne powder of
step a) wi t%te%%e}?%ngrﬁg{aﬁégﬁ%%ér@g?s’ %?dng%%%hc aQ?%I %ﬁ?’ai n the
traditional pChispess ABEALION Barks OIS Jutt@Riae [EEp&QMPOSI tion can further
be prepared to clinical acceptable dosage forns, including capsule,
tabl et, powdebix TatRbandeM6a psits) At FaBus Fadikithe 19Dpdrtscapsul e, pill,
tincture, syrup, suppository, gel and spray, through routine
pr ocesses. Prefefiblelysetladiond Chiraskdhaliging compmBiion nbpresentofivent®o iy pegared dfoer s
to weight/volune ratio, for exanple, "adding 6-8 tinmes anount of
sol vent ithe folavinasdi elediginal migteniels by weightef ers to adding 6-8 liters of
solvent to 1 kilogramof raw nmedicinal materials, In order to

achi eve t he Hfe8iEPRYdS BYE FErHidonPH pagislepBi@a Y Pt add
pharmaceuti cal | v accept abl & excl L eNLS M hnS pRUERAs3LLON of these

Fructus Perillae 94 parts, Radix Paeoniae Rubra 230 parts,



d) Mxing the fine powder of step a) and the extract of step c),

addi ng an appropriate anount of adjuvant into the m xture, and
spraying granulation to obtain granules and sifting the granul es

t hrough a nesh after drying, standing by. ; and e) preparing the
granul es of SinepAdhenirtreAntaaol Vtpado BadpeSduailmiat At pugh rout i ne
processes. Preferably, the preparation nethod of a tablet dosage form
of the tradiRefientratumCifadessy pavs HelbpHowwmpees23¥ b, i ncl udes t he

foll ow ng steps: i Radi x Scutellariae and hal f anount of

t ak
Rhi zoma Pi néaﬁixgéic@ég‘é}iscﬁ%hléa soPnl RBICRGForenthaci oprr opor t i on,

I i zi th i fi wder .. f | at el : . b).. t aki t
Dol At v nisTHDES,f g R st er kg iy pre g
Far f ar ae, , FEHGLMS, g%eh{c{ngiq%awﬁglggﬂu“@gmeni acae Amarum and Her ba

or t

Hout t uyni ae accofding to the ion and the rest of Rhizomm
Pinelliae i nid.apQ¢dde®d parR O30 Mribl (TB:Sts, 3 RAdus 0fopf0 et hanol _
heating and refluxing extract thrice, 1.5 hours each tinme, recovering
et hanol fr orsemt Gakio SQhits, FlofFaifafie 84 p#aE (Rhedmp PiRslEay s pagoncent r at i ng
the solution to obtain the extract with a relative density of 1.05 -
1.10 at 60C HotusPartlize 84isaets, Radix Ppecnmk Ruiga 2 9gantse| ati ve anounts of
Lunbri cus, Radi x Paeoni ae Rubra, Periostracum C cadae, Radi X

Tri chosant hiSsmghgmEpigese hgampy hpery. BadigewisHeiapg® pae f or mul at i on,
adding 9 tinmes anount of wat erHergfiﬁOCti ng twce, 2 hours each tine,

filtering tHEORERM Gedudtirgrs PR 2L BEE ons, concentrating
the solution,to tain.t extract with a.relative density of 1.05 -
1.10 at GOthaglﬁ‘ﬁ%(ﬁ)s |r11€i2tr%gp?ﬁéan§>% Fhe orﬁﬁ}laﬁ%? aeASéxtract of step b)
for later Pt%%rablely g)rad}ﬁoﬁﬁl@lirk&%édﬁcﬂﬁ cgﬂwﬁi{m Qlf pr%ﬂﬁnv%ﬂtjoﬂqurt‘:ﬁf\ed from
extract of step ¢), adding an appropriate amount of adjuvant I1nto the
m Xt ure, &ElSRESHRGIGhAMikeikl 6Pwtightobt ai n granul es and sifting the
granul es through a nesh after drying, standing by. ; and; e)
preparing t hergEahediae$] pdrtsSTagex Moritl68 purth,dlombticus @23age, f or m t hr ough
routi ne processes. According to total weight of the raw nedicinal
mat eri al s ofSempeGinkgediBtrrtsnBps Gkre 8erateRhomaPinglgsddivatson of t he
present invention, the dosage of the_conposition is 15 - 30 g/ day,
and it can B&<tigkeiilapprrarydiafiy Pagonise Butyrg [fatfai | v; preferably the

dosage is 2 /. day, and to he taken three.tipmes a day. To confirm
the activi (i drtest Ao G eraaitEe el Tt B et o ne
conposi tion P%?&Eéﬁduﬂl%iéa%e ib};@ﬁs, HOMERbIi&OTPRREL T on”) , the tablet

dosage formo e I nventive conposition prepared using nethod

di scl osed i rRab%aBloSanthis¥A8 p&itsUsil BRichuOERsyRMBe hartsand  phar macol ogi cal

tests were conducted to denpbnstrate the inventive conposition's

ef fect on t reedtritigy, lleane Riediting Siakefals of\hs Gaditidid Ahiveseapeitidecompdsizion inof
the primary pharmacodynam c part of the tablet was conpared to that

of Di ngchrapregaicioeniignare: gierakmhddraee & droutivibgking Harbp Gbhdadshetmen Gupio is

adding 9 grans of each of Herba Ephedrae, Flos Farfarae, Senen

Ar meni ac #8-raeah GirgrorRizogrd ieilide s dlu pregesyg Rhioms PigglligenFrastideiliae
stir-fry to yellowi sh), 6 grans of each of Fructus Perillae, Cortex
Vor 1 | and et Ehaie Heaeoa S obmiafie chmayh s B CEOPPHT AqBoes

wat er andAigecocti ng the ingredients to obtain the D ngchuan

decocti on. , Xiaobo and Xi ao, xian. Tal king about Di ngchuan
decocti on KAl LMY Qkeddis O blesthe YEM: YA 20Qbsiuleh) by2adliotd Chinese
experiment confirnms that this Inventive conposition is nore

t her apeuthd@ridhy m@tdBChadme shiiatr nilgaiMéashs08QaRdse Mateiidls tdnERL pri@ssed in
ast hma. It has been confirmed that this inventive conposition has
good t heraagedahéecwief the CNatioml (Staeddrd nfyTiaditerahClahesa deliinine Byocesahg' e i"Ggpat
ast hma and coughi ng, resol ving phlegm anti-inflanmation and so on.
Br onchi alDigtiontrraf Traditgpneldiingse reddreonal.c | ung di sease. This inventive

The traditional Chinese medicine composition of present invention is prepared from raw
medicinal materials, and “prepared” can be understood as any general process used in the
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1.2 Drugs and reagents : (1) Testing drugs: The inventive
conposition drug, batch nunber: 20060801, was provided by
Shijiazhuang Yiling Pharmaceutical Co., Ltd. 1 gramof the final
conposition drug corresponds to 4.5g of crude drug. The hunan
clinical gpasaden of nhdigord Chglese Sm&Rdgnec rsudieasd pragprid@ yradifibie] dihingsewmsdicine
conbined with 0.5% CMC - Na (sodi um car boxynet hyl cellul ose) to
prepar e aompbsition gaiten dirget guiveringcanerernirating che lokifagh &omsaenventionab yolvent
Positive control drug: Am nophylline tablet suitable faor treating

br onchus eéé‘%"ﬁﬂ’h Iopte IBtheces eﬂflttiowé rﬁ@rw%{wgl Hiep iy serantivadl splval eeeetiony
Peki ng Zi z%]g ”ﬂu b bat ch nunber: 20061103. (3)
Di ngchuarfu oo A M s 8\%“881’81’05?}“ Cf’lﬁ?ﬂuang Yi | i ng Pharmaceuti cal

., Ltd. u e
oL 5o s L SRS AP i
sol ution ydfl Ggaulsae &9@1 ﬁatsaﬁgapgne Eﬁf HcBird! $8up, Appdti&y LOLEsprs.
crude drug/day" neans the dosage o e raw nedi ci nal materials per
day. ( 4)’re@l&%lel}§l MeNiadilo 6 \Chineof m@ﬁ@fé&oﬁi@ﬁlﬁ)ﬂ Vof preser(t Syveiog GO b&}iared
Product of Sigma Conpany. 1.3 Apparatus: Yadu nedical vapori zer,
nodel YCu¥BQOB folpwoguedddby Beijing Yadu Technol ogy Co., Ltd. 2.
Met hods and results 1. Goups and drug adm nistration of the aninals:
After groupi faline Radiguicnietaripe gad Were e”/ioemoqnhpé Rhorag Pinelligh accendigarip dhe
gl ass cover §4L in batches. An asthpma in ing solution (isometric
i nt er m xtToFRage %‘%%c@l"éﬂz‘%ﬁf&er@m@/@’ﬁpg‘f’ %EHHGsphat e) was

atomi zed and, apcayed LOto. Lhe ol a5s EoKeL Y WL trasanicoalongernal a

I1
rate of 157sécon ere mzatron volu 7 'n“and

at om zat '#ﬁHmQ@ﬁ?HcE:L ‘Perﬁla@ Seld Aﬂ%xa&e%%rﬁfaﬁ@ﬁerﬁi H%t&ﬁﬁde%cor&ﬁﬁo the

| atent period of wheezing convul sion of guinea pigs with m n was
obser ved. foldilA6@R afi @6 rRaNt RYzcnal BhRE, QR @ 00§msheRzEd NG 5o@m%mh@,n
exceedi ng 120 seconds were excl uded from further experiment. 66

el i gi bl e lgatingasd pigsngeztret teite ¢3hduaadh Kiandembeting etarcefiorh AttactGolution
groups: asthma nodel group, am nophylline group, D ngchuan decoction
group, hiugter refeeid presairedandpancdestingede efiution o dbfvethe ewrect g oR4tivi damsity
groups. Asthma nodel_ _group was intragastrically admnistrated with
same vol Wid0of 1-sb1t¢Rkht foréﬁ’ﬂ‘ﬁﬁiphyl line group was int ragast ri cal ly 10
adm ni strated .w

o "hurmn o Ak SRk eRbi srofihin 85 £ eshiS RhfR TRt il d
i nt ragaSt}{ad&afoc){osglgm b %&g@@ﬁorwaegéc%%dﬁgq J Be Jgﬁmﬁm qun&%cgr [ESRQ

to 7 times of human clinic dosage I Ium an dosages of
the i nveniio\ of QR 8kdobtRB (HicOURShIWR dct tithe, FBaHk theCdd tdriie@idnNEshivid e d
with the conposition at 5.1g/kg, 2.6g/kg, and 1.3g/kg, respectively
(corres pmacbcﬁ@s,]oénceZtraaﬂg:hhascﬁution eshtahf théemimac uﬁthlaﬁld:lﬂazb deweisagd,0s - 1.10 at
respectively). Each group was adm nistered with the respective drug
for 4 corf0itheslmmiming theEheacewitesxiraat nfstdpdyfonlagruse; h after the | ast
adm nistration. 2. Anti-asthmatic_ effect on drug induced asthma in
gui nea pi g9 mixng Helfige pawdsa oh sigp gl priliethe comtired Exirant OF &iep <} figyplptain the
organi ¢ cove ast hma. was i nduce bcymt he. met h d d gscr i be

After at dﬁF’i‘&‘l"? & meﬁea{?egﬁlf’ﬁ GPPRLPH BBHTLICL ed’ﬂfipﬁré‘g t"p?&léca\mas

observed jin 6 no .ast hmatic vuI sj.on I
egosage a“fg 1nc1I;] ngé:fa% Tile tnget aqowdera r}ﬁa §m1n1s §toY ﬁqﬂld s&? caﬁsallef

accepl
| at ency wasrgééns m varrarnce a

test wer %ﬂf' %ﬁ&t'lr@quytsuﬁMméBs%%l ne) sgmy,-ﬁ‘l?ﬁlgﬁ %Hﬁéﬁoc%&gswed t hat

signi ficant prolongation of Tatency of asthma induced by acecol ex and
hi stam ne pbesphateadis 0 SEY MRdntioh » GalvdeRfcR (f Weighvoige MtBNfoRBEmple,
medi um dosages groups of this inventive conposition. The group

adm ni st eadtihgd-8 himkeh emdvanofobagan edfw mbdcihad wertiblyereteeamp addihg 643 1adrs of
showed sone effect on prolonging |atency of asthma in guinea pigs,

but t her eolxers tonlokilogrgmiof fawamadicgplanitetalscal di f f erence conpared to

In order to achieve the desired dosage forms, it is necessary to add pharmaceutically acceptable
excipients in the preparation of these forms, such as fillers, disintegrating agents, lubricants,
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Lat ency of induced asthma(s) WeezeFall Asthnma nodel group 12
24.69.0 40.814.5 Am nophylline group 0.06g/kg 12 38.313.0**

74. 336. 0** Di ngchuan decoction group 8.1 g/kg 12 33.99.1* 50.318.3
5.19/ kg 10 42.211.5** 81.338.1** The inventive conposition

suspending agents, binders, sweeteners, flavoring agents, preservatives, etc. Fillers include starch,
pregelatinized starch, lactose, mannitol, chitosan, microcrystalline cellulose, sucrose, etc.
Disintegrating agents include starch, pregelatinized starch, microerystalline cellulose, sodium
carboxymethyl starch, cross-linked polyvinylpyrrolidone, low substituted hydroxypropyl cellulose,
crosslinked sodium carboxymethyl cellulose, etc. Lubricants include magnesium stearate, sodium
lauryl sulfate, talc, silica, etc. Suspending agents include polyvinyl pyrrolidone, microcrystalline
cellulose, sucrose, agar, hydroxypropyl methyl cellulose, etc. Binders include starch,
polyvinylpyrrolidone, hydroxypropyl methyl cellulose, etc. Sweeteners include saccharin,
aspartame, sucrose, sodium cyclamate, glycyrrhetinic acid, etc. Flavoring agents include
sweeteners and various flavors. Preservatives including: nipagins, benzoic acid, sodium benzoate,
sorbic acid and its salts, benzalkonium bromide, Chlorthexidine Acetate, eucalyptus oil, etc.

Another embodiment of the present invention provides a preparation method of preparing tablet
dosage form of the traditional Chinese medicine composition. This method includes the following
steps:

a) taking Radix Scutellariae and half amount of Rhizoma Pinelliae according to the formulation
proportion, pulverizing them into fine powder for later use;

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgo, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation
and the rest of Rhizoma Pinelliae in proportion, adding 6-10 times amount of 50-80% ethanol,
heating and refluxing extract thrice, 1-3 hours each time, recovering ethanol from extract solution
under reduced pressure, concentrating the solution to obtain the extract with a relative density of
1.05-1.10 at 60°C for later use;

¢) taking the relative amounts of Lumbricus, Radix Paeoniae Rubra, Periostracum Cicadae,
Radix Trichosanthis and Fructus Forsythiae according to the formulation, adding 7- 10 times
amount of water, decocting twice, 1-4 hours each time, filtering the water decoction, combining
decoctions, concentrating the solution to obtain the extract with a relative density of 1.05 - 1.10 at
60°C, and combining the extract with extract of step b) for later use;

d) Mixing the fine powder of step a) and the extract of step ¢), adding an appropriate amount of
adjuvant into the mixture, and spraying granulation to obtain granules and sifting the granules

through a mesh after drying, standing by. ; and



groups: high, nmedium and low 2.6 g/lcg 10 37.716.9* 57.121.9* 1.3
g/ kg 10 3 1 .612.5 47.317.8 Note: Conpared wth Asthma nodel group,*
p<0. 05, ** p<O0. 01. After breathing in a liquid mxture of histam ne
and acecol ex, asthma woul d be induced in normal guinea pigs. The

i nventive ccimpogiring ta gnilds ofi stefhd) annadtabletdiosape os tgpegh (obtidegtdegss@and 2. 6
g/ kg, respectively) can significant prolong the appearance tinme of
wheezi ng ahuferahlyl thagreparation misthad pla Golptrfiespep fagy of e ragiBongifehipsepmedicine
respectively), After sensitization by Oval bumin (OVA), guinea pigs
produce &ATPSHEAINCYEesiPIBERE N ch conbines with nast cells. Wen

[ OVA .i.S i led, . d ' IS, .b h [ ' f
VA and | gt Wb PR B ae P A AR P iR Rect By hEreh

rel ease i nf j .nistration of the high and
medi um d%E?&glgh’?’%%éhegﬁﬁEo@%gﬁ%&ﬁé@%‘%&’t ively) of the inventive
conposi t i op) sk mé Bild GR0MhE ¥ RES) BRRdhe ISeN&YGiREzoa8sRRBJIN FBY FiBfke,
pigs. In addition, This inventive conposition showed better

ant i - ast Imets Perfifab,Seinet Ravtni:éhaAn@funDind (letbe dlouttgtincict@ding tblthe Thenuifidnect
of the inventive conposition on | ate-phase reaction of bronchial
asthnma  and the@soofRhizond Rirellige admepertens @lting 8 tiofes tthembeli 698d @han@Qheating

heal t hy pure-white gui nea ﬁ:% s were randomy divided into 6 groups:
Ast hma nsaé reflysiag gxtraet thyige, uiingagth Bme. aeo TR gBanobfrom KerartseliEer yagder

conposition gro 5.19/ kg, 2.6 g/ kg, and 1.3 g/ kg, respecti ,
b1 mgc huarcHEBUEEIER Coi-BE e RS © ST RO HE ST P08
contr ol glr.l%upm(n(i: '}%J]thras”i cally adm ni stered am nophyl | ine at

0. 069/ kQg)". Ahimal's Th ‘ast hma nodel group was adm nistered with a

sol vent of oSy ¥olUiRe A8 PifkHice REdik PhéAlaRlbs abdksAUM Bicgdaer ed
W th respective drugs for 3 days before asthma induction, and then
for 4 comaiRuedsosthtiSandlifRtus Forsytiiae #6dring 8k AoblaGoniddRgto ties thb it of

i nventive conposition on asthnma induced by OVA in guinea pigs: Quinea
pi gs i n ewath dgrotg: wiree2 dens bdch zied, filyerihg the arates deroetion] eombinigaiecafions,
0.2ml 4% OVA saline solution in the hind Il eg and intraperitoneal

i nj ect i orrousknteatipgrthe 48gtwh (mobirimibp gxitaetovithen telatiedensityiioh b8 pl-Hhate e and
sensitized again by the same nmethod at the 7th day. One hour after
the | ast “PHpiiag thgaxtragoyifiihe siiect phAR O P &5t ayi ng the animals with

ul trasoni c 21?%%}('1' Ztﬁ%{hfa%%tga Solf gg%u%iwncgtges O)!trléllctstic)?QFJ radginén gnz%tpli%ﬁfeiat(;r all‘]n?ount

ast hma i ndu ali ne “sol*ut'i on,

at om zat i 9Ry¥ah S MBARxAR aAdegﬁ&ng g@%@ﬂ% 1t 5&&@5@5@ ¥n<9§iftiﬂ%¥h@ TRLLIG

convul sion I'n gui nea plgs was oObsérv In 6 mn: no asthmatic

convul si QRoVMAS MBS Al &ding shedihatyeney;, was deemed as 6 min. Results
were anal yzed using variance and T test. Al anal yses were carried

out using SRESeffindthe Famidses sttt d tadrabledodabadorns ihggH jocémiprqoessdsongat i on
of latency of induced asthma in guinea pigs sensitized by OVA was
observed i Acqrdingps teialiwerghs plethe chwvinedicidel ghteasie ohthel irediticlalsGuerse wedidibe

i nventive conposition. The | ow dosage inventive nedicine conposition
group al Semeessine af thepreseatipwaiongthe dospgedh i sepurositinhie yy> o0 ¢/t and éf can be

ast hma, btaﬂ(ten E)lpcg I;laeﬂyvc\)l?i-élr%i(r)ne? ha 9,' Jréfgrgbq;[r thtse tdc?sgilgesig &ff? /l dag,I a]:uE %rb% I?a(lieen three times

a day.

To confirm the activity of the inventive traditional Chinese medicine composition (hereinafter
“the inventive composition™), the tablet dosage form of the inventive composition prepared using
method disclosed in Example 1 was crushed into powder, and pharmacological tests were
conducted to demonstrate the inventive composition’s effect on treating bronchial asthma. Also,
the therapeutic effect of the primary pharmacodynamic part of the tablet was compared to that of
Dingchuan decoction, prepared according to a published method: adding 9 grams of each of Herba
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conpared with Asthma nodel group. See table 1-2. Tabl el-2: The effect
on |latency of induced asthma sensitized by OVA of guinea pigs (X S)
G oup Dosage (m/kg) # of Animals Latency of induced asthma(s)
WheezeFal | Ast hma nodel group 10 62.424.2 104.253.1 Am nophylline
group 0. Ofpdyédegy, HiOs B6Bra2 3Rmed ARBSa0a6A @ ruiDrmgRzeam Fireliocl2 gyamsEf Bergérk g
10 86.5-130. 7*

Ginkgo (stir-fry to yellowish), 6 grams of each of Fructus Perillae, Cortex Mori and Radix

Scutellariae, and 3 grams of Radix Glycyrrhizae to water and decocting the ingredients to obtain
the Dingchuan decoction. [Ha, xiaobo and Xiao, xian. Talking about Dingchuan decoction , KAJ

JUAN YOU YLQIU YI WEN YAO, 2001 (11):21.] The experiment confirms that this inventive
composition is more therapeutically effective than Dingchuan decoction in treating asthma.

It has been confirmed that this inventive composition has good therapeutic effect on treating
bronchial asthma by relieving asthma and coughing, resolving phlegm, anti-inflammation and so
on. Bronchial asthma is a common chronic lung disease. This inventive composition has a wide
safety range, plays a regulatory role from several aspects, and treats both the symptoms and the
causes of the disease. It not only avoids the side effects of single targeting associated with western
medicine, but also treats chronic diseases for a long period. Acute toxicity test results indicate that
this inventive composition exhibited no significant toxicity in mice, which were intragastrically
administered with 254.4g crude drug/kg at peak concentration for 3 times a day, and observed
continuously for 14 days. This dosage is equivalent to 687.57 times of human clinical dosage. The
experimental results of the long-term toxicity test in rats also show that this inventive composition
exhibited no significant toxicity in rats administered with dosages of 22g, 1lg, and 5.5g crude

drug/kg for a long period (26 weeks).

The following experiments and examples are used to further illustrate but not limit to the

present invention.

Experiment 1: Anti-asthmatic experiment

1. The effect of the inventive composition on early-phase reaction of bronchial asthma

1. Experimental material

1.1 Animals: pure-white healthy Hartley guinea pigs with a body mass of 200 25g, half males
and half females, were purchased from Experimental Animal Center of National Institute for the

Control of Pharmaceutical and Biological Products. Certification number is SCXK

(BJ)2002-0010.



154.560. 0* The inventive 5.1g/kg 10 166.687.0" 206.699. 2* conposition
groups: high, nmediumand low 2.6 g/kg 10 118. 062. 6* 167.677.6* 1.3
g/ kg 10 71.7263 110.241.0 Note: Conpared with asthma nodel group,*
p<0. 057 p<O0. 01. Experimental nodel of airway inflammation caused
mainly by eogRRM lefehtEOS) infiltration can be established by
sensitizing guinea pigs with OVA and attacking the aninmals by

nul tipl e i phabshé MgMrhdinddn@PE @aFosAA drukhBdichi iBmkH 006D 1,16 pakiied g C
bronchi al asthma guinea pig nodel. This experinment showed tﬁat gui nea

pi gs admi SrijakiRaedyilhd Fhabiagduticdd Go.YEd) Ugrud 08¢ Bl ¢dnpbgfideQing@drréspbndgtdg,
respectively) of the inventive conposition exhibited significantly

pr ol ongedt.jgatferdy dag. Ti¥Aumadeliord dastghnfithe dapds 2ecrdaded/dauitiedrug vasE0OS
i n whol e bl ood were observed in aninals fromthese two groups (p<O0.05
and p<0. Cbmbined pik t0i50eCHC - I1Na Sodee saboxymathiyhiahlosshdo mesphirem sdwgergels

of the inventive conposition have better effect on delayed bronchi al
ast hma i feqyipheacsirgienbefars vithat of Di ngchuan decoction. Experi ment 2:

Experiment of Relieving COE‘%E,, Renovi nP Phl egm and Anti-infl amation
| . Experi n&attpite SRIFOLFIE namnpRASHRS (AoIet SH{SHE by Betine Biopgdyt agfpma and

relievi ngobghgulélgvré p]ﬁ'lmc%)e(lgreé‘rrilp%?sré}nglwagaptrc%{ui;egl bsy IJ'ekl:lﬁg %Bl%rlihggnggeaﬁlﬁca? @oﬁeﬂti,
batch number: 20061103.

(3) Dingchuan decoction: provided by Shijiazhuang Yiling Pharmaceutical Co., Lid. The dosage
for human use is 69g crude drug/day. The drug is combined with 0.5%CMC — Na (sodium
cellulose glycolate) to prepare a solution with required concentration before use. As used here,

...... g crude drug/day” means the dosage of the raw medicinal materials per day.

(4) Ovalbumin; Product of Sigma Company.

{5) Acecolex: Product of Sigma Company.

1.3 Apparatus;: Yadu medical vaporizer, model YC-Y800B, produced by Beijing Yadu
Technology Co., Ltd.

2. Methods and results

1. Groups and drug administration of the animals:

After grouping, 80 guinea pigs were put into an air-tight organic glass cover (4L) in batches. An
asthma inducing solution (isometric intermixture of 2% acecolex and 0.1% histamine phosphate)
was atomized and sprayed into the glass cover by ultrasonic atomizer at a rate of 15 seconds/time,
where the atomization volume was 4ml/min and atomization particle diameter was 1-5m. After
atomization, the latent peried of wheezing convulsion of guinea pigs within 6 min was observed.
Guinea pigs having a latent period of wheezing convulsion exceeding 120 seconds were excluded
from further experiment. 66 eligible guinea pigs were selected and randomly divided into 6 groups:
asthma model group, aminophylline group, Dingchuan decoction group, high, medium and low
dosages of the inventive composition groups. Asthma model group was intragastrically

administrated with same volume of solvent; aminophylline group was intragastrically
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72 healthy KM mce, half males and half females, with a body mass of
18-20g, were purchased fromBeijing Vital River Experinental aninal
Techni cal Co. Ltd, certification nunber: SCXK (BJ)2002-0003. M ce

were marked with 5% picric acid and fed in captivity at 5 m ce/ cage.

Mce wer & qdhafkubid Waﬁfﬁ@%}&ﬁﬁ@&t%sﬁl@% (doRRRERE R ¥ iRds JTRER BRI d6Ake);

Research Institute of Medi cal University, in an environnment of
12h |1 ghtBiflguantRERES AL SHH 8 R@IMREAY Amrikdfated BN /g e id¥@ctivd Tokedpynd
bet ween 40-60% M ce were fed with whol e value grain feedstuff

obt ai ned b 7 ameExM@mEN Al dodat)NEbh, GRbluankndfowkeets JdPHe iivaiide adhthosition
unlimted water intake. Mce were initiated onto their diets and
envi r onnmegndupé orre3Intcigassicallly. ddminigoeted wighn thalcompasigien at STligékel Dt andel 3g/ke,
conposition. 1 gramof the dry powder corresponds to 4.5g of crude
drug. Theeuosizge (oiresphed wrldg 7fand 3luimegs of himincelinicalséosigs, @avgctb’plulj@ach
drug/day, i.e., 0.37g crude drug/kg wei ght (standard body wei
60kg) . THEOUAG 2dRRigisierea Wil & Tespocti §rhafon d APRETYAUE Faig W&FR?E@@G?’P&?&W
Co., Ltd, batch numoer : .20060801. The nedici ne was conbined with
0. 5UCMC - Ihafierths ﬁtéc P@m&"%uspensi on with required concentration

bef t P ded by Shijiazh Yili

e e o0 ISR, SR Lo e by S Laeucn il g,
69 d / 5

I T e e S

Conpound (OAQ1 A& <EHORRRANL Rer %ﬁdn&ﬁa‘t lat&cgﬁpésﬁﬂmmé‘@dﬁ%ﬁ&{‘& @91'3? igs was

Phar maceut i1 cal Factory, 0115. 1.3 Experinenta

reagent (RAFRALK %ﬁdrfaﬂlafstuﬁlh& @Mmavﬁloﬁemal thdlfeSoy BRI debr@ Sremhcal -
Factory, batch nunmber: 20020809. 2. Experi nental method 2.1 Princi pl e
of dosagesusietichl AA@lyses dh@ridRE bl BsCldrtaGak oGS EPES 06.0.1 Mhe kB BRdWeE that
conposition is 22g crude drug/day, i.e., 0.37g crude drug/kg

(st andar digaigdynt weiagbdtioh o BRkey)of afthea thds@d ép a@deitxndnd thistagthet phosphae waer e
5, 10, and 20 times of the clinical dosage, i.e., mce were given
1.85g, 3.obeprved il gined@igsrintis highug kghidaydogdzeveroyre df thin iavrdtive ghipedivage
groups, respectively). D ngchuan decoction group was adm nistered at
11. 5g cr ude mgﬂmww withihe fow dosage eff the &vertive cpaRosidPn dlers ghowed mpco|
group an engSI tive drug groups. were separ atel established. 2.2

Adni ni st r8Et SR RreeRede AR RO SHEBR 0 SHRE BN W tw Yo& wosignficavesargicy!

mce were ntra astrical adm ni st h drugs corresponding to
their gro%%eéen% H@Sﬁ‘? foﬁhﬁ?"ﬂﬁﬁom ?etéﬂ%ﬁ' istration route

reco ndl]e? tli-Qslthm ti eﬁ’%? of\ﬂ% %%Iéncg]r}lpso% 18 ecgn afstgﬁa ?nd&c%c@ E)y rgf? s days
at 0. 1nt/ g M AlStrati on osages ‘and” gr oupi ng
Accor di ng, . x&bg)ye princi pI e of dosage setti ng mce were d| vi ded
i nt o t he—eH-e%ne oHH : 5 S-ou8
adni ni stration d%ﬁ%‘ges in the Hmzfgerl ment of rellwpngfmﬂue@a@tbmgw Wwith
the inventive co ition mgkEXPaLinARNt 2l  prRGedur es Fall
Asthma model group — 12 24.619.0 40.8114.5
Aminophylline group 0.06g/kg 12 38.3113.0%* 74.3436.0%*
Dingchuan decoction group 8.1 g/kg 12 33.949.1% 50.3£18.3
5.1g/kg 10 42.2411.5%* 81.3438.1%%
The inventive composition
, _ 2.6 g/kg 10 37.7416.9% 57.1421.9%
groups: high, medium, and low
1.3 gk 10 31.6+12.5 47.3£17.8

Note: Compared with Asthma model group,* p<0.05,** p<0.01.
After breathing in a liquid mixture of histamine and acecolex, asthma would be induced in

normal guinea pigs. The inventive composition with high and medium dosages (5.1g/kg and 2.6
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2.4.1 Preparation of sulfur dioxide: took a 250m flask with side
port which was connected with bl adder by rubber tube; the flask was

| oaded with hydrosul fite of sodium fixed a buret on the bottle
stopper, and | oaded the buret with concentrated sulfuric acid; opened

the pi st QpOfresPtriRliy)t @n atdn@iark ol HzORP P a@ficc CRRC BN WhezRE aﬁwlfémﬂg f
aci d; gas sulfur di'oxi de was produced and the gas filled in the

bl ad d er; sthamRedinkNgedibarisend Wid a0, ﬁsﬂaﬁﬁﬂ@ﬁ @br seds@Ritioft byl Ovdlbuadin 0w gas
with a syringe before using. .2 KM nmice were randonm y divi ded

into 6 grgnlnpsplgéﬁodnccﬁmmﬂhlggra@mmdy\mﬂ fadbinenraltie siad@ nells &Thdn shegealOas.
The groups were control group, Dingchuan decoction group, the codeine
phosphat &s ghaled,detramgirtiomisdiaused dpdhd cmbtesagasOvh anddegh v eqilt juviece, and
conposition groups. Al groups were adm nistered intragastrically

Wit h cor resthpesitichiy infnead Sy the r@eaimf/irntbgm@ry medistnt: PARBisTatds péthe igh ardo|
group was adm nistrated wth 0. 5%CMC- Na. 5 hour after the | ast

admi ni st regdjusrfosagpds- 1gfks b efesenpeshissy 0§@5§%’€ﬂﬁl§ﬁfqr@°ﬁtﬁn Cﬁmil@lféfalz@om
j ar |njected th syl fur dioxide. Lat the tjme fron1s

di oxi de iPq'et Ftﬁ‘}?yt"g“fhﬁ‘@ ip gEipsr Rl b a&&‘ %%Jé’ﬁl“ﬁ’@‘}t“’ﬁﬁ%}nﬁoﬁ‘&fh S"f[ e

bdorm nal EAHETE £ shE S b BETSBERRRG b the mout h &t the same
e, and RORRI IR it o BuESRABANoR Il (S ONBRRB SO SRHEN

relieving ra cul omnng

relieving f. a(t_‘n%ulgs @nd ‘d’rl.(gcé?iﬂﬁil?sttra%c&fi s aﬁlfnﬁﬁ? @f hetafd‘ﬁ/ ﬁﬁjémﬁ“: Séu‘in%& 'p%@ were

group/ cough reaction time of the control group) x100% 3. Statisti cal

net hod BExpRbhiEdtiadd ddt @gise Aanad o8 submiSPaRdbh &d 164 @Bda?&s'&'&l{e

results are expressed by nean nunberstandard deviation( x s);

di f f er endagvel®lc\veBFOSHOHO LPSps (BB b akgrdd by ohpaesbetivay), Bingdhysi dscodfion
variance. 4. Experinental results The effect of the inventive

conposi t igoaupo 8. gl haridn dminephytivie spokifive coitok | gleupwdistrazasnalle chdaimdstesdiown
in table 2.2. The results show that the | atency of cough induced in
mce in taminoplytineat 0.8¢afe) Awirsals| 9 35882 1pdd @roypaies adwdnigtered ith p aejvrahefy
in 2 mnutes was 69.2526.93 tines. Latency of cough in mce in_the

| ow, medistns aﬁ@nﬁi%eamq&e Bfragatisaliynadertistered wEhpERIctTOH G BUp f¥ker e
54.5835. 57_seconds, f 53 seconds and 73.5037. 81 seconds,
respectlJ@@V”SWWé“FEWﬁ?HE f ieod emipops faysafiee groups wer e renarkably

5o bRl e AL 25 B R e
27- 0817 blodt GRS, ;g%b,fﬂe;ch 970 Ao L0BRy o SARGELLME | Yooy P8 ot 49 VA

frequenci ed conp e control group

(P <0.0 1)sa11n-g§-a{1t?0nan l%e Kﬂ@]e%faﬁcﬁﬁ{ra Qfltoﬁegﬁnjké@l%ggfd M8 4%%&5 h)%)ox% 129(9{“9 h
i nduced by sul fur dioxid g G oup Dose (g crude drug /kg.d) #

of Ani mal@§fieh pi8iveRt sehShze KAy a& QMY méthdd APAEOTh TEE DS RE () thd 6t
control group 12 26.042.6 19.5848.17 69.25426. 93 Codei ne

injection, asthma was induced by spraying the animals with ultrasonic nebulized asthma inducing
solution for 6 minutes. The asthma inducing solution was 2% OVA saline solution, and the
atomization volume was not less than 4ml/min. Latency of asthmatic convulsion in guinea pigs
was observed in 6 min. If no asthmatic convulsion was observed, the latency was deemed as 6 min.
Resulis were analyzed using variance and T test.  All analyses were carried out using SPSS 10.0.
The results showed that significant prolongation of latency of induced asthma in guinea pigs
sensitized by OVA was observed in groups administered with high and medium dosages of the
inventive composition. The low dosage invenlive medicine composition group also showed some

effect of prolonging latency of induced asthma, but there was no significant statistical difference
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0.03 12 25.841.8 48.8322.93* 23.00418. 46** Di ngchuan 11.5 12 26.142.3
54.42439. 72 28.3420. 19** Low dose group 1.85 12 26.842.2 54.58435. 57
27.41+422. 86** Medi um dose group 3.70 12 26.342.4 57.67430. 53*
27.08417. 17**

compared with Asthma model group. See table 1-2.

Tablel-2:The effect on latency of induced asthma sensitized by OVA of guinea pigs (f ts )

Latency of induced asthma(s)

Dosage #of
Group .
(ml/kg) Animals Wheeze Fall
Asthma model group - 10 62.4124.2 104.2453.1
Aminophylline group 0.06g/kg 10 163.2489.1%* 238.0£76.9%*
Dingchuan decoction 8.1 g/kg 10 86.5+30.7* 154.5160.0*
The inventive 5.1g/kg 10 166.6+87.0%* 206.6399.2*
composition groups: high, 56 oq 10 118.0462.6* 167.6:77.6%
medium and low
1.3 g/kg 10 71.7426.3 110.2441.0

Note: Compared with asthma model group,* p<0.05,** p<0.01.

Experimental model of airway inflammation caused mainly by eosinophils (EOS) infiltration
can be established by sensitizing guinea pigs with OVA and attacking the animals by multiple
inhalation with atomized OVA. That is known as the allergic bronchial asthma guinea pig model.
This experiment showed that guinea pigs administered with high and medium dosages (5.1g/kg
and 2.6 g/kg, respectively) of the inventive composition exhibited significantly prolonged latency
of OVA induced asthma , and decreased number of EOS in whole blood were observed in animals
from these two groups (p<0.05 and p<0.01, respectively). It suggests that high and medium
dosages of the inventive composition have better effect on delayed bronchial asthma in guinea
pigs than that of Dingchuan decoction.

Experiment 2: Experiment of Relieving Cough, Removing Phlegm and Anti-inflammation

I. Experimental study on the inventive composition’s effect of relieving cough

1. Experimental materials

1.1 Experimental animals

72 healthy KM mice, half males and half females, with a body mass of 18-20g, were purchased
from Beijing Vital River Experimental animal Technical Co. Ltd, certification number: SCXK
(BN2002-0003. Mice were marked with 3% picric acid and fed in captivity at 5 mice/cage. Mice

were fed in the Pharmacological Laboratory of Pharmaceutical Research Institute of Hebei
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H gh dose group 7.40 12 26.942.6 73.50437.81** 11.92419. 44** Note:
Conmpared with the control group,* P<0.05," P<O0.01. It is observed
t hat cough | atency and cough frequency of groups admnistered with
hi gh and nedi um dosage of the inventive conposition were renarkably

pr ol ongeqeRaP LSO it NP SRibimdn6r P AGHUAN HBaAGE! REvedE 2R 26E, and
<0.05). It suggests that this inventive conposition has a signitficant

ef fect onelh®lin@¥idt@baostd Bo-68RMict Se@frfdtnin viviehalut Shintt@aGutt BiMinddfirom

D ngchuan decoction. |1 Experinental study of the inventive

conposi t iExpersnedfal R6iinabOenked FDHEHRY P PRh&OAN Inlivkiep efatefiitikal Miga tvedeiisitigedl . 1
Experinmental animals 72 healthy KM mce, half males and half

femal es, onfottheiralidecmly enviresneapt fol BdROg, were purchased from Beijing
Vital River Experinental aninmal Technical Co. Ltd, certification
nunber: SCKKE(RBImeR@0u29003. M ce were marked with 5% picric acid and
fed in captivity at 5 mce/cage. Mce were fed in Pharnacol ogi cal
Labor at or y Tesf inpaiyerrempesitiona] erasd diechy pavsles cogewonss ik pepl qudgideugt The
University in a condition of 12h |ight/day, tenperature between
20-23C, dhtper ef the e for byman cﬂlgfceﬂémég?rﬁ Aeslesirgda-& e0-wes e dp dgrette tyieht

whol I in feed f t ai ned f. i | i mal . t

ol o Vel ALY, LeatEhl T oBhe\ e O SRl IR, Al CPot e
3 ti d 1, i tal d . T i i
LN i e TG e R TR S ———

4.5g cru - cdq 0l ealk -gg%%gg for adults is 22g crude
drug/ dayggsip%@wégg‘%g crcgﬁdce cﬂlug g %Sody wei ght (standard bodywei ght

is 60kg). phecHBAEGChden: BSvidtt DY HGH-HR¥nSRlild ArhkRAGicAdol, 18, The human
Phar maceutical Co., Ltd, batch nunber: 20060801. The drug was

conbi ned chhitd ddspdaMihis nNaiche iP6ePafute Arig/dsP TS BEioMe Ray dibie dvith
concentration before use. Dingchuan decoction: provided by

Shi j i azhuweayCMT -iNage frlyaremoladn el redidred cohtedltratich before ade. dosage of t he
drug for human is 69g crude drug/day. The drug was conbi ned with

0. 5%CMC - NEothppupd Epiaine Phpsglaieliolugon: (idmiy/nl.dipui Kenk sone Brirmaeitsal Haadmr e
use. Ammoni um chl ori de: 30ng/tabl et, obtained from Xi nan

Phar nmacedaick aymbey 060113.d, bat ch nunber: 66050005. 2. Experi ment al

met hods 2.1 Principle of dosage setting The maximum clinical dosage
of this inl@FRVBRYIPELtion is 229 crude drug/day, that is, 0.37g

e L S e G e S R R

that is, m were given 1.85g, 3.7g and 7.4g crude drug/ kg/day (I ow,
medi um ang&'hlxﬁﬁlm(%tg%’é%hogr oup, respectively); D ngchuan decoction

group: the,dplg.; Adni piistrated at 11.5g crude drug/ kg/ day, that
is, 10 tinmes o e |n|8%ga[ éoéage. The control group and the positive

drug gr OUpTﬂlﬁrﬁﬁciﬁﬁQ@ﬁ%ﬁh%aw@m ih@:ﬁm-composiﬁon is 22g crude drug/day, i.e., 0.37g .

crude drug/kg (standard body weight is 60kg). The dosages administered to mice were 5, 10, and
20 times of the clinical dosage, i.e., mice were given 1.85g, 3.7g, and 7.4g crude drug/kg/day (low,
medium and high dosage groups, respectively). Dingchuan decoction group was administered at
11.5g crude drug/kg/day, which is 10 times of clinical dose. Control group and positive drug
groups were separately established.

2.2 Administration routes and dosages

Between 9:00-10:00 AM everyday, mice were intragastrically administered with drugs
corresponding to their groups and consistent with oral administration route recommended in clinic.

Drugs were administered for 5 continuous days at 0.1ml/10g body weight.
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2.2 Adm nistration routes and dosages Bet ween 9: 00-10: 00 AM
everyday, mce were intragastrically adm nistered with nmedicine
corresponding to their group and consistent with oral adm nistration
route recommended in clinic. Dosage was set at 0.1ml/10g bodywei ght

for 5 CO”W@‘A‘&&%&M&-@%F aﬁ?gjgﬁoy&tratlon dosages and groups

According to the princi sage setting, mce were divided into
the foll 0WA@&rc§n&%Qh@§oov§ Béncllbiiodied seﬁTt%bh%% werd iR indNlle following 5
adm ni stration sages in experinment of relieving mce cough by the
i nventi vexspaResidld pn G oup # of Animals Dose (g crude drug /kg.d)
Rel ations to human clinical dosage (tinmes) The control group 12 The
ammoni um dableg-i deupy aad pdndiisilatiGOdckiFedn Mgekpttimett @€ etiévig micy @ugh With el . 5
10 The inventive conposition groups: |ow, Medium

inventive composition

Group #of Animals  Dosage (g crude drug  relations to human
/kg.d) clinical dosage (times)
Control group 12 - -~
Codeine phosphate 12 0.03 10
solution group
Dingchuan decoction 12 11.5 10
group
The inventive 12 1.85 5
composition groups: 12 3.70 10
low, medium and high 12 7.40 20

2.4 Experimental procedures

2.4.1 Preparation of sulfur dioxide: took a 250ml flask with side port which was connected with
bladder by rubber tube; the flask was loaded with hydrosulfite of sodium; fixed a buret on the
bottle stopper, and loaded the buret with concentrated sulfuric acid;lopened the piston of buret to
allow the dropping of concentrated sulfuric acid; gas sulfur dioxide was produced and the gas
filled in the bladder; clamped the bladder with a haemostat; took 4-10ml of the gas with a syringe
before using.

2.4.2 KM mice were randomly divided into 6 groups, 12 mice each group with half males and
half females. The groups were control group, Dingchuan decoction group, the codeine phosphate
group, high, medium and low dosages of the inventive composifion groups. All groups were
administered intragastrically with corresponding drugs at 0.1ml/10g for 5 continuous days.
Control group was administrated with 0.5%CMC-Na. 0.5 hour after the last administration, mice
of each group were subsequently put into a 250ml jar injected with sulfur dioxide. Latency (the
time from sulfur dioxide injection to the occurrence of coughing) and frequency of cough were
observed in 2 minutes. Typical cough in mice shows abdominal contractions and wide opening of
the mouth at the same time, and sometimeé it is accompanied with coughing sound. Cough

relieving rate was calculated using the following formula:
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12 12 1.85 3.70 5 10 High 12 7.40 20 2.4 Experinental procedures

KM m ce were divided randomy into 6 groups, 12 mce in each group
with half males and half fenmales. The groups were: the control group,
t he ammoni um chl ori de, Di ngchuan decoction group, |ow, medium and

hi gh dosag il :

adm ni str afe guagﬂ vfnelEeE% 55?%/ po %I %@n@g{ﬂ tg!n%g f?{r??alrd g%&sﬁ#c%@&%hwcgm
0. 1/ 10g1n{eqyfth‘écmt%rg,}b@qugﬂ,@ys The control group was given 0.5

% MC- Na. 0.5 hour er the last adm nistration, mce of each group
(after fastigngsdcarmel@a) were injected with phenol red 0. 1nl(5ny)/ 10g
wei ght by intraperitoneal injection. At 0.5 hour after injection,

m ce were EKigeliféhtal HagSues amalydednelito BPEEN 51. Svetatistpalcleatls e @ppastbi mhean
trachea and cut the trachea | ocated between thyroid cartil age and
tracheal rsmbsré$igndpdt devinéont x achedifferete hehveet estupt whe pevforthed2bil osafactore
foll owed by adding 0.1nl (or 1-2 drops) sodium hydroxide, then m xed
wel | ;  OD apalysised vavanes: neasur ed by enzyne-| abel i ng neasuri ng

i nstrunent 540nm and phenol red was used to establish standard curve
and to cal tdiaErEepRegdnt ent of phenol red accor ding to the

curve(pg/ nd conpared that with the u
Statisti ca}n?‘erfé%ﬁd’& ‘bté'ﬁ prERpsigpn %‘f%g‘w& 'ﬁ/‘g’é‘g ’8@"?‘?‘?@ okgsged gnd 5

Dt erbh iﬂiﬂﬁl&kéeﬂhegrs% i 9\3«2@%%%&6 @’b BiEh PORP e R SLnathe
vari ance.,, 19.@(%.61':7' a5l saalnd H fFe uency Qﬁhtggm (%rﬂg¥i tglflefs elgatten )t
\%% E ? J% 19 red

this |nven ive conposi tl on served usl ng t e tr ea pheno

met hod. T:Ql?ghrlﬁ %H(l:e iR ’t.heV\Ibév Clgedﬁ{n? arﬁklﬁéﬁpdds;ﬂ;eg @ibl.Lﬂ@ inderffive b%oﬁﬁ&negrgmgﬂere

phenol red content in the trachea of mce in the control group was

0. 430. 12 54gkds,57RE8AR] 5716883003 RE@AdsSnd 8. 02 NERc s, AkfettiveR. THGenb Vot
medi um and hi gh dosages of the inventive conposition groups were

0. 820. 34 1atgictin thése 2d0ps3ilerdi@bilkatin prolbn g8 Qobarddgfit that HEEP adtrblve@buy.(P <

Tabl e 2-4 Results of phlegmrenoving effect of the inventive nedicine

conposi t 003 of K< 081); cdiigh fipqubese i YmipracieerRRT. 44120 fGtihe, 27.08+17.17 times and
11.92+19.44 times, respectively. Cough frequencies remarkably reduced compared to that of the
control group (P-<<0.01}.

Table 2-2 The effect of the inventive composition on cough induced by sulfur dioxide( Xxs )

Group Dose (g crude #of Weight Cough Cough

drug /kg.d) Animals(n) (g) latency (s} frequency (n)
The control group  -- 12 26.0+2.6 19.58+8.17 69.25+26.93
Codeine 0.03 12 25.841.8 48.83422.93% 23.00£18.46%*
Dingchuan 11.5 12 26.1£2.3 54.42+39.72 28.34420.1 9
Low dose group 1.85 12 26.8£2.2 54.58435.57 2742422 §6%K*
Medium dose 3.70 12 26.3+2.4 57.67+30.53* 27.08£17.17%*
group
High dose group 7.40 12 26.9+2.6 73.50437.81%* 11.92+£19.44**

Note: Compared with the control group,* P<0.05,** P<0.01.

It is observed that cough latency and cough frequency of groups administered with high and
medium dosage of the inventive composition were remarkably prolonged compared to those of the
Dingchuan decoction group (P < 0.05). It suggests that this inventive composition has a significant

effect on relieving cough, and its effect is better than that of Dingchuan decoction.
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# of Phenol red content drug/kg.d) human clinical dosage (tines)
Animal s in trachea(pg/ ni) Control 12 group 0.430. 12 Amoni um
1.00 10 12

II Experimental study of the inventive composition’s effect on removing phlegm

1. Experimental materials

1.1 Experimental animals

72 healthy KM mice, half males and half females, with a body mass of 18-20g, were purchased
from Beijing Vital River Experimental animal Technical Co. Ltd, certification number: SCXK (BJ)
2002-0003. Mice were marked with 5% picric acid and fed in captivity at 5 mice/cage. Mice were
fed in Pharmacological Laboratory of Pharmaceutical Research Institute of Hebei Medical
University in a condition of 12h light/day, temperature between 20~23°C, and relative humidity
between 40-60%. Mice were fed with whole value grain feedstuff obtained from Experimental
Animal Center of Hebei Province and unlimited water supply. Mice were initiated for 3
continuous days.

1.2 Experimental drugs

The inventive composition: 1 gram of the dry powder composition drug corresponds to 4.5g
crude drug. The clinical dosage for adults is 22g crude drug/day, i.e., 0.37g crude drug/kg body
weight (standard bodyweight is 60kg). The medicine was provided by Shijiazhuang Yiling
Pharmaceutical Co., Ltd, batch number: 20060801. The drug was combined with 0.5%CMC — Na
to prepare a suspension with required concentration before use.

Dingchuan decoction: provided by Shijiazhuang Yiling Pharmaceutical Co., Ltd. Clinical
dosage of the drug for human is 69¢g crude drug/day. The drug was combined with 0.5%CMC — Na
to prepare a solution with required concentration before use.

Ammonium chloride: 30mg/tablet, obtained from Xinan Pharmaceutical Co., Ltd, batch
number: 66050005.

2. Experimental methods

2.1 Principle of dosage setting

The maximum clinical dosage of this inventive composition is 22g crude drug/day, that is,
0.37¢g crude drug/kg (standard bodyweight is 60kg). The dosages administered to mice were 5, 10
and 20 times of the clinical dosage, that is, mice were given 1.85g, 3.7g and 7.4g crude
drug/kg/day (low, medium and high dosage group, respectively); Dingchuan decoction group: the

drug was administrated at 11.5g crude drug/kg/day, that is, 10 times of clinical dosage. The control
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chl oride group 1.410. 41** Dingchuan 11.5 10 12 decoction group
0.890. 37** Low dosage 1.85 5 12 group

group and the positive drug group were separately established.

2.2 Administration routes and dosages

Between 9:00-10:00 AM everyday, mice were intragastrically administered with medicine
corresponding to their group and consistent with oral administration route recommended in clinic.
Dosage was set at 0. 1ml/10g bodyweight for 5 continuous days.

2.3 Administration dosages and groups

According to the principle of dosage setting, mice were divided into the following 6 groups, see
table 2-3:

Table2-3 Groups and administration dosages in experiment of relieving mice cough by the

inventive composition

Group # of Animals Dose (g crude Relations to human
drug /kg.d) clinical dosage (times)

The control group 12 - -~

The ammonium 12 1.00 10

chloride group

Dingchuan 12 11.5 10

decoction group

The inventive 12 1.85 5

composition

groups: low,

Medium 12 3.70 10

High 12 7.40 20

2.4 Experimental procedures

KM mice were divided randomly into 6 groups, 12 mice in each group with half males and half
females. The groups were: the control group, the ammonium chloride, Dingchuan decoction group,
low, medium and high dosages of the inventive composition groups. All groups were
administrated with corresponding medicine intragastrically at 0.1ml/10g for 5 continuous days.
The control group was given 0.5 % CMC-Na. 0.5 hour after the last administration, mice of each
group (after fasting for 16h) were injected with phenol red 0.lml(5mg)/10g weight by
intraperitoneal injection. At 0.5 hour after injection, mice were killed. Tissues around organs were
peeled to expose the trachea and cut the trachea located between thyroid cartilage and tracheal
branch; put the trachea into the test tube with 2ml saline followed by adding 0.1ml (or 1-2 drops)

sodium hydroxide, then mixed well; OD values were measured by enzyme-labeling measuring
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0. 820. 34** Medi um dosage group 3.70 10 12 1.230.31** Hi gh dosage 7.40
20 12 group 1.480.615* Note: Conpare with the nodel group: *P <
0. 05, **P <0. 01. Remar kabl e i ncreases i n phenol contents were
observed in the inventive conposition groups, conpared to those in

the nodeliGLALR saheh, DnBGREEARIASEARE] RNesBbRHREhEFD clHe Md B8<QiclBk: thd t
suggests that this inventive conposition has a significant effect on

r endvi Ng g3k @Mhedd) tediabdordaieft6 8k curkGuPRD 88 cdbpard thaabitohe dhf@ GluaN
decoction. Il Anti-general inflammation effect of this inventive
conposi t 1 o5 Statistical method
Experimental data were analyzed using SPSS 11.5. Statistical results are expressed by mean
numbertstandard deviation(f ts ). Difference between groups was performed by one-factor
analysis of variance.
3. Experimental results
The phlegm removing effect of this inventive composition was observed using the trachea
phenol red method. The results, which are shown in table 2.4, indicate that phenol red content in
the trachea of mice in the control group was 0.43+0.12 ug/ml, phenol red contents in trachea of
mice in the low, medium and high dosages of the inventive composition groups were 0.82£0.34

ug/ml, 1.23£0.31 ug/ml and 1.4820.61 ug/ml, respectively.

Table 2-4 Results of phlegm removing effect of the inventive medicine composition (f ts )

Group Dose (g crude Relations to #of Phenol red content
dru d human clinical Animals
gke.d) ) in trachea(Ug/ml)
dosage (times)
Control -- -- 12
0.43+0,12
group
Ammonium 1.00 10 12
) 1.4140.41%%*
chloride
group
Dingchuan 11.5 10 12
\ 0.89£0.37**
decoction
group
Low dosage 1.85 5 12
0.82+0.34%*
group
Medium 3.70 10 12
1.2320.31%*
dosage
group
High dosage 7.40 20 12
1.48£0.61%*
group

Note: Compare with the model group: *P < 0.05,**P < 0.01.
Remarkable increases in phenol contents were observed in the inventive composition groups,
compared to those in the model group and Dingchuan decoction group (P<<0.01 or P<0.05). It

suggests that this inventive composition has a significant effect on removing phlegm, and its effect
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1 Experinmental materials 1.1 Animals : SD rats, half males and half
femal es, wth a body weight of 160-180g, were purchased from Beijing
Vital River Experinental animal Technical Co. Ltd, certification
nunber: SCXK (BJ)2002-0003. 1.2 Drugs and reagents (1) Testing

drugs: 1 .g,86 hiendbyDIRPEE el BYENt | ve conposition corresponds to
4. 5¢g crude drug. The clinical dose for adult is 22g crude drug/day,

that i's, OnBZeeGEnea uffaiHdon WeicOditenit Abasatmpstiat i s 60kg) . The
medi ci ne was provided by Shijiazhuang Yiling Pharmaceutical Co., Ltd,
bat ch nunbegxpe2@QGa%dkiaildhe medi ci ne was conbined with 0.5%MC - Na
to prepare a suspension with required concentration before use.

(2) Positive xamhdls o8D datt) dhalf Bedeanmed haf frrveled, abithet Sodyweveizhpoib il @, ere
Tianjin Tianyao Pharmaceutical Co., Ltd, batch nunmber: 20060711.

Li cense nurh®sed frguBeying Vitdh River Expetii2@2d 6882l TetimicelrGg Lasrtidwativn mawbani t h
0. 5% CMC before use. (3) Carrageenin: Product of Sigma Conpany. At
one day D¥Pd&@N38€-000he drug was pul verized into fine powder, ,
conbined with saline for injection to prepare 1% uniform suspensi on,
and st or ed!? RTegCadFagERfer at or. 1.3 Apparatus: |nstrunent for

determ nin ats' foot vo]u drai nage). 2. Methods and result

2.1 & oupsgéf{?f“fﬁ ﬂagsaiﬁﬁfﬁ@}? Béﬂ’c[?ﬁ%“" "% rpotiyP °85£?§8?ﬁ%h‘é’n4tsegv%’rd8%'mg'
random y .di vj.ded .i nt.0 r s. .lhe del . .gr dmi nj st er ed

oo b e Sl abedlh uBl:OUR Sual U0 FRE B & PH B T E Bl sangane
rou adm.ni st d i j : . Batd of
ooy st W R B0 ThORLAARCHEY fiBridet B fiabilbung P prdiflackacia TP

i ntragastyi.g %haﬁerd%@ﬁﬁhh@ﬁ@ diginé-géaggzombiﬁémuﬁlth oG osnee U NESo (?;Fepare a
h, medi um and | ow doses of this

clinical dose for human), high,
i nvent i veugpeiRa Wit rbirddadibenti5bd Ri@eusent ragastrical Iy of 5.6g/ kg,
2.89/ kg and 1.49/ kg , respectively; equal to 15, 7.5, 3.75 tines of
clinical dEserositios donredndrug: ePpaaikihysehey ibletsaolareg prdirehad TnjimatBanyao
Drugs were administered for 3 continuous days, and nodel s were

est abl i sthbamatend@l Go.niit dwstch homalrer:| 288407 Hd hicensstunden: gwp. ya@ zRn\oHX20Readb s
Swel ling Method: according to the reference [Chen, Q. chief editor.
Study Mdhkdue megserbine®iil dréle SIMfgYefese uskr adi t i onal Chi nese Medi ci ne,
Peopl e's Heal th Publishing House, 1993, 364pj, the volune of each
rat' s | ef t GhGarassesmn; Prdt of Sigwe Gompan MHewe ARabefase Bedibe dNe e Bulveray
adm ni stration, 60 mnutes after_ |ast. adm nistration, subcutaneousl|y
nj ect ed 150 T postier bines &alé%aﬁﬂ%f%la&s@ﬁé? R Y ST SRS P e
VOoi X pediiEA,,CtQ n easur ed and recorded the | eft post voix pedis

vol une every ROl and measured 6 times continuously. Recorded the
results an a € : inhibition rate
accordi ng g'%%?#agﬁsb%ﬁglvn\# Etgofégﬁghn}ﬁnggmg%{;ﬁglﬁgﬁ a%lgb%f)l% = (vol une of
voi X pedi s; afidueyys ifadueed i nflammation - vol ume of voix pedis before
i nduced inflammtion) / volunme of voix pedis before induced

i nfl amat i 9nGrdE%Und Rkigidhiiratioht 80 (A9 for ekRYiBEROCerS WRHIMIPGiWRENAE dOf
the control group - average swelling degree of the adm nistration
group) / gaapsane Bkl lgrong daghBeredf intripastiany rid sgho updamt O&%9.5%CMC),
Statistical anal yses of variance and group T test were carried out
usi ng SP38ngtbuad decc2ticd grap(hdnsnigéred ingagsiticallg &Migkal equalf th drfrtmtes oficlafcklect
of the inventive conposition are shown in table 2-5. Voix pedis

swel | i ng dose fprdtuman)ntie pestlivb frug admindsiaeadl ipragsiriselty dexametiosose g he/kd ceaval joy
i nhibited by injecti né:) the inventive conposition with the doses of

5. 69 / kg 7anfeme o§gliniqehdospfor hpmag), thigh, westnan ansder Beseholdhis HREqtise eppposiign
inhibition rates were sj %ni ficantly different fromthat of the

control drdtipstragddrtegstricdlyions P8 ve 28pketd [1488€ o tFsegivelhe L0 D5 S aht?
<0.01, rg lvely). T | t d that, hi gh d di um.
DO s RS b TP erin RSP By P AR T o

for 3 continuous days, and models were established at 60 minutes after last administration.

2.2 Voix Pedis Swelling Method: according to the reference [Chen, Qi. chief editor. Study
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# of Animals Swel l'ing degree (% 1h 2h 3h 4h 5h 6h The nodel
group Dexanethaso 0.1 10 10 47.6+13.4

Methodology of Pharmacology of Traditional Chinese Medicine, People’s Health Publishing
House, 1993, 364p], the volume of each rat’s left post voix pedis was determined and recorded
before drug administration; 60 minutes after last administration, subcutaneously injected 0.1ml/rat
1% carrageenin suspension in each rat’s left post voix pedis, then measured and recorded the left
post voix pedis volume every hour, and measured 6 times continucusly. Recorded the results and
calculated the swelling degree and the inhibition rate according to the following formula:

swelling rate (%) = (volume of voix pedis after induced inflammation - volume of

voix pedis before induced inflammation) / volume of voix pedis before induced

inflammation*100%

inhibition rate (%) = (average swelling degree of the control group - average swelling

degree of the administration group) / average swelling degree of the control group*

100%
Statistical analyses of variance and group T test were carried out using SPSS 10.0

2.3 Results of the anti-general inflammation effect of the inventive composition are shown in

table 2-5. Voix pedis swelling in rats induced by carrageenin injection \;xras significantly inhibited
by injecting the inventive composition with the doses of 5.6g /kg and 2.8g /kg. At 1h after model
had been established, the inhibition rates were significantly different from that of the control
group, and the inhibitive effect lasted for 6h (p<0.05 and p<0.01, respectively). The results
showed that high and medium doses of this inventive composition significantly inhibited voix
pedis swelling induced by injecting carrageenin in rats. 5.6g /kg and 2.8g /kg of this inventive
composition also significantly inhibited the formation of granuloma of rat’s tampon, compared
with that of the control group (p<0.01 and p<0.05, respectively). These effects of the inventive
composition were all better than that of Dingchuan decoction group.
Table 2-3. The effect of the inventive medicine composition on voix pedis swelling induced by

carrageenin in rats

Dose #of Swelling degree (%)
Grou crude .
P (e Animals 1h 2h 3h 4h 5h 8h
drug/kg)
The model
- 10 47.6:13.4 67.2416.3 94.1+28.4 120.8£31.1 117.9424.7 110.6+30,1
group
Dexamethaso 0.1 10 29.1+16.4* 31.4+15.2™ 34.6:13.8™ 42.0+15,7+ 4554193 54.7+25.2*
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29.116. 4* 67.2+16.3 31.415.2** 21 94.1+28.4 34.613. 8**
110. 6+30. 1 54 7+252
(38.85% (53.229% (63.20% (65.25% (61.35% (50.53% Dingchuan

42.0+15.7- 117.9+424.7 45.519. 3**

120. 8+431.1
ne group ny/ kg

ne group mgfkg (38.85%) (83.22%) (63.20%) (65.25%) (61.35%) (50.53%)
Dingchuan
) 45.3+16.5 51.8+26.3 66.9+21.8"  89.8427.8*  §3.2+23.7" 110.1+25.2
decoction 8.7 10
(4.83%) (22.77%) (28.91%) (25.67%) (20.95%) {0.45%)
group
High medium 441+184  49.3+14.9*  65.7:23.5*  76.3:33.5% 834221 103.2+30.1
56 10
and low doses (7.38%) (26.61%) (30.15%) (36.85%) (29.23%) {6.75%}
of the 41.6217.6 50.2+13.4*  66.7+23.1*  T7.7£24.8*(  93.3:253 106.5+24.3
2.8 10
inventive (12.58%) {25.38%) (29.15%) 35.63%) (20.88%) (3.77%)
composition 42.3+16.9 52.025.7 68.6:27.6 92.8433.1*  95.3+314 110.8423.9
1.4 10
groups (11.16%) {27.76%) (27.09%) (26.03%) (19.10%) {-0.17%)

Note: Compared with the model group, *p<0.05, **p<0.01. (The numbers in bracket are inhibition
rate of swelling)

3. Conclusion: This inventive composition has significant inhibitive effect on general
inflammation, and the effect is better than that of Dingchuan decoction.

Bronchial asthma is a chronic inflammation disease caused by multiple cells and cellular
components. It can cause airway hyperreactivity which induces wheezing, dyspnea, chest distress
and repeated attacks of coughing. The etiology is related to atopic allergy. At the same time, the
etiology of some patients is undetermined. Symptomatic treatment and etiological treatment are
both adopted. Because herbal compounds have multi-link comprehensive effects, they have
unique advantages in treating bronchial asthma. Therefore, the pharmacodynamic studies of this
inventive composition were based on its effect of dispersing lung-gi, relieving asthma, clearing
heat and removing phlegm, and focus on improveming the symptoms by removing phlegm,
relieving cough and anti-inflammation. At the same time, these studies observed the inventive
composition’s effects on related mechanisms such as allergy reactions, mast cells degranulation,
immunoregulation and so on to comprehensively evaluate the medicine’s therapeutic effects and
mechanisms.

The pharmacodynamic study results suggest that high and medium doses of the inventive
composition can both significantly prolong the time of appearance of wheezing and falling in
guinea pigs with asthma induced by mixed solution of histamine and acetylcholine chloride, and
also can significantly prolong the latency in guinea pigs with asthma induced by OVA. For
late-phase reaction asthma induced by multiple attacks of OVA, high and medium doses of this

inventive composition can significantly prolong the latency of last asthma induced by OVA,
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45.316.5 51.926.3 66.921. 8* 89.827.8* 93.223.7* 110.125.2 decoction

8.7 10

decrease the proportions of eosinophils in whole blood and in bronchoalveolar lavage fluid. In
addition, high and medium doses of this inventive composition can inhibit Leukotriene B4
production in bronchoalveolar lavage fluid. Histopathology of bronchoalveolar also suggests that
high, medium and low doses of this inventive composition can all decrease the infiltration number
of eosinophils in bronchial wall and improve pathological injuries caused by inflammaticn in
bronchopulmonary tissue. These results suggest that this inventive composition has significant
treatment effects on both late-phase reaction and early-phase reaction of bronchial asthma, and has
significant inhibitive effects on the production of relevant inflammatory cells and mediators.
Animal experiments of relieving cough, removing phlegm, antiinflammation and so on were
adopted to observe clinical related symptoms and the symptom improvement effect of this
inventive composition. The results suggest that high, medium and low doses of this inventive
composition significantly prolonged the cough latent period in mice induced by sulfur dioxide and
reduced the frequencies of coughing in mice. Trachea phenol red experiment results suggest that
high, medium and low doses of this inventive composition significantly increased secretion of
phenol red of mice trachea. Anti-inflammation experiment results suggest that high and medium
doses of this inventive composition significantly inhibited voix pedis swelling in rats induced by
injecting carrageenin and the formation of granuloma of rat’s tampon. At lh after model
establishment, compared to control group, significant difference was found in the inventive
composition groups, and the difference lasted for 6h. The above results suggest that this inventive
composition has significant effects on relieving cough, removing phlegm and anti-inflammation,

and has a good assistant effect on the improvement of asthma symptoms.

The preparation of the present inventive traditional Chinese medicine composition is
illustrated through the following examples but not limited to the range of the present

invention.

Examples
Example 1
The preparation of tablets of the inventive composition (temporarily named; LIAN HUA

asthma relieving tablets):
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group  (4.83% (22.77% (28.91% (25.67% (20.95% (0.45% High
medi um  44.118.4 49.314.9* 65.723.5*% 76.333.5%* 83.422.1** 103.230. 1
5.6

Formulation:

Herba Ephedrae (honey-baking) 63g, Cortex Mori 210g, Lumbricus 210g,

Semen ginkgo 84g, Flos Farfarae 84g, Rhizoma Pinelliae (alum processed) 84g,

Fructus Perillae (stir-fried) 84g, Radix Paeoniae Rubra 210 g,

Semen Armeniacae Amarum (stir-fried) 84g, Radix Scutellariae 84g,

Periostracum Cicadae 84g, Herba Houttuyniae 210g,

Radix Trichosanthis 210g, and Fructus Forsythiae 8§4g.

Preparation method:

a) taking 84g of Radix Scutellariae and 42g of Rhizoma Pinelliae, pulverizing them into fine
powder for later use;

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgo, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation
and the rest of Rhizoma Pinelliae, adding 8 times amount of 60% ethanol, heating and refluxing
extract thrice, 1.5 hours each time, recovering ethanol under reduced pressure from extract
solution, concenirating the solution to obtain the extract with a relative density of 1.08 at 60°C for
later use;

c¢) taking the relative amounts of Lumbricus, Radix Paeoniae Rubra, Periostracum Cicadae,
Radix Trichosanthis and Fructus Forsythiae according to the formulation, adding 9 times amount
of water, decocting twice, 2 hours each time, filtering the water decoction, combining decoctions,
concentrating the solution to obtain the extract with a relative density of 1.08 at 60°C, and
combining the extract with extract of step b) for later use;

d) Mixing the fine powder of step a) and the extract of step ¢), adding an appropriate amount
of adjuvant into the mixture, and spraying granulation to obtain granules and sifting the granules
through a mesh after drying, standing by. ; and

) preparing the granules of step d) to obtain tablets of the inventive composition through

routine processes.

Example 2
The preparation of capsules of the inventive composition:
Formulation:

24



10 and | ow doses  (7.38% (26.61% (30.15% (36.85% (29.23%
(6.75% of the 41.617.6 50.213.4* 66.723.1*% 77.724. 8**(

Herba Ephedrae 61g, Cortex Mori 198g, Lumbricus 223g,

Semen ginkgo 78g, Flos Farfarae 92g, Rhizoma Pinelliae 73g,

Fructus Perillae 85g, Radix Paconiae Rubra 188g, Semen Armeniacae Amarum 87g,

Radix Scutellariae 88g, Periostracum Cicadae 79g, Herba Houttuyniae 221g,

Radix Trichosanthis 218g, and Fructus Forgythiae 81 g.

Preparation method:

a) taking 88g of Radix Scutellariae and 36.5g of Rhizoma Pinelliae, pulverizing them into fine
powder for later use;

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgo, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation,
and the rest of Rhizoma Pinelliae adding 6 times amount of 50% ethanol, heating and refluxing
extract thrice, 1 hour each time, recovering ethanol under reduced pressure from extract solution,
concentrating the solution to obtain the extract with a relative density of 1.05 at 60°C for later
use;

¢) taking the relative amounts of Lumbricus, Radix Paconiae Rubra, Periostracum Cicadae,
Radix Trichosanthis and Fructus Forsythiae according to the formulation, adding 7 times amount
of water, decocting twice, 1 hour each time, filtering the water decoction, combining decoctions,
concentrating the solution to obtain the extract with a relative density of 1.05 at 60°C, and
combining the extract with extract of step b) for later use;

d) Mixing the fine powder of step a} and the extract of step ¢), adding an appropriate amount
of adjuvant into the mixture, and spraying granulation to obtain granules and sifting the granules
through a mesh after drying, standing by. ; and

¢) preparing the granules of step d) to obtain capsules of the inventive composition through

routine processes.

Example 3

The preparation of powder of the inventive composition:
Formulation:

Herba Ephedrae 50g, Cortex Mori 253g, Lumbricus 166g,
Semen ginkgo 66g, Flos Farfarae 101g, Rhizoma Pinelliae 101g,
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93.325.3* 106.524.3 2.8 10 inventive (12.58% (25.38%
(29.15% 35.63% (20.88% (3.77% conposition

Fructus Perillae 66g, Radix Paeoniae Rubra 166g, Semen Armeniacae Amarum 101g,
Radix Scutellariae 66g, Periostracum Cicadae 66g, Herba Houttuyniae 253g,

Radix Trichosanthis 253g, and Fructus Forsythiae 66 g.

Preparation method:

a) taking Radix Scutellariae and half amount of Rhizoma Pinelliae according to the formulation
proportion, pulverizing them into fine powder for later use;

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgo, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation
and the rest of Rhizoma Pinelliae, adding 10 times amount of 80% ethanol, heating and refluxing
extract thrice, 3 hours each time, recovering ethanol under reduced pressure from extract solution,
concentrating the solution to obtain the extract with a relative density of 1.10 at 60°C for later
use;

¢) taking the relative amounts of Lumbricus, Radix Paeoniae Rubra, Periostracum Cicadae,
Radix Trichosanthis and Fructus Forsythiae according to the formulation, adding 10 times amount
of water, decocting twice, 4 hours each time, filtering the water decoction, combining decoctions,
concentrating the solution to obtain the extract with a relative density of 1.10 at 60°C, and
combining the extract with extract of step b) for later use; and

d)making the fine powder of step a) and combined extract of step c) into powder through
routine processes.

Example 4

The preparation of oral solution of the inventive composition:

Formulation:

Herba Ephedrae 76g, Cortex Mori 166g, Lumbricus 253g,

Semen ginkgo 101g, Flos Farfarae 66g, Rhizoma Pinelliae 66g,

Fructus Perillae 101g, Radix Paconiae Rubra 253g, Semen Armeniacae Amarum 66g,

Radix Scutellariae 101g, Periostracum Cicadae 101g, Herba Houttuyniae 166g,

Radix Trichosanthis 166g, and Fructus Forsythiae 101 g.

Preparation method:

a) taking Radix Scutellariae and half amount of Rhizoma Pinelliae according to the formulation
proportion, pulverizing them into fine powder;
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groups

(11.16% (27.76% (27.09% (26.03% (19.10%

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgo, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation
and the rest of Rhizoma Pinelliae, adding 6 times amount of 80% ethanol, heating and refluxing
extract thrice, 1 hour each time, recovering ethanol under reduced pressure from extract solution,
concentrating the solution to obtain the extract with a relative density of 1.05-1.10 at 60°C for late
ruse;

c) taking the relative amount of Lumbricus, Radix Paeoniae Rubra, Periostracum Cicadae,
Radix Trichosanthis and Fructus Forsythiae according to the formulation, adding 7 times amount
of water, decocting twice, 1 hour each time, filtering the water decoction, combining decoctions,
concentrating the solution to obtain the extract with a relative density of 1.05-1.10 at 60°C, and
combining the extract with extract of step b) for later use; and

d) making the fine powder of step a) and combined extract of step ¢) into oral solution
through routine processes.

Example 5

The preparation of soft capsules of the inventive composition:

Formulation:

Herba Ephedrae 70g, Cortex Mori 241g, Lumbricus 245g,

Semen ginkgo 98g, Flos Farfarae 94g, Rhizoma Pinelliae 95g,

Fructus Perillae 94g, Radix Paeoniae Rubra 230g, Semen Armeniacae Amarum 92g,

Radix Scutellariae 91g, Periostracum Cicadae 97g, Herba Houttuyniae 237g,

Radix Trichosanthis 231g, and Fructus Forsythiae 91 g.

Preparation method:

a) taking Radix Scutellariae and 1/3 amount of Rhizoma Pinelliae according to the formulation
proportion, pulverizing them into fine powder for later use;

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgoe, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation
and the rest of Rhizoma Pinelliae, adding 10 times amount of 50% ethanol, heating and refluxing
extract thrice, 3 hours each time, recovering ethanol under reduced pressure from extract solution,
concentrating the solution to obtain the extract with a relative density of 1.05-1.10 at 60°C for
later use;
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combining the extract with extract of step b) for later use; and

d) making fine powder of step a) and combined extract of step ¢) into pills through routine
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Peril |l ae 85@ruchadtMiaPagoRiBEPolMRubB86e, SOTRMArAIRR Afaan A6E|r um 879,
Radi x Scutellariae 88g, Periostracum C cadae 79g, Herba Houttuyni ae
221g, Radi x RedixGhaslhrigdvios, PRASgacuarticaBac g Uerifadtaipiniaa 668l g.
Preparati on net hod: a) taking 88g of Radix Scutellariae and 36. 5g
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concent r at pytekitd@e £RhiW itfink Of RAbAE heliBE seMda Gitkgo\Cérfex ddiieFBE Fatirae,
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anount s ruchid Fhiiliae \8BemeRatkiexiadia aanaacanRilsba HoRerhiosdc caditgto Gedathaition
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the extragt, of step c), adding an appropriate anount of adjuvant into
the m xture, and spraying granul ation to obtain granules and sifting
the granul gsuitity B FRatfve MRSt Bimteld, Rdix PhRAL RUbRYPeriost@ifh Cicadil,
preparing the granules of step d) to obtain capsules of the inventive
conposi t iKadixtTRERSGhis Mt Flubts Pireafeserdifgtatip femdaidagadping pa tiflkd mibuad
powder of the inventive conposition: Fornul ation: Herba Ephedrae 50g,
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101g, Rhizoma Pinelliae 101g, Fructus Perillae 66g, Radi x Paeoni ae
Rubra 166&gucessetipg thasehatipnde gefainthereimact oty a reedive densiguefel- 05k 108 6Rf, and
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d) making fine powder of step a) and combined exiract of step ¢) into tincture composition

through routine processes.
Example 8
The preparation of syrup of the inventive composition:
Formulation:
Herba Ephedrae 50g, Cortex Mori 166g, Lumbricus 166g,
Semen ginkgo 66g, Flos Farfarae 66g, Rhizoma Pinelliae 66g,
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a) taking Radix Scutellariae and hal f anmpbunt of Rhizoma Pinelliae
according to the formulation proportion, pulverizing theminto fine
powder for |ater use; b) taking the relative anmounts of Herba
Ephedrae, Senen G nkgo, Cortex Mori, Flos Farfarae, Fructus Perill ae,
Semen Ar nenifagae PAtiae 66p, Rindix Peolia Rdbtatl 6&py Rénded Amaenidced Agartio 66d)e

formul ation and the rest of Rhizoma Pinelliae, adding 10 tines anount
of 80% et harfoHix SheellaiizrgpbaigripseridumdiivrgacchHbeHeeta Honttiyoge 1&zhour s each
time, recoveri na_fiet hanol under reduced pressure from extract

sol ution, cdwegrticheeints oae ardbirprtysdhrsyBi2gdt&in the extract with a

relative dre;‘r}sit%t.of l‘tj’g?g at 60C for |ater use; c) taking the
rel ative amod®rEuBy S ¥W%bri cus, Radi x Paeoni ae Rubra, Periostracum

C cadae, X TL Nl - yi.hi ' .1 he
o1 o DA SR SR8 b0t PSR (bl
hour s eaGhooltidR, pulvbdAf thddfinfotBe YIRS fofiREOKL ON, conbi ni ng decocti ons,
concentrating the solution to obtain the extract with a relative
density of b)lakdl #é refdidamand of BEbi Bpid@rad, ISem@XGiniot Cvtek M FlofBirfapik,
step b) for |ater use; and d) maki ng the fine powder of step a)
and conbifmeths @rtllag,Semef Asteaipcae Aniantroang dladbe Hotthwywargdecarding fothe formulation
processes. Exanple 4 The preparation of oral solution of the

i nvent i vené ofhgosittaf divizoma rRingllige, siding HeY BacEphant a8 70%6 (pthagy)r heatingveid
166g, Lunbricus 253qg,. Senen gi nkgo 101g, Flos Farfarae, 66g, Rhi zoma
Pi nel | i adeBBEs ersm&ﬁﬁge’ Pet 1ufsagech g, ToRenE 98BI HRAE TRipsgdaPrenyg from
Semen Am eni acae. Amar um 6649, .Radi x Scutel.l ari a 0l Perj.ost ragcu

G cadae 0T “adiBh PPt oo & i e Atefotdhereh B e Bh

Fructus Rofssyight . 8-usEr eparati on net hod: a) taking Radix
Scutel l ari ae andﬁﬁ%ﬁf? amoURt of Rhi zoma Pinel | iae accor di ng to the

fornmul ati og) @IEAPAE trEANe aRdhMEbE ZiGich) ®AUk Phédnfzt ROLROVEIBSFacum Cicldae,
taking the relative anounts of Herba Ephedrae, Senmen G nkgo, Cortex
Mori, Fl Gadixdlitibosaghis dnd Fetctis FReythihd eqrdiine roethe Rrmeation,Cd&in AR meansoingt
Her ba Houttuyni ae according to the fornmul ation and the rest of

Rhi zoma Rif wetet, desesting tivirea @ heurs pavk §merfihigring thf wB8@Ueeactranerimbirtiedepqgtionand
refluxing extract thrice, 1 hour each tine, recovering ethanol_ under
reduced pPPESHHiBes e shitortty getein S| eitrichivith @ geirtinn fengity ofgl-Phlel 6B I0E: 8K t o
obtain the extract with a relativ ensity of 1.05-1.10 at 60C for

| at e rusec,omgmmgj ¢ EREY A (Zifs :Evgr ﬁtﬁb‘ﬁf‘%’tan‘%f Lunbri cus, Radi x
Paeoni ae Ru . ' j . LX, Tl : ' tus
For oyt hi ac. b et HsABBATS B SR herlda it Ur ELORRBL T 1R Rl
wat er, degpQekisng twice, 1 hour each tine, filtering the water
decoction, conbining decoctions, concentrating the solution to obtain
the extract Bainple® rel ative density of 1.05-1.10 at 60C, and
conbining the extract with extract of step b) for later use; and

d) naki ng t Hie piepreation wikeppogiforsofalp imen@rdommniipmed extract of step c)
into oral solution through routine processes. Exanple 5 The

prepar at i on Fefmulgipe: capsul es of the inventive conposition:

Formul ati on: _Herba Ephedrae 70g, rtex Mori_ 241g, Lunbricus 245g,
Senen gi nkgé{eﬁ’éﬁpgqﬁlfaﬁégﬂigf”f“%‘g‘ @%,L‘Jﬁﬁ?‘%‘ér‘@gﬁ nel | i ae 95g, Fructus

Perill ae 94q, Radi,x Paeani ae.Ru 0 enen, Armeni acae Amarum 929,
Radi x Scut el Iél?ri%rékggfgg,’?gsereﬁr%é e?é@uﬁ%@@ﬁfggﬁgﬁfg’ Her ba Houtt uyni ae
2379, Radi X gl PASADELY Rad?SPBoni@Hbfa1 S Soinds AhidtiddhImnaddm Do1g,

Radix Scutellariae 66g, Periostracum Cicadae 66g, Herba Houttuyniae 253g,

Radix Trichosanthis 253g, and Fructus Forsythiae 66 g.
Preparation method:
a) taking Radix Scutellariae and 2/3 amount of Rhizoma Pinelliae according to the formulation
proportion, pulverizing them into fine powder for later use;

30



Preparati on net hod: a) taking Radix Scutellariae and 1/3 anmount of
Rhi zoma Pinelliae according to the fornul ati on proportion,

pul verizing theminto fine powder for |ater use; b) taking the

rel ati ve anmounts of Herba Ephedrae, Senen G nkgo, Cortex Mori, Flos
Farf ar ae, brtakibgithe Réativd hraints S8 Herha Bphedme, Seraen GinkroGoraer dMdrie Flo@Farfarae,
Houtt uyni ae according to the formulation and the rest of Rhizoma

Pi nel | i agirucgdienigie,1Bmen Aerenigeas dmtarunf ang Glpsbe Herthghiae dseqdingg therfermulation
refluxing extract thrice, 3 hours each tinme, recovering ethanol under
reduced pédwysstof Rurrmedinclics. ddnat (e anogpcd AP P stterrl hepwedo] Gilvdig to
obtain the _ex Lac% with a.relative d nsitﬁ o% 1a05'1' at&GQCIfor

| ater useXTactbgse, § iy, gach Hne, respygrig, A anRlpiIRTr £odBeed PERRBFS s expcd dityon
Paeoni ae . ri Qst j [ i i us
For syt b atantupk i SFALAE AT A2GAR R4t lle SR5PL0S BRC
wat er, deggGki-ng tw ce, 4 hours each tine, filtering the water
decoction, conbining decoctions, concentrating the solution to obtain
t he extract) Mkihithd rélghv@tadméentd eNBirhtticd, RidiQ Padonihe RabraSPHostARGn Cicadae,
conbining the extract with extract of step b) for later use; and

d) maki nRadixelrichasantipomddirucof Fatsgiaajceatids tothe hondativechdding 7 simes aoust ep
c) into soft capsul es through routine processes. Exanple 6 The

pr epar at i vatst, dgropting tgice, tiHeuy sacheting, Jikermng io%ateridespctiqno pompliafte) dsprctionsy ba
Ephedrae 76g, Cortex Mori 2533, Lunbri cus 2533, Senen(gin%po 1%1 ,
Fl os Far feapgRTeiing fre spforderallsh s irags Wi  golatir desifs otpe 69 13",‘1

Radi x Paeoni .ae bra 25 S j acae_Amarum 101g, Radi x
Scutellaf?g%mTéﬁgfx 5&?@%??3%%%%?1 %g%%”f&fﬁ? Her ba Houttuyni ae 253g,

Radi x Trich Al i .. LN
mothod: o) THa e g B0 D RS Rl Sl S By inf s R Bl
Pinel | i agoameploeisitg to the formulation proportion, pulverizing them
into fine powder for |ater use; b) taking the relative amounts of
Her ba Ephedraxampldien G nkgo, Cortex Mori, Flos Farfarae, Fructus
Perillae, Senmen Arneni acae Amarum and Her ba Houttuyni ae according to
t he for mul atlihe prepanation hibgetatacf the finvRHive enmposionel | | ae, adding 8 ti nmes
anount of 60% et hanol, heating and refluxing extract thrice, 1.5
hours each theRlatPEcovering et hanol under reduced pressure from

extract sol yti,o concentrating.ihe sol uti to obtain the extract
with a rel ame\'}?%@g‘?ﬁ%ﬁie? %%“T‘\%%‘ %gﬁ’d‘ugim%’ﬁg%gf or later use; c)
taking the r i u ﬁ%pﬁﬂ _— i aeoni ae Rubr a,
Periostracuﬁ%%?%%ﬁggﬁgg%ﬁ%ip r?% éaﬁ% |§m§ﬁgéé%gctus For syt hi ae
accordi ng t grichg pEiafB10 13! RAR Padiehe RELrS 233 "RmeR AR acRIAnWRIEE6g,
decocting twice, 3 hours each tine, filtering the water decoction,
conbi ni ng deCoRScORiacCIONE Podds@dcin Cidadke 161, HerboHoutnymdat1aéd) t he
extract with a relative density of 1.05-1.10 at 60C, and conbi ni ng
t he extract RedixArihosanthast 1664, ast apctus)Fofsphia¢ Hiler use; and d) making
fine powder of step a) and conbi ned extract of step c) into pills

t hrough r outfirgperatipestiodses. Exanpl e 7 The preparation of tincture of

t he inventive conposition; .Formnul ation: . .
a) tak?ng ad?x Scutcglariae and 3/4of gl‘?lzoma Pinelliae according to the formulation

proportion, pulverizing them into fine powder for later use;

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgo, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation
and the rest of Rhizoma Pinelliae, adding 10 times amount of 50% ethanol, heating and refluxing
extract thrice, 3 hours each time, recovering ethanol under reduced pressure from extract solution,
concentrating the solution to obtain the extract with a relative density of 1.05-1.10 at 60°C for
later use;
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Her ba Ephedrae 50g, Cortex Mori 166g, Lunbricus 166g, Senen gi nkgo

66g, Flos Farfarae 66g, Rhizoma Pinelliae 66g, Fructus Perill ae 66g,
Radi x Paeoni ae Rubra 166g, Senen Anneni acae Amarum 66g, Radi x

Scutel |l ari ae 66g, Periostracum C cadae 66g, Herba Houttuyni ae 166g,

Radi x Tri chowsking kiegeldfhegymoaitd of- Lusliri¢ss, Radis yatunae RabragPerivstapan &idadaa,

met hod: a) taking Radix Scutellariae and hal f ambunt of Rhizoma
Pi nel | i acRadixclarckiismghis andimstug Gerpsiikizet scenndipg to pasrferimglationy addingr1 imggamdyaim
into fine powder for |ater use; b) taking the rel ative amunts of

Her ba EpH¥dfise decaelipg ivies: AIhgys cach fimgdlligrng the wpterdegngtiqng pombining dgeqcjens,
Perillae, S Al i . d ba Houtt i j

the T or iR BHIAAE SOHE™ B ePRnr TS prsl r Lansty BBl cadnd °
amount of Z*gﬁ%#gm%g@a'Wﬁe&%??ﬁfgeﬁg? fo?fal %g;%g%ext ract thrice, 2.5

hours each t recovering e under uced pressure from
extract sol ufiftng & Gl hiEonshtlel bitAB: df Qe PBLRAD Belhh Bir &L FRGHe
with a rel a;blb\&}gﬂdgenlgt%y of 1.}8%-1. 10 at 60 C forlg)lgate:'g use;&l)g C)

t aki ng t heocebsat i ve anmounts of Lunbricus, Radi x Paeoni ae Rubra,
Periostracum C cadae, Radi x Trichosanthis and Fructus Forsythi ae
accordi ng t Examepleflor rul ati on, adding 8.5 tines anmount of water,
decocting twice, 2.5 hours each tinme, filtering the water decoction,
conbi ni ng deldeerepastion obpriy ehthe BYSIHYE ORROstPut i on to obtain the
extract with a relative density of 1.05-1.10 at 60C, and conbi ni ng
the extract WY %t ract of step b) for later use; and d) making
fi ne powder of a).and ¢ i nhed extrac f step c) into tincture
conposition eﬁbraogg%mr%a%’?ﬁretex%ncgg ’eLélfI%%?g%rﬁ%é 8 The preparation of
syrup of thesefngygqmgb\é@g,f#fagrpﬁﬁkateb@gmﬁaﬁmh@ﬁalegs% Herba Ephedrae 50g,
Cortex Mori 166g; Lunbricus 166g, Senen gi nkgo 66g, Flos Farfarae
669, Rhi zomgrRiwelbdliaaesbhgix PasdidtRusraPetd, Bdnaa AGGiacRatdhatuPagoNi ae
Rubra 166g, Senmen Arneni acae Amarum 66g, Radi x Scutell ari ae 66g,

Per i ost r ac urRaflix Sadelarift g, HeksshracuhalitatlanATp deerthhgituyRae237g,Tr i chosant hi s
166g, and Fructus Forsythi ae 66g. Preparation nethod: a) taking
Radi x Scut elRadixTaghosanthis?3 1, aghitsuptis Fofsytliag 9lodva Pi nel | i ae according to
the formul ation Proporti on, pulverizing theminto fine powder for

| ater use; FrePRpuqngRstiod t he rel ati ve anounts of Herba Ephedrae, Senen

G nkgo, Cort i, Flos Farf t illae .S .
A o mcao RIS AP a £yl SR A SSRGS P kb on
d th | Lopld 4 | 5 ti t of 70%

o hano! , R Thg AR Rl Ry R B oed 1S hours each (ime

recoveri ngb)ecﬁlhp?%}ﬁé re AR mduBE UERELPERSEHY, SethénOihies! Catfek My, Hibd Plarae,
concentrating the solution to obtain the extract with a relative

density dfrucius @brilhe, Nomat Ami2Giafae Anlafiednd Heda Houttu@iad aaédrdife © lite foreuatidny e
anounts of Lunbricus, Radi x Paeoni ae Rubra, Periostracum C cadae,

Radi x Tr iaghdwagst bl Rhizomd Pielliet, addifné Smestanmentad 8¢f6 dibamp),theatinh @nd refluxing
formul ation, adding 8 rines anmount of water, decocting twi ce, 2 hours
each ti nextrgef W‘eﬂ%@f%%@ e éqco‘&é%@hmelﬁlpd%mﬁimeﬁPW&H&%@WXFnglutwns
concentrating the _solution o obtain thtg ext rac% it

: W th r ﬁhat L\
density GPIoPIEERg tgsoluiongp edwin i SEAY AT Ageiehe SRty QEII'%\SMI ateﬁq(?affirt
of step q;terfu% | ater use; and d) making fine powder of step a) and
conbi ned extract of step c¢) into syrup through routine processes.
Exanple 9 ¢) taking the relative amounts of Lumbricus, Radix Paeoniae Rubra, Periostracum Cicadae,
Radix Trichosanthis and Fructus Forsythiae according to the formulation, adding 10 times amount
of water, decocting twice, 1 hour each time, filtering the water decoction, combining decoctions,
concentrating the solution to obtain the extract with a relative density of 1.05-1.10 at 60°C, and
combining the extract with extract of step b) for later use; and

d) making fine powder of step a) and combined extract of step ¢} into spray through routine
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The preparation of suppository of the inventive conposition:
Formul ati on: Herba Ephedrae 50g, Cortex Mri 253g, Lunbricus 166g,
Senmen gi nkgo 66g, Flos Farfarae 101g, Rhi zona Pinelliae 101g, Fructus
Perillae 66g, Radi x Paeoni ae Rubra 166g, Semen Arnmeni acae Anmarum
101g, RadirecesSesut el | ari ae 66g, Periostracum C cadae 66g, Herba
Hout t uyni ae 253g, Radi x Trichosant his 253g, and Fructus Forsythi ae 66
g. Prepar at ikxampietldod: a) taking Radix Scutellariae and 2/3 anmount
of Rhizoma Pinelliae according to the fornulation proportion,

pul veri zi ng ?hﬁé%wqrﬁtoaowwéerﬁé&ﬁéwe%?quralpﬁ?onuse b) taking the

Far far oo, FHTEEEAHEF O78 S8 oS ORI REHT E%%e?éd"iﬁﬁruﬁéﬁﬁfxmﬁé;’ oS
Far f ar ac.
Pinel |1 ac. - darpe oEphale BaLaoth LRI AR RE 121 hg ana

refluxi ng exifaskeAiRE g, Ra%mfrqwn%e@a&@ 139gN®emeh REANREIMGnRIN180!  under
reduced pressure fromextract solution, concentrating the solution to
obtai n t he autk&citellatiidl3ag, Pedicdirdcua aitsaaws‘sg Hefba HotbryliadfB0gt 60C f or

| at er use; c) taking the relative anmounts of Lunbricus, Radix
Paeoni ae RulRadix TRetrosamgitisr280g) andJirccddersytRacli30 ¢Tr i chosant hi s and Fruct us
Forsythiae according to the fornmulation, adding 7 tinmes anount of

wat er, decodr¢ragtionspatwd: 1 hour each tinme, filtering the water

decoctlon conbi ni ng decocti ons, f gentratln the_ﬁol ti.on tf optain
the extr act Taking the foapulgtiop amguris P fray rppgicindly patggial sppiverizipg them mnto

conbi ni n Ow e &é&{ cto$ﬁth ?éwanc lem% Q%efor | ater use; and
d) nakei ng Tine 7 ed extract of step c)

into suppository through routi ne processes. Exanple 10 The
preparation of gelata of the inventive conposition: Formnulation:

Her ba Ephedrae 76g, Cortex Mori 166g, Lunbricus 253g, Senen gi nkgo
101g, Flos Farfarae 66g, Rhizoma Pinelliae 66g, Fructus Perillae
101g, Radi x Paeoni ae Rubra 253g, Senen Anneni acae Amarum 66g, Radi x
Scutel |l ari ae 101g, Periostracum C cadae 101g, Herba Houttuyni ae 166g,
Radi x Trichosanthis 166g, and Fructus Forsythiae 101 g. Preparation

nmet hod: a) taking Radi x Scutellariae and 314of Rhizoma Pinelliae
according to the formul ation proportion, pulverizing theminto fine
powder for |ater use; b) taking the relative amounts of Herba

Ephedrae, Senen G nkgo, Cortex Mri, Flos Farfarae, Fructus Perill ae,
Semen Arneni acae Amarum and Her ba Houttuyni ae according to the

formul ation and the rest of Rhizoma Pinelliae, adding 10 tines anount
of 50% et hanol, heating and refluxing extract thrice, 3 hours each
time, recovering ethanol under reduced pressure from extract
solution, concentrating the solution to obtain the extract with a
relative density of 1.05-1.10 at 60C for |ater use; c) taking the
rel ati ve amounts of Lunbricus, Radi x Paeoni ae Rubra, Periostracum

Ci cadae, Radi x Trichosanthis and Fructus Forsythiae according to the
formul ati on, adding 10 tinmes anount of water, decocting tw ce, 4
hours each tine, filtering the water decoction, conbining decoctions,
concentrating the solution to obtain the extract with a relative
density of 1.05-1.10 at 60C, and conbining the extract with extract
of step b) for later use; and
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d) making fine powder of step a) and conbi ned extract of step c) into
gel ata through routine processes. Exanple 11 The preparation of spray
of the inventive conposition: Fornul ation: Herba Ephedrae 70g, Cortex
Mori 241 g, Lunbricus 245g, Senen gi nkgo 98g, Flos Farfarae 94g,

Rhi zoma Pinelliae 95g, Fructus PefidlMse 94g, Radi x Paeoni ae Rubra
230g, Senen Anneni acae Amarum 92g, Radi x Scutell ariae 91g,

Per i ost r acunh & trrdiigesl Ghigese Hedigme Byutositigm foa aeapizy Gronftaa iAsthina, Ehetstasitdni s
231g, and Fructus Forsa/t hiae 91 g. Preparation _nethod: a) taking
Radi x ScU@Pestion @repaad fiain fhe foliowe rof meghisinad paterifermiiatign:accor di ng t o

| ater use: - HepERbaRR Al ol Rirs et MR RS b Ripe B0 BR B R e, Senren
G n kgp, Cor :[&%éerlve{nic 0 ng—]ig ? Bfr%%@srfg&araf J&H%tl ??rtsp 1&01115\%1(311% XE(S1 part

Ar meni acae Anarum a uttuyni ae accofding to t for r?ul ation
and the VEStFnS&usBQ‘il%QH@lﬂ'ﬁaﬁé khcﬁ?Pae&%ﬂKlﬂmﬁ&Bﬁ%&ﬂr@mum of 80%

et hanol, heating and refluxing extract thrice hours each tine,
recovering efehan@mebiache Amadinzad1 pagssure from extract sol ution,
concentrating the solution to obtain the extract with a rel ative
density of Raf&-StytdlBriat4660CpdresPehiatrecumuSieqdac 46-16) ptrski ng t he rel ati ve
amounts of Lunbricus, Radi x Paeoni ae Rubra, Periostracum C cadae,

Radi x Tri chdidnttontuyaiae 145108 put, Fslixslichisadhiatéc0epag a6 t he

formul ation,_ adding 10 tinmes anount of water, decocting tw ce, 1 hour
each tine, fFF‘lcf”élFPrﬁﬁh‘f‘%”é Wéﬁ’@?s decoction, combining decoctions,

concentrati g heh_ to o(ptalnthe .extrac V\4t8arel tive
a ona cime OSIthI‘l al COl‘ 1 (8] ]ta ere sal
density of , an nrng t Xt "ac vvlth Ext'r ac
y g

of step t&)m[u(%ftloh %H)?Jpaﬁf!&ﬁmm %%llowmgl'amgdlaﬁl Inhfgl?alsqgf@ﬂl@drtlmgf step a) and

conbi ned extract of step c) into Spray through routine processes.
Exanpl e 12 THeeoalHpReasiedd 76 Parf Coexwiof 16d-293hard, DtHchy 6 20R@s] 11 on:
Her ba Ephedrae 82g, Cortex Mori 150g, Lunbricus 270g, Senen gi nkgo
509, Fl os Faehar Gekgb3Bg 01 Riris e aifarmadol 108 @arks SRjizoha Pitelise ¢2er0l lphrese
130g, Radi x Paeoni ae Rubra 155g, Senen Anneni acae Amarum 55g, Radi x
Scut el | ari adr&BegsriiReps- Mﬁtmﬁ%ﬂmi@@a@aﬂé{'ﬁ@dﬁﬁﬂé}mas Hout t uyni ae 280g,

Radi x Tri chosant his 280 and Fructus Forsythiae 1309 Preparation
met hod: SF'&R‘}WGF‘H@G HiF 68t 0 R nRAd i Ssutglariastonl O Aftsnedi ci nal

terial t.h h h
e ol Do B SR 0t 0 HOUEISL St s G pOVer . and then

Radix Trichosanthis 166-253 parts, and Fructus Forsythiae66-101 parts.

3. The traditional Chinese medicine composition according to Claim 2, wherein said
composition is prepared from the following raw medicinal materials formulation:

Herba Ephedrae 70 parts, Cortex Mori 241 parts, Lumbricus 245 parts,

Semen Ginkgo 98 parts, Flos Farfarae 94 parts, Rhizoma Pinelliae 95 parts,

Fructus Perillae 94 parts, Radix Paeoniae Rubra 230 parts,

Semen Anmeniacae Amarum 92 parts, Radix Scutellariae 91 parts,

Periostracum Cicadae 97 parts, Herba Houttuyniae 237 parts,

Radix Trichosanthis 231 parts, and Fructus Forsythiae 91parts.

4. The traditional Chinese medicine composition according to Claim 2, wherein said
composition is prepared from the following raw medicinal materials formulation:

Herba Ephedrae 63 parts, Cortex Mori 210 parts, Lumbricus 210 parts,

Semen Ginkgo 84 parts, Flos Farfarac 84 parts, Rhizoma Pinelliae 84 parts,
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1. Atraditional Chinese nedicine conposition for treating Bronchi al
Ast hma, wherein said conposition is prepared fromthe follow ng raw
nmedi cinal materials fornul ation: Herba Ephedrae 40-90 parts, Cortex
Mori 136-300 parts, Lunbricus 146-300 parts, Senmen G nkgo 46-151
parts, Fl os Hnank@edie §6patis RapiaPhsniaRRikzo® pritnel | i ae 46- 151 parts,
Fructus Perillae 46-151 parts, Radi x Paeoni ae Rubra 146-300 parts,
Senen AnneniSaweeAryraRtamALTEruE SR porsy; Redix Ratlxiag84pat| ari ae 46- 151
parts, Periostracum Ci cadae 46-151 parts, Herba Houttuyni ae 146- 300
parts, Radi feWSFWB’s%?ﬂdFﬁ%PE%HS‘@EHBWV@“%%E'% uctus For syt hi ae

46- 151 t dit | t

accor di Egr t }a@xé{?‘f‘ﬁoiﬂ“{k\ﬂ@b rB"i%ﬁI @Qﬁ‘lﬁ‘%% late%éﬁarfslscbpgp;?ggoflr olmo'?he
foll t d 0:
o o™ 00§ S e et STE bekin] QLA Uord L BRGNS RGP

G nkgo 66:01119&51tfaﬁ1fstp§epa1€b fém Ei%rfc;ll%ml% P mdddn P Aok Sals f@?ﬁlﬁa@lgﬁ P' nel I'i ae
66- 101 parts, Fructus Perillae 66-101 parts, Radi x Paeoni ae Rubra

166- 253 par tHerbaSphRIkeAN PAR] CEREMOABDSHANE G uhBdcud 2% wits, Radi X
Scutel l ari ae 66-101 parts, Periostracum C cadae 66-101 parts, Herba

Hout t uyni ae Stfé: QibBeoiamtuss, FIRaBhrfurad p1 pdng Sivbinh Bindl6&-2patspart s, and
Fructus Forsythi ae66-101 parts. 3. The traditional Chinese

medi ci ne corpuys Perdlae Breros.dadig Peeynir Bitna 188 pafer ei n sai d conposi ti on
is prepared fromthe follow ng raw nedicinal materials fornul ation:
Her ba Ephedrsﬁ’éervf@'mﬁ&‘?‘fagmn%‘ﬂ %a%gﬁd‘ﬁffteﬂ%{w‘ég PAMSmbri cus 245 parts,

Senmen G nkg ar t a f e Rhl zoma Pinelliae 95
parts, Fruc%u o8 c|”'ml(f$“"aéja 7% er%a%%u %aeo Ri"&e Rubra 230 parts,

Senmen Anneni r - riae 91 parts,
Per i ostracur%%{é:liﬁer é}{aagggﬁpﬁg %}g atnﬁng l@ggili% %;82 ,lgg 237 parts, Radix

Tri chosant higs 128 kraB@bd5 cnﬁfagi FEdGhd SRkt RERRING1RACKSn 1, wherdin skl
traditional Chinese nedicine conposition according to Claim 2,

wher ei n sainposttionNB@sdphredfior the folBpagedy hedidinad Rheefiad foomilatgn:r aw rredi ci nal
materials fornul ati on: Herba Ephedrae 63 parts, Cortex Mri 210
parts, LunbrilecaEipetitre7aB8 parts SeamenMaiin kigboS@drippbentmicusA56 S0 parts.ar ae 84

parts, Rhizoma Pinelliae 84 }Qarts _ o
Semen Ginkgo 46-65 parts, Flos Farfarae 110-151 parts, Rhizoma Pinelliae 46-65 parts,

Fructus Perillae 105-151 parts, Radix Paeoniae Rubra 146-165 parts,

Semen Armeniacae Amarum 46-65parts, Radix Scutellariae 103-151 parts,

Periostracum Cicadae 46-65 parts, Herba Houttuyniae 255-300 parts,

Radix Trichosanthis 255-300 parts, and Fructus Forsythiae 103-151 parts.

7. The traditional Chinese medicine composition according to any of claim 1-6, wherein
Herba Ephedrae is honey-baking Herba Ephedrae, Semen Gingko is stir-fried Semen Gingko,
Rhizoma Pinelliae is alum processed Rhizoma Pinelliae, Fructus Perillae is stir-fried Fructus
Perillae, Semen Armeniacae Amarum is stir-fried Semen Armeniacae Amarum.

8. The traditional Chinese medicine composition according to any of claim 1-6, wherein
clinical dosage forms of said composition are capsule, tablet, powder, oral solution, soft capsule,
pill, tincture, syrup, suppository, gel, spray or injection.

9. The traditional Chinese medicine composition according to any of claim 1-6, wherein said
composition is prepared by following method:

a) taking Radix Scutellariae and 1/3—3/4 amount of Rhizoma Pinelliae according to the
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Fructus Perillae 84 parts, Radi x Paeoni ae Rubra 210 parts, Senen
Armeni acae Amarum 84 parts, Radi x Scutellariae 84 parts, Periostracum
Ci cadae 84 parts, Herba Houttuyniae 210 parts, Radix Trichosanthis
210 parts, and Fructus Forsythiae 84 parts. 5. The traditional

Chi nese negiubikinepemmasi hilerziaghean titafihetpowder &ir tate? psepher ei n sai d
conposition is prepared fromthe followng raw nedicinal materials

f or mul at i oh) takieg hardgtinetnaets ©1 Hprhr Eghedi@s Stasn Giokgo, €8x héark, Elos Farfarae,
Lunbricus 223 parts, Senmen G nkgo 78 parts, Flos Farfarae 92 parts,
Rhi zoma Pirveis Pralise; Aymemn prmaeniage dvaren Jod Herbp Beutpgnipeacpsdinga dieforplstiol ae
Rubra 188 rts, n Arnmeni ac Amarym 87 part di cutel | arj ae
58 par t o 9Bt BT RO Caet STy Bney apBa pEi 0% High Botng A o
Radi x Tri ¢chosanthi s .218 S, .a Fruct F t.hi.ae

6 the 't PEPE Al s byl S i e RN 8RR PR fom |

wher ei n SRjd: COIRAS chdcOfiraliy Bt SBRAGH 1 b LRe bl Ak RoreladW BREHCLNA
materials formul ati on: Herba Ephedrae 77-88 parts, Cortex Mori

136- 165 paystisio aksoTbrioclsr ¥§5- 300 parts, Senmen G nkgo 46-65 parts,

Fl os Farfarae 110-151 parts, Rhizoma Pinelliae 46-65 parts, Fructus
Peril |l ae 165akibd thpatlbite aRmoitx ofPheohnicess Ridib Pacoh#6 Rubd, PaiottsisunbEivadre,
Anneni acae Amarum 46-65parts, Radi x Scutellariae 103-151 parts,

Per i ost r &adim Tichesdatkis 468d EB:cpyaforsythipg pésardgup tthey foiradatpapaddiog HH} times
Radi x Trichosant his 255-300 parts, and Fructus Forsythjae 103-151
parts.  amoynt ofgatey, deqoptingdpyice, Ichhora Seeh g Eltgrine s derosirnatdiiieng

L0207 01k A i TS T LB RIS 5 TAREG D58 b

Ephedr ae, enen i 20 hel'l i ae

is alum i i i i) liae i tir-fried
Fructus %B%C’ ﬁi@gb@%%%%{eﬂ@a%g?S\frrsggﬁ)ﬁﬁoygtegﬁefr%n? ri e:jSSerL:n |

Arneni acae AWRLixA3 the fineSowdd¥Eofistep Bh tahd 08| cofabin e &&arest s@ébn:? to obtain the
conposition according to any of claim1l-6, wherein clinical dosage
forns of iswhtilhetradipanl Clivege médiciapspdstiont abl et, powder, oral sol ution,
soft capsule, pill, tincture, syrup, suppository, gel, spray or

i nj ection. 10.A prepafdtien methol efitabled bf tBhiraditiornl Fhidése mediciporpppeditidngpcording
according to any of claim1-6, wherein said conposition is prepared
by fol | ovif #ty deplirldm 1) comprisipgthrolewingstemel | ari ae and 1/3 -3/4 anount

f Rhiz i i i . N . .
0 0 rraa)ﬁ)alik?ilegl lialdg'(ech'tgl?a%géj almg %al% gmgugte of Rhizoma Pinelliae according to the formulation

proportion, pulverizing them into fine powder for later use;

b) taking the relative amounts of Herba Ephedrae, Semen Ginkgo, Cortex Mori, Flos Farfarae,
Fructus Perillae, Semen Armeniacae Amarum and Herba Houttuyniae according to the formulation
and the rest of Rhizoma Pinelliae, adding 6-10 times amount of 50-80% ethanol, heating and
refluxing extract thrice, 1-3 hours each time, recovering ethancl under reduced pressure from
extract solution, concentrating the solution to obtain the extract with a relative density of
1.05-1.10 at 60°C for later use;

c) taking the relative amounts of Lumbricus, Radix Paconiae Rubra, Periostracum Cicadae,
Radix Trichosanthis and Fructus Forsythiae according the formulation, adding 7-10 times amount
of water, decocting twice, 1-4 hour each time, filtering the water decoction, combining decoctions,
concentrating the solution to obtain the extract with a relative density of 1.05-1.10 at 60°C, and
combining the extract with extract of step b) for later use; and

d)Mixing the fine powder of step a) and the extract of step c), adding an appropriate aﬁlount
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formul ati on proportion, pulverizing theminto fine powder for |ater
use; b) taking the rel ative amounts of Herba Ephedrae, Senen

G nkgo, Cortex Mori, Flos Farfarae, Fructus Perillae, Senen

Ar meni acae Amarum and Her ba Houttuyni ae according to the formnulation
and t he refatjuaht iRlitieomituby, mel dpragiag gacditiog tdebidn frambs aadhoiiing the farab@les80%
et hanol, heating and refluxing extract thrice, 1-3 hours each tine,
recover i rgoeghliamash aften demg.rstaddingly; prdessure from extract sol ution,
concentrating the solution to obtain the extract with a relative
density of F) ompaingchegragirs of gfer |dh{apbigiy éblets of dhe %@%iomj Ghenssey Bedigine, e
amounts of Lunbricus, Radi x Paeoni ae Rubra, Periostracum C cadae,

Radi x Tr i CHBSURE ALl Fyie ReESS For syt hi ae according to the
formul ati ony zg grig:ﬂg!z?:itlZn gngth&{ #ﬁa%le??ﬂh‘%d&on Ve Gse mg,g REL hr[gﬂ!g%ﬁo\@ﬂa&%rdl

hour each tine ecoct I on, |n| ecocti o
concentr g}, 519191 1t0h§m.%gglh%ﬁ19ﬂ,"5\gnggg in the ext ract WI th a relative
density of , combi ning the extract with extract
of step b) a)ftwmg RHd&I'ScltSIRiriaddhd half arilguni@DRhEmE PRelfideCcopdmie the@rmatatgn a)
and the conbi ned extract of step c) to obtain the inventive

tradi ti onedpoffion,peberisredheni ine finopgralet for lptaruse;  10. A preparation

met hod of tablet of the traditional Chinese nedicine conposition
accordi ng bloaking/thepeativd anedupts af Herga Eehoripe: iSsmengCinkes. Forter Marinflos Fasfare,

a) taki ng: Radi x Scutel | ari ae and hal f amunt of Rhizoma Pinelli

accor di ngTids ErdlaeoEmE ATeBHcas GBI 48 hlerop Hou R Tisg %Oﬂélﬁ%%ﬂteﬁ?ram?tl%
powder for at e b he rel t| unt.s  of
o hedr ac ERaR el Ritome ridbips FUREs AR 48 Biar By RML 2Rk b RRme

Senen AI‘ ﬁld ?‘%‘gﬁ A{@I‘hm %51:? m t}@comﬁ{& teﬂ‘MﬁHl %dé%ﬂcgﬂ BlgSSLIQ f}(ﬂ? extract
nd the rest o

formul ation a Rhi'zoma Prnelliae, adding 6-10 tines
anount  ofsolafend Bf&kirh@R Ahe soRBSH o RBtaRMEL dx@ick With B eblex aeagty dehisa8o allso3
hours each tine, recovering ethanol under reduced pressure from
extract sOlfdtla@iyse;concentrating the solution to obtain the extract
with a relative density of 1.05-1.10 at 60C for |ater use; C)

t aki ng t hec)rieking iheg aelative amosntopf Lumisicis Redix Ragbinize BabranPatiestRedyr §icadae,
Periostracum C cadae, Radi x Trichosanthis and Fructus Forsythiae
accor di nd‘aéﬁéfmms%ﬂml%enid@ﬁwmaaerﬁﬂ@aeracwdw tettie forptiation.ddigg P P""S amount

decocti ng)ftvm c 1-4 hour, .each tine | teri wat er, . dec {on

Conbi ni ot HBien PR PG AR Pl 1 TUHATEL VR SReaE I ot oo
ext ract VMO{.CQm?anhge LRGN, tnqc? ?&L:b Yhe e%Srz;Ic][ QRn % retfiveberdly 6} Jﬁgl;j,'\(}lcaq %‘Q-bmd

t he extrac extrac ater use; Xi ng t
fine pom&@ﬁlbl%g%Ie%ﬂra@bmamn;ch@fs%ﬁayﬁpfatepﬁsesah@p c), addl ng an
appropri ate anount adjuvant into the mxture, and spraying
granul ation dgmlxei@tﬂad ﬂhegbadw bEdepai) gndsthd éxitrad of 1€ @ additig @Sappfopedigimant
mesh after drying, standing by; and e) preparing the granul es of
step d) tdbadjintaai intottlebhigtugs, afd sphging padildtion tradbt-Ghimedre andditiog fie granules
conposition through routine é)r ocesses. 11. A preparation method
of t abl etthrfghtaiyeesh pffggfyingrandichheagd rredl ci ne corrp05| ti on according

to claim10, rising the follow n Radi x
Scutel | ari aé aﬁa@rwmﬂre ARATALCT SR B O 01 9 36 r%ﬁlé[{%?l(fﬁ’ﬁﬁset Bedifiee
formul ati gn Q%r N eu \égrsésm ng theminto fine powder for |ater
use; bcf P |ng e 0re V&% amount s of Herba Ephedrae, Senen

G nkgo, Cortex Mori, Flos Farfarae, Fructus Perillae, Senen

Armeni acae Amarum and Her ba Houttuyni ae according to the fornulation
and the rest of Rhizoma Pinelliae, adding 8 tinmes anmount of 60%

et hanol, heating and refluxing extract thrice, 1.5 hours each tineg,
recovering ethanol under reduced pressure fromextract solution,
concentrating the solution to obtain the extract with a relative

density of 1.05-1.10 at 60 C for |ater use; c) taking the relative
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