A MEDICINAL COMPOSITION FOR THE TREATMENT OF BRONCHITIS AND PREPARATION
THEREOF Technical Field of the Invention 5The invention belongs to the field of Traditional Chinese
medicine, in particular to a pharmaceutical composition for treatment of bronchitis and preparation
methods thereof. Background of the Invention 10Bronchitis is an inflammation in the mucous
membrane of trachea and bronchi due to bacterial and viral infections, or stimulations by physical and
chemical factois DIgpgally, QCMPOSITION acieR ed HE CAURIBATRNE SITraieh, BERGMOMITME aAMDr
pain, panting, and the accompanying common symptoms of the cold. According to the period lasted,
bronchitisESEIMRRANHN B rite- Pk two categories: the acute tracheobronchitis and the 15 chronic
bronchitis. The chronic bronchitis is a bronchitis that generally lasts for more than two months and
attacks in two consecutive years, or lasts for three consecutive months within one year, and that
causes infra@ratian BRI ¢TAHe TfVehisIs and peripheral tissues thereof. Most patients are adults,
and are often attacked In spring and winter The bronchitis belongs to the categories of the "cough”,
"phlegm-fluid ré@teatiomVe'tastmé& Reygsirameth etctigldhefratifaatiab Chin €xel nesdicinee dicClepnin
bronchitis refers to chronic, non-specific inflammation on the mucosa of trachea and bronchi as well as
the peripHe?aliGedabs e o oP AN RE HEERZRTHRESINAA cARGhreRE@biattin BFanaitdisic adgrse
accompani?g vglilgh tpgrptm% E%% ée%eeartggfonset. If the disease develops slowly, it is often complicated
by obstrualveopu?monary é emphysema, even pulmonary hypertension or pulmonary heart disease.
According to the statistics of partial general investigation in 1973 in China, the prevalence of chronic
bronchitis was about 3.82%, and increased with age and was up to about 15% in the persons of above
50 years @ackdrouhchofd e hnvientioiistics of partial general investigation in 1992 in China that the
prevalence of chronic bronchitis was 3.2%. The cause for chronic branchitis is considerably

complex. In adeffBRMEISS AR LHGTHRRHRAShRENT LRRLRCTERINGES ShiERfTE AN REanGfY due

comffiex. In i i geef .
pocly e e e e e e e e e P

that may lgad maimpethaecinbieaf PAERyGh BeHCIORINES, Sudkidiaikine sesBensemdiainyanteiguch
personis more sensitive than ordinary ones. Therefore, a weak stimulus that has no effect on ordinary
persons n@ddhgsacsnitpenEng SPaBMaT Sitnptameceédbe epsbciamniding tecthsiapesipd dasiedsuch
as cough, expegtaration, panting, etc. At present, treatment based on the western medicine mainl
foruses o TRELRETY e CIAS HRSD LT GG FEARGOIRE AT S G RS O B A e
adjusting dysfunctivariihe ineinal Bstom AlGHENIU IS ARRiAS YR PHERE AN SBLRIAb ARYSHMAM
patients often experience relieving of pyrexia, aversion to cold, and stiCky yellow phlegm. However,
symptomswoah@sticougin attpekioiratinn aocsEnitivg greans! alltasidcidr antbtheamaomivelmoatis
significantly increased. Additionally, the long-term 15 and massive application of the broad-spectrum
antibioticsViHBnasIAaYeAWRRG e cericaasilammationHen dauseusrnessREhfIaRERfiEYeral
infection. Egeure are ipvefsli{ﬁationg,,“séi?1 W that a t[tea%npl%nt rof C roné1 tb{: ng'nlirtlis vxfith trandétivt\)”n I&:QJHese
medicine In gp%%pﬁa?g proﬁg}tpons Atartreraht s?&ges ig 8p?irtﬁé"| I ?esﬁ ct tg%fﬁga%y Aok cOnor%y.
20The tregigeininé teIgisgass hAs Rersg Avd @In%Q'Stéﬁlﬁf@h’t,ra‘ﬂiﬁF@@%fﬁbiaeﬁétéﬁ%i‘?’[‘@asthma
Continuous exploration has been lasting over generations of physicians on principles, methods,
preszoipti@ysdrairar (g dointteat ineaitiohabd Gdtinep ¢radititiciaeChinese medicine. A treatment of
traditional Chinese medicineemphasizes the principle of treating the incidental and fundamental

simultaneoushy> IPRifroReNE bR ARG RIS Iane 8 e aliBrRG e e iIRTRA alietar Hh St A0S ARA:
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atacking o o A B P B e et S P A e o
stasis, anththe stfgeexbeersiadbpn &f Ragheesiz Awirkiakecoipamnieee Wish oydh g Rakn Assdegien
investigations that the treatment of the chronic bronchitis with the traditional Chinese medicine
embodiesongtiud dffectiseast de\tlepkiriovdugh, iresitthgpnidinalad ieyinhsigspiea patmonary

anti-inflammatjon. It has been demonstrated in the clinical investigation that the treatment, with
adbnal ISR BT AT AR TS G AT D R SR OGRS Ex BSERRIRGHo the

dyspnea anghiie-Uke; WaiEa o %W%\ﬁé%‘f@éﬁorﬁ"’}ﬁti?§§ '“iﬁofﬁﬁﬂé?%&i@‘ébﬁjme&@ aadisige-

Since most of patients can enter into the remission stage of chronic bronchitls during the treatment,

frequencyopbaphiicaties adsuitbRBessnandenedaced, adtithaythanatieatsugonstitbtan ta%hbie the
strengthened, and intervals between acute onsets can be prolonged, and thereby the patient's quality
of life canRRISAIPFoQOEALOVE 50 years old. It is indicated from the statistics of partial general

investigation in 1992 in China that the prevalence of chronic bronchitis was 3.2%.
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10Therefore, there is still a need in developing novel traditional Chinese medicine for treating the
bronchitis, particularly the chronic bronchitis. Summary of the Invention To meet the above-described
need, the present invention provides a pharmaceutical 15 composition for treating bronchitis and the
preparation methods for the same. The pharmaceutical composition of the present invention is made
from the medicinal materials in the following parts by weight: CITRI RETICULATAEPINELLIAE

RHIZOMAASTHI Sdda®¥r chranrABAdhitis @ScBhdtdie A iyl ddinpe . 30 Hedifiemtdl Z42MAs Yich
15694- 156 PORIA 94- 156ATRACTYLODISARMENIACAE SEMENPERILLAE FRUCTUS

MACROCEP IGRAVINFMEAR NN 1 JWBRticso RMKINA oF - 1666 1P Isaserat NRiaFioas)| are
SEMENCINNAMOMI RAMULUSSCUTELLARIAE RADIX 78-13078 - 13046 - 7894 - 1 ,
FORSY TS FRM TR HOUIRF A IAR AN o Ly Bapiey fIeaizal 5305, o dRdisee
RHIZOMArRdrn&Btactors (Bletaintimabers Lathamrmehits adiciae! BlRiRiRiRm Gprsatstiasie
Chinese 20Pharmacopoeia, Jan., 2010.) Preferably, the pharmaceutical composition of the present
invension rsemvade thiatnrlathdeae dicirtaipedianctis nintpeofolbanasy mpethbiiovegive CIEREN that the

RETICULATAEPINELLIAE RHIZOMA 156 ASTERIS RADIX ETFARFARAE FLOS 156
PERICARBRPONSSRH IZOKAX 04 FUSRIRSIANTRAOTE EOTHENRMEN NAREGERENPERRIONE 2

TR e R TN R S S
HOUTTUYMAdhiH RRARRASP lsEcrétibIEAd develop symptoms such as cough, expectoration,
panting, etc. At present, treatment based on the western medicine mainly focuses on

10 controling infection, dispelling phlegm and checking cought, while it is not effective in
adjusting dysfunction of the internal factors. After enduring the acute phase for several
days, many patients often experience relieving of pyrexia, aversion to cold, and sticky
yellow phlegm. However, symptoms such as cough, expectoration and panting are not
alleviated, and the sputum volume is significantly increased. Additionally, the long-term

15 and massive application of the broad-spectrum antibiotics in combination with
glucocorticoids is also a further cause for nosocomial secondary infection. There are
investigations show that a treatment of chronic bronchitis with traditional Chinese
medicine in appropriate proportions at different stages is optimal in respect to efficacy
and economy.

20 The treatment of the disease has been a quit long history in traditional Chinese
medicine. Continuous exploration has been lasting over generations of physicians on
principles, methods, prescriptions and drugs for treatment of cough by traditional
Chinese medicine. A treatment of traditional Chinese medicineemphasizes the principle
of treating the incidental and fundamental simultaneously. Syndrome differentiation and

25 treatment are performed at different stages which may be classified according to the
development of the disease to such as the stage of exopathogen attacking the lung, the
stage of turbid phlegm obstructing the lung, the stage of gi stagnation and blood stasis,
and the stage of domination of pathogen over vital-gi. It has been shown by

pharmacological investigations that the treatment of the chronic bronchitis with the
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156391RADIX ET RHIZOMA 31. More preferably, the pharmaceutical composition of the present
invention is made from the medicinal materials in the following parts by weight: CITRI
RETICULATAEPINELLIAE RHIZOMA 94 ASTERIS RADIX ETFARFARAE FLOS 94 PERICARPIUM
156RHIZOMA 156 PORIA 156ATRACTYLODISARMENIACAE SEMENPERILLAE FRUCTUS 78
MACROCEPHALAEAMARUM 130 RHIZOMA 94 SINAPIS SEMEN 130RAPHANI SEMEN

78CINNAMANMbRAMOiHESEC Uiddidindr | Al RATIX 1Bt & QHRB S HIdcir RALC Ekecki ) TCOUYINIAE
HERBAand GLYCYRRHIZAE 94225RADIX ET RHIZOMA 53.  Alternatively, the composition can be

made frorfE$R\iNSHRIRI MatelRIEG dysForawaTyfpitsBY atematos TREstreUdaMARRIREEDLIME
RHIZOMA, 125 ASTERIS RADIX ETFARFARAE FLOS 125 PERICARPI 25RHIZOMA. 125 PORIA
AT RALE ETT AR RIREAL Gt e BERTRE AU A S A AR B e B IR AR UM
104 RHIZ - | =) : :
RAMULUg CU&TgEﬁE?A%E\?EéRXDiX 621%@0%@#@&%%%@%@%8@ %@ﬁgéhﬁgﬁ%xg‘g'g
GLYGYRRHE$Zibet 2BASBA D8 XdHG iR HI Cividp diZson Adith ity @hg stbencomepasiteanSiand enwstdef

from the medicinal materials in the following parts by weight: CITRI RETICULATAEPINELLIAE
RHIZOMA3HORETERN SRADINE o) FATANRHEN FStass 1004 IhERniC e i shiingoiR HeatmeiA

144ATRACTYLODISARMENIACAE. SEMENPERILLAE FRUCTUS MACROCEPHALAEAMARUM
55 RHIY AU L Abr SRR 2Rl eERPE R RS R oG aents” eoratlich
RAMULUSSCHY StbAdtheRRARNY intervals between acute onsets can be prolonged, and thereby

the patient’s quality of life can be improved.
10 Therefore, there is still a need in developing novel traditional Chinese medicine for

treating the bronchitis, particularly the chronic bronchitis.

Summary of the Invention

To meet the above-described need, the present invention provides a pharmaceutical
15 composition for treating bronchitis and the preparation methods for the same. The
pharmaceutical composition of the present invention is made from the medicinal

materials in the following parts by weight:

CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS

PERICARPIUM 94 - 156 94 - 156 RHIZOMA 94 - 156 94 - 156

PORIA 94 - 156 ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS
MACROCEPHALAE AMARUM 78 -130 78 - 130

RHIZOMA 94 - 156

SINAPIS SEMEN RAPHANI SEMEN CINNAMOMI RAMULUS SCUTELLARIAE RADIX
78 - 130 78 - 130 46 - 78 94 - 156

FORSYTHIAE FRUCTUS  HOUTTUYNIAE HERBA and GLYCYRRHIZAE
94 - 156 225 - 391 RADIX ET RHIZOMA
31 -53.

(Note: the above Latin names of the medicinal materials are according to Chinese
20  Pharmacopoeia, Jan., 2010.)

Preferably, the pharmaceutical composition of the present invention is made from
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75151 FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBAand GLYCYRRHIZAE 149377RADIX ET
RHIZOMA 49. 5Alternatively, the composition can be made from the medicinal materials in the
following parts by weight: CITRI RETICULATAEPINELLIAE RHIZOMAASTERIS RADIX
ETFARFARAE FLOS 140 PERICARPIUM 147152RHIZOMA 149 PORIA
105ATRACTYLODISARMENIACAE SEMENPERILLAE FRUCTUS 81 MACROCEPHALAEAMARUM
81 RHIZONAMBGiSHIAMEicriad Ri\tAe SGIBRimg Bk iz NelighCINNAMOMI

RAMULU g S& HERELARIAE RABRE/4AARITEIRR Yo HIASTERIIAPHE HOUTTEARMAE HisRBAgnd
GLYCYRIBIE-H%AEP&R;}Z;@RADIX ET RHIZOMA 45. Anmgam rggdlcmal materials used in the

pharmaceutlcar\composmon of the present invention, PINELLIAE RHIZOMA is preferably PINELLIAE
RHIZOMA 10 PRAEPARATUM CUM ALUMINE, ATRACTYLODIS MACROCEPHALAE RHIZOMA is
preferably”RRIfzSMA ATRACTYEOBIS MREROCEPHAERESSTRIVEE UM T A FEUREIRE
(the Latin name is according to HtAARArERT EMnese HAMER Pled®s of Shanxi Province, Feb., 2008),
ARMENIACAE SEMEN AMARURMIEOMEfdRgbly ARMENIACAE SEMEN AMARUM TOSTUM (the Latin
name is according to Standard of Chinese Herbal Pieces of Shanxi Province, Feb. 2008), and
SCUTELLSWANAEIRNEN X 18 preferabhiain sermnof slices. cINRAMBUHARUREY ZOMAuand SHIRRRADIX
RETICULATAE PERICARPIUM in the pharmaceutical ggmposition of the preggnt invention are
principal drugs. The PINELLIAE 5 RHIZOMA is pungent in taste, warm in nature, and enters the
Spleen, S % ha hﬁ( in rm and dry | capable of eliminating
dampness%'g rynﬁé%dgﬁ%qﬁgsol\%%%% Ie’e\‘(‘:\fr\r%'i\lér% ‘exertiig it&élérﬁ{;%? Igt:gﬁcc[(ﬁjwnward, PINELLIAE
RHIZOMA 8 the essential herb f&t' resolving phlegm arﬂﬁ%%c@%@ﬂ‘éﬁ'ﬁ\%rd adverse flow of gi and
PINELLIAE RHIZOMAalso has cough-checking effect. PINELLIAE 10 RHIZOMA is described as

roleve astrmAl I A S STl SHr LU oL BB SO B R IR f ke
"dispersesrphiage nelegieaisl idnsriaisiFrRaToIb ARG Heraeyinvgghate spleen, and dissipate

excessivepilegi afithfuliness seRsalial aucRERL of I TRIBR] KabikRT AR PERIGARIIHMJS pungent
and b'tterﬁﬁﬂigjtﬁp. grmJpn 15 nature, acts as the esse&g&l r,\lﬁ\rb 11‘5%r gi system of Lung and Spleen
a

Channels, an %erves for regulating qi, activating spleen, eﬁminatlng dampness and resolving phlegm.
Since CITRI RETICULATAE PERICARPIUM is fragrant in flavor and able to move and direct qi
downward,GE18 gti8d at both of réfttating i and eliminAGNEYAREREAEDyY dryRERSGFISHESURINGRin
invigoration of spleen qi, and theYébiresErpatés the orididfidhlegin . Due to 20 capability of
regulating qi, drying dampness, R$oDNNg phlegm and descending upward adverse flow, the
PINELLIAE RHIZOMA and the CITRI RETICULATAE PERICARPIUM are used together as the
principal din@s tPsafieRrefpminapiyiaNhshele, prescapigiomARMBIRS RAJRDFEETARIEZRMA,
FARFARAE FLOS, ATRACTYLODIS MACROCEPHALAE RHIZOMA, PORIA,;and ARMENIACAE

SEMEN AMARUM in the

FORSYTHIAE FRUCTUS  HOUTTUYNIAE HERBA and GLYCYRRHIZAE
94 225 RADIX ET RHIZOMA 53.

Alternatively, the composition can be made from the medicinal materials in the

following parts by weight:

CITRI RETICULATAE PINELLIAE RHIZOMA 125  ASTERIS RADIX ET FARFARAE FLOS 125
PERICARPIUM 125 RHIZOMA 125
PORIA 125 ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS 104
MACROCEPHALAE AMARUM 104
RHIZOMA 125

SINAPIS SEMEN 104 RAPHANI SEMEN 104 CINNAMOMI RAMULUS SCUTELLARIAE RADIX
62 125

FORSYTHIAE FRUCTUS  HOUTTUYNIAE HERBA and GLYCYRRHIZAE
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25 pharmaceutical composition of the present invention are minister drugs. ASTERIS RADIX ET
RHIZOMA is warm and damp in nature, bitter in taste and has a purging action. It exerts good effcts of
resolving phlegm and relieving cough. It is described in ShenNong's Herbal that ASTERIS RADIX ET
RHIZOMA "is mainly for cough with dyspnea and stagnant qgi in chest due to cold and heat".
FARFARA1\2ESFLOS can moisturize the lung and direct gi downward, relieve cough and resolve phlegm.
It is summarized in Ben Jing FengSYuan that it has functions o’%Tm0|squr|zmg the lung and resolving
phlegm, checking cough and rellevmg asthma". ASTERIS RADIX ET RHIZOMA and FARFARAE
FLOS are iyl MR aaeRLAn 8 raaaci ST {er fheafiaRannaicRauch apd S
protracted dyspnea. Both of them have the properties of “being warm but not dry, damp but not
greasy”, haVlewingtrsapeoiaighivarming and moisturizing lung gi, checking cough and resolving
phlegm, therafaesboeigs moistivized @R RNMOBRIYARREIOR 4 Rufification-greh ARS cEHLINGAS
recoveredpéﬁﬁr%mleggm can not be accumulated WltlgmzmAluqr& Meanwhile, the warm and damp
properties of the two drugs can remove the 10 disadvantage of injuring yin due to excessive drugs
having properties of warm and dry in the rescription. ATRACTYLODIS MACROCEPHALAE
RHIZOMA R ydét and bitter in XEEE WePHIn nature. A RUNBGARIENB Yeple RA BAGTAIr&fing
spleen, as well as eliminating da'\’i‘f&ﬁ’@é?%%%ess wHiNARINICRRy diuresis. In Zhen Zhu Nang,
ATRACTYLODIS MACROCEPHAIAMRHBBOMAIt is described to be good at "removing 15
dampness, benifiting qi, dispersing phlegm and promoting diuresis". PORIA has effects of invigorating
spleen, indiging sivuesisiand remomwingidampnesss anccikNsapechaizes i thesdarp-priegr orugh,
as recorded in Shi Bu Zhai Vi Shu: "PORIA as a single gyug is primary for treating phlegm. PORIA can
alleviate water retention, as the nature of phlegm is water; and can also alleviating dampness

retention fth mpnes ation of ATRACTYLODIS
MACROC K%/ %E@lg ﬁoﬁ}éﬁg&%r%%%% ini vcliS or]a &Egmgé% eliminating dampness by
dryness, did dlspelllng phlegm, (s the incidental and%%éa a't‘g‘?%%h@ disease are treated
simultaneously, such that dampness is eliminated and spleen is invigorated, therby phlegm can not
genetate. ARVENAGAE SEMEN AMARIHAA - i icaste. gl warRd i, AL 25,4
actions of purging with bittér, descending qi, ¢ ecklng coug and relieving yspnea er stir eatlng
(i.e. ARMWW YMENEIYHRUM TOSTUM), ARMENIACAE SEMEN AMARUM not only its
toxicity ARMENIACABSEMEN AMARWM-is sHNced. hutralse itgdunstion of mgisturizingdiowgls to
relieve COBEHF&%%%%Wr?”}fOVCGd 4& is described in Ben Fg%ﬁ}aq%u that: "All of nutlets have the
descending action |Ie apricot seed specializes in descending gi which results in dispersing phlegm
and checking cough, and further moisturizing large intestine " It is also described in Yao Xing Lun that
ARMENIACRE SEMEN AMARUMPIS RiR{Pfor cough MMFYSHReEMEhe driigS'mheRfiBHE  gbdle
acts together as minister to facilitteRAeasHneRFal drug e i otate 5 spleen, eliminate dampness
and descend adverse flow of qi, Belzzvib re¥olve phlegm, relieve cough and asthma  PERILLAE
FRUCTUS, RAPHANI SEMEN, SINAPIS SEMEN, CINNAMOMI RAMULUS, SCUTELLARIAE RADIX,
FORSYTH|dp EREMERU$25and HGMRTLLEMIRE HERBARN A RhatmacrHtical omenasiierrabke
present invention are assistant drugs. 10 PERILLAE FRCTUS is pungent in {aste, warm in nature,
and has functions of descending qi, dispersing phlegm, relieving cough and asthma. It is described in
Ri Hua Zi Ben Cao that it can "relieve cough, moisturize the heart and lung and eliminate phlegme-q/."
RAPHANF@WWEF&T@Q& aﬁ@EWéJeYH%%&&% Ahetuf’atdm%ﬁj\r% Shtsrs the Spleen, Stomach, and
Lung charnfels, and has functior'®f descending q, dls%?gfngfﬁBWé@ﬂf’ treating accumulation and
obstruction of phlegm, and panting with cough. It is described in Compendium of Materia Medica that it

can "direct gqi dpwnwarg to relieve dys dtrea the phlegm.” SINAPIS SEMEN is. ung

taste, warn n AACHD, 446 CTRIE L G ARG, ARG CE R e Rl B P ) di i
th_e pungesidastt, ViRveTneihe P‘I’RQE*E'M‘AFESP‘F{WQ@WI?QWSWH @é‘ﬁ? ePYNI'EitEIFKE 2GRPIRIMA
within the channels and collaterals. SINAPIS SEMEN is used together with PERILLAE FRUCTUS and

RAP}QANIWENMEQ%Q&MMMMWEQWT%@@T&M@ NefdORO G/ESOHALLA K $idhMEOdMe gen by
dispersing g/ and smoothing collaterals and aSS|st PINELLIAE RHIZOMA to descend uRward adverse

flow of q/ RFIRRINIRE! AT IRRGR %Bhb“éfﬁ\ HAREEMAGREE! afnh in
nature. O%B%ﬁ?ﬁﬂﬁ%ﬁﬂﬁg@#ﬁ ‘?Elfn %‘Zﬁ’ér‘?d%‘?t? SRS k?éPBfé%E%%HE}%«

through channe s ab act on y superficially to relieve exterior

syndromepasdriberatatio d0us i ENcAerer SENEYNIENARON ¢ollstefetabynARMEINGACAR, it

is able to make the yang-qi in chest getting through channels by its warm property, thus warming and
resolving thie/ENIAMABLIM J Gim bHEdEhe Lakim vrong! iRaneuding toderdaxitioPCrmasmberbal
ATRACTYLODIS MACROCEPHALAE RHIZOMA canswarm and promote the spleen yang, thus
removing dampness and inducing diuresis. SCUTELLARIAE RADIX is bitter in taste and cold in
nature, enters the Lung channel, and has functions of clearing heat, eliminating dampness by dryness,

and purging fire for 5 detoxication. SCUTELLARIAE RADIX specializes in clearing pulmonary heat, for
which Dan Xi had <aid that "eince QKCILITEFI | ARIAEFE RADIYXY carvec for decrcendina the nhleam it can



The pharmaceutical composition of the present invention can be prepared preferably with the following
method: 20(1) weighing selected clean SCUTELLARIAE RADIX according to the part set forth in the
prescription and pulverizing the same into fine powder for later use;  (2) weighing selected clean
CITRI RETICULATAE PERICARPIUM and CINNAMOMI RAMULUS according to the parts set forth in
the prescription, adding 8-12 folds by v/w (ml/g) of water based on the weight of the medicinal
materials, Risdextlofe SinghiiePruxitee, Z5cte dEdigjionrfar SCUT ELENRIGEERAMIX @lpranstgioleiing
the essential oils for later use;  (3) collecting the aqueous solution obtained after the distillation in
step (2) inf@revatsliresextracting the herbal residue from step (2) together with ATRACTYLODIS

MACROCEP HIZO A, GLYC HI IXETR ' ~FARFARAE FLOS
and FORSYT%@Q@%TL%@%D 'th%&er,g t%&ﬁ@&%@ﬁ@ outll of Q%ter
s 7-11 Uiyt (Rl ohiBBaiRIansiaht BSSERRLRATIAE fRiribedlarge rd PIREMIALY
v/w (ml/g) for the second time; then, pooling the aqueous extracts, and filtrating the same followed by
combiningRHEZADKAMeisTowithahei abasie saaraginecais S5 athoheoltasid Sedne Sistilatiomnahnidung
concentrating the mixed solution to a clear paste with the relative density of 1.15-1.20 thermally

measured&tdNE!SorBLiBgUBE™M @R &IHniiy BaltEtRBR LRAPARIEL OfaL!iIRINZHY AJFPRRNESA DY
FRUCTUS, SINAPI EMEN, RAPHANI SEMEN, ASTERIS RADLX ET RHIZOMA YNIAE
eReA. TVTIRES ana REOhRGT HAIRGM, i St 1 aficac " dimbiard PNECEIA

R accor e parts se in’the prescription,

extractingiip ZOMA 15 e 8sdariid] RS v hwsaniay PHIBgR%arringast srbitigrupaRad eriese

medicinal materials, the first time for 1-3 hours and the second time for 1-2 hours; pooling the extracts
and filtratitgwhetagieansc v i¥inhldAan biiiAdMikeadse, das conughtcteukihg refaitie 1ol klddAfaste
with the relative density of 1.15-1.20 thermally 15 measured at 60 C; and combining the clear paste

with e clREIAMEIBARTCHRRSRD LSRG ARG 19-rectife ARETBRINRIBLRIRedURS R Gl mREN

essential qil i i p d ined tai ' itytes the
active ing?égi\}e?ﬁ%%éw [ﬁrﬁﬁ%ﬁigﬁggﬂg%ﬁ%ﬁgﬁﬁﬁﬁﬁ%ﬁ?i?ﬁ?n&%%ﬁ?&qg(g%qgﬁ;mé %y%he
pharmaceglégatiesorirsition\ags omig d_tintieanierfigeirely dshibyhardawdditagadnig karhessssiles,
tablets, powders, oral liquids, soft capsules, pills, tinctures, syrups, suppositorys, gels, sprays, or

injections apPelteduyh iy fgpradesEhesirevrtdinsipiataiencsasive pripare@nsdyinasasenaaiigry in
tabl ventjopal ' ional ti thods in the 25 art, f

cxarmpie, CIER e L h oA e e G TSR S AR £ LA At LRI e el

Bitings(EdigR),rDesa@benntOSdthe; Hr piepdiinny) sa8enel SHrdhe %Js&hr@?%lﬂ?nlél?éi,sgﬁasservé% .

formulating the various pharmaceuticals of the present invention, a person skilled in the art may add a
variety of foraregadatinigadly actieatmlgesplodinrglimaterialg, damprasplendhchsdivin dpwhtegtim Shdce
fillers, disintgg%gﬁnts, lubricants, suspendin%ﬁgen_ts, binders, sweeteners, flavoring agents, ,
preservatiéSRnBEkKsUbAd AFdP Rilfafd3RHeM i frrgrandinglan Qlifnrehaiigsieo@ ayieranet diect gi
pharmaceuyticals of the present inyention and in combination of the. common sense in the art. The
Flers ol B Ao 1, P S o A A A A PR AGE Y s s
miC_fOCWSF%@GI‘ﬁr?@'iH'ﬁﬁﬁgé%f@ﬁ%foﬂ@é{rpbmﬁﬁHr&% @ﬁ(tWBé’tQé’?iﬂE%ﬁiﬂFﬁdﬂﬁH%nthﬁé ot
limited to starch, pregelatinized starch, microcrystalline cellulose, sodium carboxymethyl starch,
crosselinked gaddilitin g yeglidding, toindsyibstitlaetbhedsyxgsapyi ehlége, anosseissendsagliupward

carboxymethyl cellulose, orrﬁ’r'llé of mixtures thereof The lubricants include, but 10 are not limited to

magnesiuRP RGPl Iy HARARH 4fMAi Ao Btk ErHCIHE AT B RER ISR B M

agents in t.ar imi Iyvi id ICroG llipe.cel : . ggar,
o s T St AL R MRS S RIRRARIR B RS ST
starch slurry, paSYRR®/rrofpmed hygrpxyRppzOnethy! FrRRsRARF anyladBixturaRNeref 3bIGhe

sweeteners include, but are not limited to sodium saccharin, aspartame, sucrose, sodium cyclamate,

glycyrrhetMi@iBiad Cdr Rin oA ikt i OMere TR EAN sl ENENG A B S FRIE AN AMBA ik dnicthe

sweeteners and various essences,.or any of mixtures thereof The preservatives inc t
it to A EBEHE SR RS ORI Y GERBOEIS CHP O e R USIES AP B RO
bromide, ‘é@ﬁﬁ?ﬂ‘éﬂﬂﬁﬁ@&%&ﬁm%@&ﬁ%tqﬁ Al QrA DAL UGS BekeRsdNe gﬂ?eéﬁh?%{%wq%bm
are not limited to PEG6000, PEG4000, insect wax, or any of mixtures thereot. In order to prepare the
above-desxipedgderhgfidierofsesoridmnptighasmaceliscmgfdoadiionas @biteise ot oS Ndnes's
auxiliary materials which areé)harmaceutically acceptable (e.g. auxiliary materials for various dosage

forms redbte@@intpdiaMseldeBiies BABRh sk MEWERNEAFER PRBiNintp(Eemed)) Détedepnego AfiRe
first edition) , Shanghai Scientific & Technical Publisher rther added.when ring those
dosage foTiRE SMAY B SHABH AP REHOR R e T Ao GO S 48 AT G AV htor
is prepared with the following method: (1) weighing sejected clean SCUTELLARIAE RADIX according
to the part set forth in the prescription and pulverizing the same into fine powder for later use;



(2) weighing selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI RAMULUS
according to the parts set forth in the prescription, adding 8-12 folds by v/iw (ml/g) of water based on
the weight of the medicinal materials, subjecting the mixture to 5distillation for 4-6 h to extract essential
oils, and collecting the essential oils for later use;  (3) collecting the aqueous solution obtained after
distillation in step (2) by a container; extracting the herbal residue from step (2) together with
ATRACT\Hi@EM Gi MdWuria fek Rl Al EoBHH AN Ae SOWR Ih | Ediif Al iR BitAdr iRADIh<Beh BingZcdvg.,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS two times with water, each time for 1-3 10 hours, in
which an t@uthak ivagsr isTEtonsaEImisiwizingdher ung veg re e iechibdrdral ehatiigscov dhe
first time and,5-9 times by v{w (ml/ S ime; t ling th tracts and
itating U TR QB G WRIE Snd 1AL Eckd S UL B T ed hog ore
distilation, A aqsC iR HRGLIE RINRACAhEIA P BoBASIUNINAPE Ll G ARITIDEBTAH arla20
thermally measured at 1560 C for later ues;  (4) weighing selected clean PINELLIAE RHIZOMA,
PERIELAPBreRESTI Sy sSSP IBoBEM B R ARYEAK ESIEMiER oA EB i R MBI BUtRIOtZDMAamp
HOUTTUYNIAE HERBA, and ARMENIACAE SEMEN AMARUM according to the parts set forth in the
prescriptiétitXelagtPRsihe Banfe MNEHARS SPERA® BY WRIMHNg REF4BL96H4 e Bl I GfioPNe&sEon
20 the weight of the medicinal materials, the first time_for. 1-3 hours .and the secpnd time for 1- hours;
SlUdh 5 d re(??ﬁyrlag n%ﬁ[ﬁtﬁgr% tﬁe?ef'oré |u|rr11% gils m |§#L{Hégﬁt dsguﬁngnarg r}‘ Inc rll?gnth(%r

. u an
pooling the e>9(rac s an same; recover thanol' 0 rate, and conc

residue to fiRattiBASIRAVEBIBEEIRG VS ARRNBT kHGdby bHIeERAdMMesIEestal ARGLe dithin

combining the clear paste with the clear paste obtained in step (3) for later use; 25(5) granulating the
combinedtbiedunzside arbsdiibedtresveqriia jandhdhes fire posvties aitéteethio srelg$1¢as efondartiental
material , and finishing the optained granules for later use; (6) providing the materials (parts by weight)

for tdbleriiiSASYBINAES GIARERSKIAIAER 1A S5PE8) E1BTHEBLEIMRAMPEIRSRIGRSI AT B 30! dry in
| GreRUIES bBia 848 BBCGINI s
o s P e e A T Rl R I SR

the presengsiyentem Miaadsthecaretairedeembadionemiing pharmerpitoabcopesites wethas
present invention is prepared with the following method: (1) weighing selected clean
SCUTELLRIREtRgDoasss 8oy tHeypagssewileh indvsipeeseiipesis anth pddbenzidd intd\ang,

CAMCAT 16 F S S B B AR A2 1o HESTAREHoRE 4GRS 1SRO8y S
(MighoT Ve 0 R SLURS RS LB RIS YIRS s iltion

for 5 h to extract essential oils, and collecting the essential oils for Tater use;  (3) collecting the
aqueous soligioratitpsmdeafiandistitgtidiuresite prid) remoongidam prsstiagdhi e s cegides fnom
step (2) together with ATRACTYLODIS 15 MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE
RADIX ETRrizomahieaRmooral: pedrsuAad- RS BrIARaFRIRIHY PARE s Ralecdsd tithe

for4 h i hich ] t of is, 10 ti by I/ f th ight of th djcinal
e teriaie B R R R ROR I ot e Sl A Y Sl
extracts Mg BEIP AN MRS A IRERIRHE R AR GRARMIN PETRRB AR

distillation, and concentrating the mixed solution to a clear paste with the relative density of 1.17
thernally darapoess at BoeCclamlaiteatioes of APRMBIDYILQBEeMACa&CHANELAR RRIAQOM AAnd
PERILLAE FRUCTUS, SINAPIS SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, _
HOUTTU VIAREA Higsetis, I RvigermtiRgAeRie B ER /I AINE FEIBMRRE ST dM oty BRS HaRRc SiSBRINS the
prescripti e ti IGa An.6,f %{y ‘gpl 0%, et |_salyi first.ti

hours an thle eégﬁggtim% nﬁr& 18 %@)@rl; %lrglcglﬁ]}éﬁ?l e ext(rgépc?i ?n%?i%r%#% ??r]% qh&l)%l? :‘2 Sr@ﬁ:[/geﬁ]é;%{%{ﬁ’anol

of the filtrafigsie aReendeatipadee nesisiigitrargleaidoaplesmtisthavigtite ety pf dhlegesaaliyot
measured at 60 C, and combined the clear paste with the clear paste obtained in step (3) for later use;

(5) granulaﬂngr@f@oﬁﬁmﬁéﬂl&ﬂé@lﬁ @%ME NM%M#@U Mdgehiitey wittaste, filig mmmmmrm sr (1)

s (5 AL R O It A SR PGPl B AL ER e RS aP B

dioxide 2.4 faA0nRSIM S RE2- ARMENIACAE SEMEN AMARUM TOSTUM), ARMENIACAE
SEMEN AMARUM not only its toxicity ARMENIACAE SEMEN AMARUM is reduced, but
also its function of moisturizing bowels to relieve constipation is reinforced. It is described

in Ben Cao Bian Du that: “All of nutlets have the descending action, while apricot seed
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(7) adding the essential oil obtained in step (2) to the colloidal silicon dioxide and tableting by a
convetional formulation process to obtain the pharmaceutical composition of the present invention.
10The pharmaceutical composition of the present invention was achieved on the basis of the collateral
disease theory from traditional Chinese medicine in combination with the modern medical
investigations on the etiology and pathogenesis of the bronchitis, as well as years of the clinical

practices. speeiphzeaacdetcaheimapgaiiitiom assaffe cisdié peasiading e elisritaing Kiag poesh pand
dryness, resolving phlegm and relieving cough, 15and exerts good efficacies in treating bronchitis,
particularffpeResiemistoanginareatimesiionic bronchiiss alge hdessedednhowraskpenhdnialljhdiat

the present ic Sifi ffects of.checking cough, dispelling phlegm, relievin
asthmq am@ﬂﬁﬁﬁﬁﬁm m@@ d&rtl@&'&&i_%g@w ff}%i y(ﬂ)ﬁf%%ﬂwg C 8n§rugg
bronchitis MatRMES 486 ORI aBLRIMMAS SHI SIS OISR RS AR M IO RS MRAIB I D be
free of side effects and safe. Detailed Description of the Invention The present invention will'be further
illustrateddplabr, feliovinageEdamplresarah et 2&dndimlessaHicwaoé gHtsotesdedrasbimé thidagope of

the present invention in any way. Example 1 Preparation of tablet of the present medication
(tentativel{EHAKSEPHEN #1138 Man Zhi Tablet) Prescription: CITRI RETICULATAEPINELLIAE

RHIZOMAAST, I R 15 RIC | 9 R A
SORIA 94 oA KA oD M LA S EEN S M I A e E R CRRAMEA
MACROCERIBLAEAMARIT M ABIAL FABIZOMAREST SINERRSEVED ZhaRABHAN BRIMEN
130 g CINNAMOMI RAMULUSSCUTELLARIAE RADIX 46g94g FORSYTHIAE FRUCTUS
HOUTTUWRRBAHERIBAphdraagetiesl H:I(ZmEOSBByBQfL t@RAdm}KeIET imm@mmma@sﬁa@mm@a
method: éll%) The selected clean SCUTELLARIAE RADIX was weighed according to the weight set

forth!fh thE pRR% o BRI R rise B 4neeite Bolags rof RtBr U“ser;‘atur(?’) tﬂ@%éﬂ@&g’d"&@%&’r’i‘%l‘?hl
LA AU st e,
the medicinaBamaterials tpidiswWactiedidodlisblrfinnriv Rxtites apseniéroisrioriony thressipniirlteils
were collected for later use,
phlegme-gi.” RAPHANI SEMEN is pungent and sweet in taste, netural in nature, enters
the Spleen, Stomach, and Lung channels, and has functions of descending qi, dispersing
15 phlegm, treating accumulation and obstruction of phlegm, and panting with cough. It is
described in Compendium of Materia Medica that it can “direct qi downward to relieve
dyspnea, and treat the phlegm.” SINAPIS SEMEN is pungent in taste, warm in nature,
and enters Lung channel. SINAPIS SEMENIt has functions of regulating gi with the
pungent taste, warming the lung and dispelling phlegm, and can also eliminate the
20 phlegm within the channels and collaterals. SINAPIS SEMEN is used together with
PERILLAE FRUCTUS and RAPHANI SEMEN to against accumulation of phlegm and
stagnation of gi so as to dissolve phlegm by dispersing gi and smoothing collaterals, and
assist PINELLIAE RHIZOMA to descend upward adverse flow of gi and eliminate phlegm.
CINNAMOMI RAMULUS is pungent and sweet in taste, and warm in nature. On one
25  hand, by utilizing its pungent taste for dispersing and warm property for getting through
channels, CINNAMOMI RAMULUS is able to act on body superficially to relieve exterior
syndrome, and thereby to drive pathogenic factors away and smooth collaterals. On the
other hand, it is able to make the yang-qi in chest getting through channels by its warm
property, thus warming and resolving the stasis water and dampness. CINNAMOMI

8



(3) the distilled aqueous solution in step (2) was collected by a container, the herbal 10 residue thereof
together with ATRACTYLODIS MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET
RHIZOMA, FARFARAE FLOS, and FORSYTHIAE FRUCTUS were extracted twice with water, each
time for 1.5 hours, in which the amount of water was 10 times by v/w (ml/g) of the weight of the
medicinal materials for the first time and 8 times by v/w (ml/g) for the second time; then, the aqueous

extracts WRPrMISLV® |esh ethe fikiate Qi Alighlte A PRAETISLSO DI MIECRDEE RBIMEAFAR Bite/iAto
the filtrate, the filtrate was concentrated to obtain a clear paste with the relative density of 1.17

thermally B%a¥ared APGORTHEEEE Sieen yamhdrisced® diea f FNIPESHER NG FUEFESIS.AE
FRUCTU I PHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HQUTTUYNIAE
HERBA, ST E A AL e A TABSUR ARGESR 05 b WehEHI O ot el and
prescriplign. ¢ uRiab st AKLANGARIR (WiFRMAAO0RMBASSL S URMEEN AROHIGhS FRETN
volume (ml) of the weight (g) of the medicinal materials, the first time for 3 hours and the Second time

for 2 Rourdetbeieatiact SUS€ Plolohddl Ald RIRREE o5 b atiakls ith elidiéndne watmenave recdntbtheHithate
was concentrated into a clear paste with the relative denSiEﬁOf 1.17 thermally measured at 60 C, which

was combristXlifiaeheaithiabatic et hLASHAS) R i penesie) dasirencline:tienbaasbidined

in step (1) as g fundamental]. material,. the % ?1;1 lear ained.in step.(4) were granulated,
and finishgar}g??aflesrelﬁjs%? cjls(%saﬁflg Fcl;lvev materials u&%ﬁo?@%&%ﬁé@%ﬁd ta%i%r%ﬁ% 90% %fem
following pRits-EY Iveigh dernt|Rs et ad dnatrR IS afectrllQids sisan @ﬁdiW&MQQwQﬁém
stearate2.2  (7) the essential oils obtained in step (2) we added to the colloidal silicon dioxide and
the subjecttagriaty Wead, prpihes byecoapadaitiyodlliftingdaticitoptotgss. well assdisprllng, Prepatation
of capsule of the present medication 15Prescription: CITRI RETICULATAEPINELLIAE

RHIZDMARENE P GRRDPX N PRRFE KIQUE Lo BiSRIR e8I A SHIY S BRANENNG 188 Yutd!

ACROCESTAPREAMARGMOst b g K IRie s A e ANIS SRR has o %0406 Sevne

78 gCINNZAGQY BMNUIUSSCURE Lhédr! AiBaRAY 4B odshxiCaIRR Y 4ttlbs FBUEDKRS YTHIAE
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 94 g225 gRADIX ET RHIZOMA 53 g. Preparation

method: FRUCTHéSdsetigericinath s OLEREIRIRIAE RA®IXhwakeatithdd stagnalieg tih e lateghisset
A BB KR P usler I PISCHTS o 74288 308
15 channel, has functions of clearing heat, detoxication, and exelling pus. It specializes in
clearing the pathogenic heat in Lung channel and is the primary drug for treating the
pulmonary heat. SCUTELLARIAE RADIX, FORSYTHIAE FRUCTUS and
HOUTTUYNIAE HERBA used together in the prescription can clear pulmonary heat and
the heat toxin stagnated in collaterals, and prevent phlegm-turbidity from becoming heat.
20 GLYCYRRHIZAE RADIX ET RHIZOMA in the pharmaceutical composition of the
present invention is guide drug. GLYCYRRHIZAE RADIX ET RHIZOMA is used for two
purposes: in its crude form for two reasons. The first purpose is that GLYCYRRHIZAE
RADIX ET RHIZOMA is used as an assistant drug to invigorate spleen and replenish qi,
as well as moisturize the lung and relieve cough. The second purpose is that
25 GLYCYRRHIZAE RADIX ET RHIZOMA is used as a guide drug to attemper the drugs of

the prescription, thus moderating natrures of the drugs.

In view of the above, the whole prescription of the pharmaceutical composition of the
present invention has the characterizations of simultaneous treatment of superficiality

and origin of disease, simultaneous application of purgation and reinforcement, and

9



20RAMULUS were weighed according to the weights set forth in the prescription, followed by adding
water 9 times by v/w (ml/g) of the weight of the medicinal materials, and subjecting to distillation to
extract essential oils for 5 h, the essential oils were collected for later use;  (3) the distilled aqueous
solution in step (2) was collected by another container, the herbal residue thereof together with
ATRACTYLODIS MACROCEPHALAE RHIZOMA, 5 PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,

FARFARA¥a frh Qithand fRssY Th Mdiur& L d WS misis extias tadtivriecolviibgurigngeas hrivigg fatidgb
hours, in which the amount of water was 8 times by v/w (ml/g) of the weight of the medicinal materials

for the firstRiRRNardiBalieg WAHANGERg) REAYESe ShYRDIM d @56 BB lie saEMRGCEO UteFitsbled,
filtrated, the distill lutjon described above. 10 dded in the filtrate, and the mi

was con BRI R K CRLAT pASEL DV B reiHiGe HERGHG B s R BHIRE MBS o BTG

| ; - - | - - N,
ater use r(é&a%ss ?&ﬁ%@ﬁﬁ%é’( @é%!émg ci)ﬁ'\'ﬁ" ﬂéoé@ FBHsLn B hdHinEY sy Wenflksisd e

RAPHANIggEMEN, A TTUYNIAE HERBA, and ARMENIACAE
SEMEN Apahrisisinacgordoggto dmel vasigihihe aeafortielievibe . 1B Ipresgipiodntee eressghentesdiption
extracted twice with 60% ethanol solution in an amount of 5 times in volume (ml) of the weight (g) of
the mediclREEHSte AHRINRIRCE!fle RIYAHES sUn §HRENEKh PRMENEEL. T PoRIMNEh PRI S0 re
pooled anPI fiilet\r/ﬁ%%déoe&hﬁnol in the filtrate was recovered, and the filtrate was concentrated into a clear
paste with e Teratne %ehsity of 1.16 thermally measured at 60 C, and combined with the clear paste

20obtained in gigRd3igier datpeysesent(PVéifieARidemW T BReRAERD MR SRIVSHIIABAlJeRBE! Ation
process. Example 3 Preparation of powder of the present medication Prescription: CITRI

RETICULKRAEBINEIASE RiHIZONMAAST ERISMRAYD N/BITEARRARAVLEAS £251IPERICARRIGM
125 9125 gRHIZOMA 125 g PORIA 125 gATRACTYLODISARMENIACAE SEMENPERILLAE
FRUBTUSTREBRCSEISBH APRPARHIRUR 1080 PEOSPRHIZYANICT 861 QiIsTs GriAsR fpgdicinal

ERUCTUS ABUAT UVRIAE el ASh T Vv RFIIRE. D503 aghkBI 1 AIRORIA 43 g 1e
Preparatiggharatbeduticalldohhsosgtieeted clean SCUTELLARIAE RADIX was weighed according to the

weight set forth in the prescription and pulverized into a fine powder for later use;  (2) the selected
clean CITRI RETeCphaMREREFC ARPRORItRN @ IReARTeseNtsiR@ntinn sane ke wasigpriga codiitiing

to the weights set forth in th iption, fallowed by addi ter 9 ti /w (ml/g) of the weight
of the me BTN TGl SRR CRA 20N e s TR AN o )
oils were colRERREQNiIIIRE Witirm UG IO SHBRVIHF IHAL It FiGBHFINESTESHELEE

another container, the 10 herbal residue thereof together with the ATRACTYLODIS
MACROCGCRPHA&dKEaAREEZQMA, AR BtafdfC Y ROIR HPA¢e 55 X FradR oD MY Rédt- ARSI DS,
and FORSYTHIAE FRUCTUS was extracted twice with water, each time for 1.5 hours, in which the
amount ofWRERARESPfias iPnal GhingsefMrdipigHistitanfedicinal materials for the first time and

6 times by VleWJg%L?HQ&% ,%%’P%g'{ﬁ‘&éﬂ%r}i (ta She present invention can be prepared preferably

with the following method:
20 (1) weighing selected clean SCUTELLARIAE RADIX according to the part set forth
in the prescription and pulverizing the same into fine powder for later use;

(2) weighing selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
RAMULUS according to the parts set forth in the prescription, adding 8-12 folds by v/w
(ml/g) of water based on the weight of the medicinal materials, and subjecting the mixture

25 to distillation for 3-7 h to extract essential oils, and collecting the essential oils for later
use;

(3) collecting the aqueous solution obtained after the distillation in step (2) in a
container, extracting the herbal residue from step (2) together with ATRACTYLODIS
MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
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15 aqueous extracts were pooled, filtrated, then the distilled aqueous solution described above was
added in the filtrate, and the mixture was concentrated into a clear paste with the relative density of
1.16 thermally measured at 60 C for later use;  (4) the selected clean PINELLIAE RHIZOMA,
PERILLAE FRUCTUS, SINAPIS SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA,
HOUTTUYNIAE HERBA, 20 and ARMENIACAE SEMEN AMARUM according to the weights set forth
in the pre$XRAARNErF e atbarORSVTHIAIVIERWTIT B8 1witenvatisoldien ieathatimoertosf 63
times in volume (ml) of the weight (g) of the medicinal materials, the first time for 2 hours and the

second tifieyes 1% Whigh; the exneietd wemwaieolied and filfe® dyetHahomnhahefiltaevrightetoteeed,

d the filtrate, t d.into,. ith the 25 ti ity of 1.16 t Il
easured TR 4B N RALA i EoMBH) LI 810 DAEReE A ) Sy or QA D 85 ane
powder was fig§arRy YylbauLBYERIN AR TiIHHAY RIECSSMe foﬁef%kﬁ"sﬁforr%ﬁf IpEhar ftptkauor
of the present medication Prescription: CITRI RETICULATAEPINELLIAE RHIZOMAASTERIS RADIX

ETFARFARME 615D RESIIA AHQ BEO Vs 30 98 g Bibt bl Aflértigd AdsylRtdRl fAahd4oncentrating the
gATRACTYLODISARMENIACAE SEMENPERILLAE FRUCTUS MACROCEPHALAEAMARUM
85859 RMiZes\RIuliy 19 iaer Serie ViR erRBLvedessiiErl 1o8Pq ANKI&REil measured
RAMULUéE@J;@EfITAI\ AE RADIX 7591519 FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBAand
GLYCYRRHIZAE 149§3779RADIX ET RHIZOMA 49 g. 5Preparation method: (1) The selected

clean SCUTELhApbiEhIRG BETewRe WRISHE RECOMNEIHPI e NaIopEFaL fosth FHOEPIESCHbiPRod
pulverized into a fine powder for later use;  (2) the selected clean CITRI RETICULATAE

PERICARPHIME bindRE MMM SEMRAVABTUERISrEMeighed didbfiMp ok Ndighbl et fbiftiRidAhe

prescription, followed 10 by adding water 8 times by v/w (ml/g) of the weight of the medicinal materials,
and é%bjeeﬂﬁg”rwémlé&%ﬁo%ﬁﬁ& EMaRIAMbASTErA"Y tRENSBERFFRHIOMHR B LARRIFFRIRRer

container N Lo fner e tad AR P A e A
RHIZOMA QA& e &M & YRREHZI8 FIRAREX fim b AU\ RIAMRA E&ddn8 tinnel foP RS VbUI&E

FRUCTUS was extracted twice with water, each time for 1 houir, in which the amount of.water was 7
times by \WaQlingg}ht# textrasighreothitnadoginhensasiils esowryingt éhanahdis theediliialew antlg)

for th d time; then, th t led, filtrated, then the, distilled

colition 26 RASUNRA BBV GRURARA FRD AR LA h 2 NG S oD B L Bl
pasteswithdag (elave: 8Nty fd- chnbinthH 18 aIba PEASHGRIRHRO de i dalgE %ﬁéine&%@%p €}
selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS SEMEN, RAPHANI SEMEN,

ASTERISfBABI B3SeRHIZOMA, HOUTTUYNIAE HERBA, and ARMENIACAE SEMEN AMARUM
according to the weights set forth in the 5 prescription were weighed and extracted twice with 40-70%

ethanol solutiohl1f HReaRAVACLPBAIES iR FiRIm{d Jricor sse MaigPlY PRIRtRRAR SiteRAThardiths the

first t_ime fgcr)r%lgll%uran%the se?ogd imenfé')é 1mh01t1é't %extr%c S ere, 8ole i\%".j filtréa(tjﬁled'teth n Iein
the filtrate was re%gvgre%r, RRg'tre ﬁhgg{e Was con e[rktr%\tgﬁ .ﬁﬁ\i ear pgége Withdhe r8%§v8 d@nsﬂy
of 1.15-1.2QdherpallyicagasHiBesm&y & tMdsfevert fRBRtRpd with the
20 Dosage forms of the pharmaceutical composition according to the invention include,
but are not limited to hard capsules, tablets, powders, oral liquids, soft capsules, pills,
tinctures, syrups, suppositorys, gels, sprays, or injections.
The dosage forms of the present medication can be prepared into pharmaceutically
acceptable conventional dosage forms with the conventional preparation methods in the
25 art, for example, such as the preparation processes recorded in Pharmaceutics of
Chinese Medicine, Fan Biting (Editor), December, 1997(the first edition), Shanghai
Scientific & Technical Publishers.

In formulating the various pharmaceuticals of the present invention, a person skilled

in the art may add a variety of pharmaceutically acceptable auxiliary materials, for
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10clear paste obtained in step (3) for later use.  The fine powder obtained in step (1), the essential
oils obtained in step (2) and the combined clear pastes obtained in step (4) were formulated into the
oral liquor by a conventional formulation process. 15Example 5 Preparation of soft capsule of the
present medication Prescription: CITRI RETICULATAEPINELLIAE RHIZOMAASTERIS RADIX
ETFARFARAE FLOS PERICARPIUM 147 g152 gRHIZOMA 149 g140 g PORIA 105

gATRAC T8 ARMIMGBAE rifE MERNIER il AE, BRIHECTHHER MAGHRIOAHES HASAERIMA RYMB]
981 g RHIZOMA 105 g SINAPIS SEMEN 125 gRAPHANI SEMEN 125 g CINNAMOMI
RAMULUSBde s BWRAGENeRABNC Tag BA8H ISORSSENAAR SRULTXES, ROV YN KiFasH e aahd

GLYCYRRHIZAE. 105 02760RADIX ET RHIZO 45 9. P i d: 1) Th | d
o SO BE TR BT ALt RS e T T PSR S Abre st LRSS
pulverizeqd{rtg afinaRMSEHOEHhehERes &M A)ifnthaelecied £lame CIE SE DSt dé RbElimited to

PERICARPIUM and CINNAMOMI RAMULUS were weighed according to the weights set forth in the
prescsiptiatafol ppred) dia thoided) staren, 12dioses imaanitgmebitiof theweryktaifiteecelkdospabomtmals,
and subjecting to distillation to extract essential oils for 7 h, the essential oils were collected for later

use; 5(3) e %héﬁu@?@kﬂfﬁ’én tbstankd R disiMrdIantH ﬁi‘ébl%\rp&g @fedtal lidesdthettarch,
container, the herbal resid hereof tagether. with ATRACTYLODIS MACROQCEPHALAE, RHIZOMA,
PORIA. (0SS AT SABK P BETS BRI EAr A HRE ALY o RO AT s
was extragigdJwinecdithonay SACBIRBASOIRNBUBIRBE MR BB  MWALRs YEaSHSUMARSY
viw (ml/g) of the weight of 10 the medicinal materials for the first time and 9 times by v/w (ml/g) for the

second tireedthencarbagumeelny ecetidzsecns poyled, ittt the wisfillBtcambsicastsolntbdeebetibed
above was added in the filtrate, and the mixture was concentrated into a clear lpéaste with the relative

density ofafQ QLR My TRRGHETSEAES, SRSIYIEe l3UMhe Wik@lce SHIBANLL IFRE Of

RHIZOMATBFTUORIEE HEA S s AIENACAL SEMAT AM AR VS corthig () Tewelghts
set forth ipgna/RIERSFiRiRID MErenvitiobged anihextantassbyicsuvigs ¢ 0-950 cHyanokgotapyn ety

amount of 7 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 3 hour

and the seedhtPamectoRRYhOLIMiKk BarHtesanbrd hodintars inblugel; ihaiel 2D lmitedikvaséaniais

d and the filtrat trated into a cl ith the relative density of 1.15-1.20
nermally MBS RV ST RN ra oL AREAP LI S R Sl (o5

ot e eSS SRR 1Sl A o PO S D i
formulatiogoglioness.claraaty| gy Erepatiaioracibpibobtie pressntes divatéwt Fresdipioimg agents
include, but are not limited to sweeteners and various essences, or any of mixtures
thereof The preservatives include, but are not limited to: parabens, benzoic acid, sodium
benzoate, sorbic acid and salts thereof, benzalkonium bromide, chlorhexidine acetate,
20 eucalyptus oil, or any of mixtures thereof The matrixes include, but are not limited to
PEG6000, PEG4000, insect wax, or any of mixtures thereof. In order to prepare the
above-described dosage forms according to pharmaceutics of traditional Chinese
medicine, other auxiliary materials which are pharmaceutically acceptable (e.g. auxiliary
materials for various dosage forms redorded in Pharmaceutics of Chinese Medicine, Fan
25 Biting (Editor), December, 1997(the first edition), Shanghai Scientific & Technical

Publishers) my be further added when preparing those dosage forms.

As a preferred embodiment, the pharmaceutical composition of the present invention

is prepared with the following method:

(1) weighing selected clean SCUTELLARIAE RADIX according to the part set forth

12



CITRI RETICULATAEPINELLIAE RHIZOMAASTERIS RADIX ET PERICARPIUM 98 g148
gRHIZOMA 1489 22 PORIA 102 gATRACTYLODISARMENIACAE SEMENPERILLAE FRUCTUS
MACROCEPHALAEAMARUM 139 g87 g RHIZOMA 139g SINAPIS SEMEN 87 gRAPHANI SEMEN
115 g CINNAMOMI RAMULUSSCUTELLARIAE RADIX 115g120g FORSYTHIAE FRUCTUS
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 118g250gRADIX ET RHIZOMA 49 g. Preparation

method: in (he PrestelptitadanegsuietiAifg R Am &Rl Xneasoneightst kiepigheg to the weight set
forth in the prescription and pulverized into a fine powder for later use;  (2) the selected clean CITRI

RETICULATARPFREINRIFERERHoSIANAN BVE ETRANIATAE RER | (vaigHéd Mcvrmdin bl AMEOMI
igh i iption, followed by addi 10 times by viw. (ml(g), of ight of

the mectch AN E RS oA i ) R A e TFa Pl SRR A, S A Y

were CO”%F@/%{Qﬂ'W&FeV%sed@h%% AL SHELCR GRIANIGHALRE RISUIBHOHYSIE FAKHIAS to

collected into 10 another container, the herbal residue thereof together with ATRACTYLODIS

MACR O G 8t AligYEf G H=iB0M eRDd e S eNGY BRIRHEAAE RIBDHIKgET drESZEMEN HA R ARAELBEOS,
and FORSYTHIAE FRUCTUS was extracted twice with water, each time for 2 hours, in which the
amount of watE3\¢RYSCHREB2AME AT SPBItiAR ARIRRESraHE Histitatiania’ieRI$2bb YR 4RBIIRR and

7 imes DYy (TN (e sepend i, 15 e, (he,aguepis sagls el Rodld Aaladolen the

distilled aqueous solution described above was a itr nd the mixture was concentrated

into a cleappast@tPiharaetiveigiemsnacf R 20cheymatrrmeeseredab B0 C Eor latgrizemvA, (4)
the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS SEMEN, RAPHANI

SEMEN, ABRERRARATLRE B RHFXIASX THDAE FBYRIAESHER BMe20rdicvwekiv Bl bhdinte SEMEN
AMARUM according to, the weights set forth in the prescription were weighed and extracted twice with

60%!8thaRBHEiufoN HAh A BIIRHeHNAGH Voldnté MHIFST Be RiGHY@) O dheriiRimeet the
mate”a's’rﬁb%ﬁfliﬂaﬁ‘ﬁﬁe%gﬁﬁﬁs W8P{ﬁeaﬁ%t“ﬂﬂ1d§e§%a‘t%-‘§?ﬁn@é E‘v;f\)?wtﬁnm %?Eﬂ%té&%ﬁdﬂﬂﬂl%qﬁé}?

filtrated; ethanol in't ate was recovered and the filtrate wWas cohcentrated into a clear paste with

the relativeaigtingjtyhef ddiredudd éxermeallameapuan@ital mixbie) vemibringned Witrateeamearaste

obtained in step (3) for later use. 5The fine powder obtained in step (1), the essential oils obtained in

step (2) aBbeNe aaithiaadasivar pelsiicobliRieed alies diptikatiofbranthteanaentraingisihg aixed
OPresor LIS R PR e AL e 1 BRAST EIS RO EE TR RRARNETA B0
PER{?AR&;UM f%ﬁlﬁlagépée@;?HIZOMA 105 g145¢g
(4) weighing selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
and ARMENIACAE SEMEN AMARUM according to the parts set forth in the prescription,
extracting the same twice in 5-7 folds by v/w (ml/g) of 40-70% ethanol solution based on

20 the weight of the medicinal materials, the first time for 1-3 hours and the second time for
1-  hours; pooling the extracts and filtrating the same; recovering ethanol of the filtrate,
and concentrating the residue to a clear paste with the relative density of 1.15-1.20
thermally measured at 60 °C, and combining the clear paste with the clear paste obtained
in step (3) for later use;

25 (5) granulating the combined clear pastes obtained in step (4) with the fine powder
obtained in step (1) as a fundamental material , and finishing the obtained granules for
later use;

(6) providing the materials (parts by weight) for tebleting as follows:

granules obtained in step (5) 340-600 colloidal silicon dioxide 1.8-3.5

13



PORIA 145 g SINAPIS SEMEN 125g ATRACTYLODIS MACROCEPHALAE RHIZOMA 114g
RAPHANI SEMEN 86 g ARMENIACAE SEMEN AMARUM 117g PERILLAE FRUCTUS 125¢g
FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBAand GLYCYRRHIZAE 1449250gRADIX ET
RHIZOMA 33 g. Preparation method: (1) The selected clean SCUTELLARIAE RADIX was weighed
according to the weight set forth in the prescription and pulverized into a fine powder for later use;

(2) the selectethalgassuhRt&érd-ULATAE . BERICARPIUM and CINNAMOMI 15 RAMULUS were
weighed according to the weights set forth in the prescription, followed by adding water 11 times by

viw (ml/g) of tHéWaslgindbthreesrantinapisaebiRiReda sttne@in tthaisqllvidal libaradiedderand oils
for 4 h, th sential oils were collected for later use; the aqueous solution qQbtained after
retiation A B By e R s an ah s sm o AL B S AR v B s
ATRACT\Q{.%I ré\g@ﬁlﬂggﬁ%ﬁALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS was extracted twice with water, each time for 1.5
hourss in whiclAthe dunthent wiefeatedvest® dimesnhytevpimalfo)ackinécaleogint pd siteom editheapreastials

for the first time and 6 times by v/iw (ml/g) for the second time; 5 then, the aqueous extracts were
pooled, filtFyRAI9RIRRRA ¢ udbL 8 dRiItRM R SeRlIabove was added in the filtrate, and the

mixture was concentrated int lear te Wit relat) ity of 1.15-1. ermally measyred
60 G for 1 LamionTty SR RAR SE TR ARG AR dulaioth R BRI B
SEMEN, RAREPIGERMEN oAS PEREH NI TE BN 1ok IS LBINIAE HERBA, 10 and
ARMENIACAE SEMEN AMARUM according to the weights set forth in the prescription were weighed

and extracted tRjioeeigthirgbseletiadalleautidh i Bic&HdlinrADAE REdGARINILHE ant Of AN (g)
of the medicinal materials, the first time for 1 hour and the second time for 2 hours; the extracts were

pooléd and M SARSAMIPAER it RRTR 28T ERED Rl e SRERIL R AAHE S SHAM R BYY T Dear
aste wi relatiyv ' : -1. e .a R c ined. with
past trbrfh\?/a?tég GlRlye &?QHgyﬁ%édlso?‘ %%tn?égﬁugémgg‘%ﬁvg : 5@8 gu?ﬁ@&[ﬁgﬁf AmRnedyit

the clear paste obtained in step ( ater use. er obtained in st ), the essential

oils obtaingigtinesiem 16 HAddhexoartisedmianb hasiesl eblmeaadssasscentigreifo faulatedust the
tincture by a conventional formulation process. 20  Example 8 Preparation of syrup of the present

medication PréstGptieatityTtRe RETBOUS_ 2oMuicmI REainad aieratinliletis RIS R ADIX Egontainer,

PERICAR Xiracting? the 9 herbal residué from step (2) together with ATRACTYLODIS

15 MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS twice with water, each time for 4 hours,
in which an amount of water is 10 times by v/w (ml/g) of the weight of the medicinal
materials for the first time and 7 times by v/w (ml/g) for the second time; then, pooling the
aqueous extracts and filtrating, combining the filtrate with the above said aqueous

20  solution obtained after distillation, and concentrating the mixed solution to a clear paste
with the relative density of 1.17 thermally measured at 60 °C for later ues;

(4) weighing selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
and ARMENIACAE SEMEN AMARUM according to the parts set forth in the prescription,

25  extracting twice in 6 folds by v/iw (ml/g) of 60% ethanol solution, the first time for 2 hours
and the second time for 1 hour; pooling the extracts and filtrating the mixture; recovering
ethanol of the filtrate, concentrating the residue to a clear paste with the relative density
of 1.17 thermally measured at 60 °C, and combined the clear paste with the clear paste

obtained in step (3) for later use;
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FARFARAE FLOS 126 g PORIA 137 gATRACTYLODISARMENIACAE SEMENPERILLAE FRUCTUS
MACROCEPHALAEAMARUM 126 g117 g RHIZOMA 145¢g SINAPIS SEMEN 105 gRAPHANI SEMEN
94 gCINNAMOMI RAMULUSSCUTELLARIAE RADIX 60g126g FORSYTHIAE FRUCTUS
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 119g300gRADIX ET RHIZOMA 39 g. Preparation
method: (1) The selected clean SCUTELLARIAE RADIX was weighed according to the weight set
forth in the pre@)rigitiouriichguhe doasbinteoacliser pawtker itéateictisestep (@) thatiseles fatkcirande i TRI
RETICULATAE PERICARPIUM and CINNAMOMI 5 RAMULUS were weighed according to the
weights s@bigifieh ihsigrddnipon, fondaeemabmairjidlaend tineking e chirinet taeaneighior the
medicinal materials, and subjecting to distillation to extract essential oils for 6 h, the essential oils were
collected gl%lé qjse (3) the aqueous solution obtalned after distillation in step (2) was collected
into 10 a”Othe(eﬁ_%Fé\/" REhgHRRIBRITER! SrlQGH THEF 4l bﬁﬂﬁé&%ﬁé@ DIS
MACROCEPHALAE RHIZOMA, PORIA, LYCY AE RADIX ET RHIZOMA, FARFARAE FLOS,
and FORSYTHiBUeSbidited & shejpa@ed M/lme vutlllwdalrslbam tiimeider 32héurs, in which the
amount of water was 10 times by v/iw (ml/g) of the weight of the medicinal materials for the first time
and 8 times by“mr(ﬂﬂMY‘féFQﬁéaE%con@ e; 15 then, the aqueous extracts were pooled filtrated, the

distilled aqueo Ilontﬂgs r|b ,[Ialoo?vle 8\?%%@9 éj i’gfh &b n@#l %tehg 6‘L£':rcef’or o cqlgenr% Gated

into a clear pa e rela |ve ensity ally measure at teruse; — (4)

the Selectﬁéb@ﬁﬁg B EbHUBIB MY f3MYiu BRI ERidobtbin HBIPREPSIMERN aRESPIItion
SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA, 20 and ARMENIACAE SEMEN

AMARUMoAterdingabttimyeveights set forth in the prescription were weighed and extracted twice with

5% thanol s? utlon |n an of7t|m S In yqlum fthe weﬁ;hta(g) of the ed| nal
h

t
matenals the rs?tom %egﬁ%%rcszogﬂi%elosnegon tIR{ Irl]l\(/)%rl]go eextrac ISGWGFG poo?e aa?rll%

filtrated:; eﬂlaholqﬂllal@walr@lrée@a@ Hé@@%f@dndf@théﬁﬂir%f\lﬁé@(Eﬁﬁdélﬂﬁ%ué(mmbw@l@? péstenRith
the 25 felﬁ@déﬂ?ﬂﬁé@’éﬁl1nl)é§t1§9tlbﬁ§f6ﬁ”lh€léﬁ§l6®d 2GR & vdusl s PR BIRRIEMIS, the WisRr

btained f der obtained h |
botamed AEA JATS GURRA R AR s ion BT LR s 45 RS IR A RIS Srup
by a con\regulﬁtmgoqmlﬂmmmempn@sahypwlmesepmwrm sive@itandofatievireseaiigh,

mediGation iy SERIgBoE It AR Griiodt ﬁvﬁpd%ﬁbhlﬁ:ﬁ FarieCMHy exEBIRR BMBAKYER treating

PERICARPIUM 145 %1}?1»7 gRHIZOMA 126 ORIA 105
chronic bro itis.

It has been shown experimentally that the present pharmaceutical composition has
effects of checking cough, dispelling phlegm, relieving asthma and resisting inflammation,
and shows particularly excellent efficacy in treating chronic bronchitis. Moreover, the

20 present pharmaceutical composition has been shown experimentally to be free of side

effects and safe.

Detailed Description of the Invention

The present invention will be further illustrated by the following Examples and Test

25  Examples which are not intended to limit the scope of the present invention in any way.

Example 1 Preparation of tablet of the present medication (tentatively named as:
Lian Hua Man Zhi Tablet)

Prescription:
CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS 156 g
PERICARPIUM 94 g 156 g RHIZOMA 94 g

15



SINAPIS SEMEN 117g ATRACTYLODIS MACROCEPHALAE RHIZOMA 99g RAPHANI SEMEN 126
g ARMENIACAE SEMEN AMARUM 94g PERILLAE FRUCTUS 105g FORSYTHIAE FRUCTUS
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 126g325gRADIX ET RHIZOMA 44 g. 5Preparation
method: (1) The selected clean SCUTELLARIAE RADIX was weighed according to the weight set
forth in the prescription and pulverized into a fine powder for later use;  (2) the selected clean CITRI
RETICULATAE PERICARPIUM and CINNAMOMI RAMULUS were wei%hed according to the weights
set forth ift %é‘\pr?f's%ription, foIIoWB%%%?%ﬁding Wate?ﬁ%EfWﬁ%EoWEV (mllgf%'?'i'ﬁé &%Fb? the
medicinal materials, and subjectMCRAGEEHAKYA to extraétBS¥ent®d oils for 5 M3tle essential oils were
collected for later use;  (3) theRitE@ds1$6lution obtained after distillation in step (2) was collected
into another container, the herbal residue thereof together with ATRACTYLODIS 15

MACROCérieAnAlamerRHIZQMA, fA@kHAY, SeMC YiBHRH | v RASMR RIURIBIZOMATEARRARAD KL OS,
and FORSYTHIAE FRUCTUS was extracted twice with,yater, each time for 15 hours, in which the

amount of water was 8 times by v/w (ml/g) of the weight of the medicinal materials for the first time and
8 times byF(\j/é‘vg mlll ,IB[,(t;he sec%%d %iTm%ltpEeﬂEE‘%% agueous e%(((tzrath{s were pooled, filtrated, then the
distilled aqueous solution D0described above was add&i inthe ﬁft{rak{e, and the mixture was
concentraté®dnto a clear paste Wiifthe relative density*0P X 161126 Ermally measured at 60 C for
later use;  (4) the selected clean PINELLIAE RHIZOM-PERILLAE FRUCTUS, SINAPIS SEMEN,
RAPHANIPS%%E#I@%%& Aﬁ_RADIX ET RHIZOMA, HOUTTUYNIAE HERBA, and ARMENIACAE
SEMEN AM according to the weights set forth in the 5 prescription were weighed and extracted

twice with 45% pthaeolsegdéien iBlearaset ef b ARIRES RAmKMednveighedvastsangf tbethe
medicinal materials, the first time for 3 hours and the second time for 2 hours; the extracts were pooled
and filtrateigtiisaed|forthénfilhater estsipsicoverstpaive izediintadinap codesiotalaigintee clear paste
with the relative density of 1.15-1.20 therml%lglli measured at 60 C. which was combined with the

10clear paste GokaNEATR SR RAafel ik RE L AL WAEFGARRIIM s S NANQMba
o R Qs e RS TR e B e
medicatiopyPeeiilrigtiaatés| B tikdd Gy LAWARIGEGLtAG WEIGHD MAME TirEdRiRAD e ials, and
subjecting to distillation to extract essential oils for 6 h, the essential oils were collected
for later use;
(3) the distilled aqueous solution in step (2) was collected by a container, the herbal
10  residue thereof together with ATRACTYLODIS MACROCEPHALAE RHIZOMA, PORIA,
GLYCYRRHIZAE RADIX ET RHIZOMA, FARFARAE FLOS, and FORSYTHIAE
FRUCTUS were extracted twice with water, each time for 1.5 hours, in which the amount
of water was 10 times by v/w (ml/g) of the weight of the medicinal materials for the first
time and 8 times by v/w (ml/g) for the second time; then, the aqueous extracts were
15 pooled, and filtrated, the distilled aqueous solution described above was added into the
filtrate, the filtrate was concentrated to obtain a clear paste with the relative density of
1.17 thermally measured at 60 °C for later use;
(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
20 and ARMENIACAE SEMEN AMARUM according to the weights set forth in the

prescription were weighed and extracted twice with 60% ethanol solution in an amount of

7 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 3
16



PERICARPIUM 94 g125 gRHIZOMA 119 g PORIA 135 gATRACTYLODISARMENIACAE SEMEN
MACROCEPHALAEAMARUM 115 g RHIZOMA 128g SINAPIS SEMEN 110 gRAPHANI
SEMENCINNAMOMI RAMULUSSCUTELLARIAE RADIX 130 g669120g FORSYTHIAE FRUCTUS
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 1289g290gRADIX ET RHIZOMA 53 g. Preparation
method: (1 )The selected clean SCUTELLARIAE RADIX was weighed according to the weight set
forth in thé pueserifigreassbonty @rize dont isofline; posverirftdairsregso @@ e fiitteeiedetieanCG RI
RETICULATAE PERICARPIUM and CINNAMOMI RAMULUS were weighed according to the weights
set forth ith@diffetcnyaprcessied Bycmfiriemasteraseitiaiedniny) afclranpagicovitethe

medicinal materials, and sybjegcting to distillation to extragt.essential oils for 5 h, the gssentjal ojls were
S 1 b e o R S e
another c g@%tg]ﬁégﬂ,p%lté?sfgyﬁomg{@p[]gc@ether with ATRACTYLODIS MACROCEPHALAE
RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA, FARFARAE FLOS, and FORSYTHIAE
FRUGTUS wathgxtiticthd finepoviiewatstnieedirtistepiot 225 hdursjamehiahrtiztexiabting chwitieedas
10 times by v/iw (ml/g) of the weight 10 of the medicinal materials for the first time and 8 times by v/iw

(mlig) for BRARIHATIRRIaIARHA ItheieR (dbswatisiaiad shednishesitar e disfied aqueous
solution descriggdiabey WagaledinthR itsRig ML IBaBIHEG YA FIRERRTRIE IV MG!BaRaste
with the relative density of 1.15-1.20 thermally measured at 60 C for later use; (4) the selected clean
PINELLIA@’FW?I'Q@MA, PERILLAE FRUCTUS, SINAPIS 15 SEMEN, RAPHANI SEMEN, ASTERIS
RADIX ET RH ] HER nd ﬁ%@\l EMEN ARUM according to
the weights set fort er? %%%Eés%ﬁﬁ:t%% V\(Igz’e %v%?gheg%n eit%@f:ét@g(t%vlce withé%% ethanol solution in
an appount of Griagmesumwnibsargdml) of the weight (g) of the medicinal materials, the first time for 2
hours and the second time for 1.5 hours; the extracts were pooled and filtrated; ethanol in 20 the

filtrate was reddVéhsiegsemliehriloablasiagtirsien (Alove addepastineinipisabrilivenddioxigeoand
1.15-1.20ﬁ£1erm8l$/ meﬁ%ured at 60 C, Whépgywas combineg with t]he. cleargpaste obtained in step (3)
for later ulle® SUDIPREIARIES A& RIERATET Y GePVENIRRAL YA RIBES S in step (2) and the
combined clear pastes obtained in step (4) were formulated into the gel by a conventional
25formulation process. Example 11 Preparation of spray of the present medication Prescription:

CITRI RETICUEXPABIE IR PrépAE Rit BO04A4SS BRISRARRNET RERIGARPIUM 138 gl44

gRHIZOMA 105g 29
15  Prescription:

CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS
PERICARPIUM 156 g 94 g RHIZOMA 156 g 94 g
PORIA 156 g ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS
MACROCEPHALAE AMARUM 130 g 78
RHIZOMA 94 g

SINAPIS SEMEN 130¢g RAPHANI SEMEN 78 g CINNAMOMI RAMULUS SCUTELLARIAE RADIX
78 g 156 g

FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBA and GLYCYRRHIZAE
949 225¢g RADIX ET RHIZOMA
53 g.

Preparation method:
(1) The selected clean SCUTELLARIAE RADIX was weighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;
(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
20  RAMULUS were weighed according to the weights set forth in the prescription, followed

by adding water 9 times by v/w (ml/g) of the weight of the medicinal materials, and

17



PORIA131 g SINAPIS SEMEN119g FORSYTHIAE FRUCTUS ATRACTYLODIS MACROCEPHALAE
RHIZOMA156g RAPHANI SEMEN 95 g HOUTTUYNIAE HERBA ARMENIACAE SEMEN
AMARUM122 g CINNAMOMI RAMULUS 51g and GLYCYRRHIZAE PERILLAE FRUCTUS 849
SCUTELLARIAE RADIX 95g 155g225gRADIX ET RHIZOMA 32 g. Preparation method: (1) The
selected clean SCUTELLARIAE RADIX was weighed according to the weight set forth in the
prescriptiguipedtngveyiardiliativa fioe pexsesdoshataraikeior 5(B) the stjesigidicitisnvierBRiollected
RETICULATAE PERICARPIUM and CINNAMOMI 5 RAMULUS were weighed according to the
weights sé@fdatRin88e prescription, followed by adding water 10 times by viw (ml/g) of the weight of

were colloced A RATEULET QL5 e AAACA LoTIAGr b Ao EERE Al A Oy O e
collcted ygpei) AGHIRY DBUISRAERBF il SRS TSIETRSNDEC ST AFRAEAEL AN A

MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA, FARFARAE FLOS,
and FORPORIME FRYCYBR WasAEtragAddIXvice viath wRidiZEMA timEAKRFARAES, iIRLMDECHh thad
amount of water was 8 times by v/iw (ml/g) of the weight of the medicinal materials for the first time and

8 times by ARRVEJ A (REVGSCEHS RS e5lEABHeclHBNiGR, i WalRic @308 Spoled, Tk A1gHTShir
distilled lution d ib b in the fil the mi ntrated
0 cloal IELid A B ol o LA o e TRt et 7 Y SRl

the selectathedprals FIOYEHE AfisR EOMIRY BERHA WW%W@B) FHNArd SsebMENirfré RHEN | the
SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA, 20 and ARMENIACAE SEMEN

AMARUMaatesrdingttsahts weaghtsaaethriiitintea presdighilied \agrensigseiotion descied mboveavith
55% ethanol solutjon in an amount of 6 times in volume (ml) of the weight (g) of the medicinal

mateflals ¥AS ALBMIYANS HERiS A0 HISELEMIRINE SO FRINAIRE diitaer SRR PRBIAH e
filtrated; em%'?ﬁ)/le"a gheélg}l;r%q ‘ﬁ"éﬁﬁ%@ﬂ&ﬂ}}eﬂ’ g?igé%é%é\@sé%;%qgﬁ%%mto a clear paste with the

relative density of 1.1 thermally measur , which'was combined with the clear paste

obtained in ste@)3Her datecuse.didhe MeIBoWEEE oRtIZEMA StPE KI)L.LAE eEsrIGIINds ShitarRISiIn
step (2) and the combined clear pastes obtained in step (4) were formulated into the spray by a

conventiqﬁ@ VN U RAGH Dt ST MEND SR IERIS BAID B bt idjebtidnkl@liihd WS iddidafion
10Prescripion: ARMENIACAE SEMEN AMARUM according to the weights set forth in the

15  prescription were weighed and extracted twice with 60% ethanol solution in an amount of
5 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 2
hours and the second time for 1.5 hours; the extracts were pooled and filtrated; ethanol in
the filtrate was recovered, and the filtrate was concentrated into a clear paste with the
relative density of 1.16 thermally measured at 60 °C, and combined with the clear paste

20  obtained in step (3) for later use;

(5) the capsules were prepared with a conventional formulation process.

Example 3 Preparation of powder of the present medication

Prescription:

CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS 1259
PERICARPIUM 125¢ 125 RHIZOMA 125g

PORIA 125¢ ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS

MACROCEPHALAE AMARUM 104 g 1049
RHIZOMA 125¢g

SINAPIS SEMEN 104 g RAPHANI SEMEN 104g CINNAMOMI RAMULUS SCUTELLARIAE RADIX
18



CITRI RETICULATAEPINELLIAE RHIZOMAASTERIS RADIX ETFARFARAE FLOS PERICARPIUM
154 g95 gRHIZOMA 149 g106 g PORIA 112gATRACTYLODISARMENIACAE SEMENPERILLAE
FRUCTUS MACROCEPHALAEAMARUM 121 g109g RHIZOMA 137g SINAPIS SEMEN 110
gRAPHANI SEMEN 115 g CINNAMOMI RAMULUSSCUTELLARIAE RADIX 5891359 FORSYTHIAE
FRUCTUS HOUTTUYNIAE HERBAand GLYCYRRHIZAE 1249294gRADIX ET RHIZOMA 44 g.
Preparation method: (1) The selected clean SCUTEPLARIAE RADIX was V\1/2e‘r?gqned according to the

weight set forth in the prescription and pulverized into a fine powder for later use;  (2) the selected

clean CITRIRETHED ATABRSPERRARPNMN BREPEINNAMEHVTYRRRANIULUS were weighed according
to the weitgits set forth in the predérgotion, followed by a&tidirkg WabetZLdtmes by v/iw (ml/g) of the
weight of the medicinal materials, and subjecting to distifation to extract essential oils for 4 h, the
essential oils were collected for later use; (3) the aqueous solution obtained after distillation in
step (2) WRECRRIBERI MRY9E another container, the herbal residue thereof together with

FARFARAE FI D3 g REREY AL PHUCTIR WA AL Wit Wonedemea i (61"
hours, in waightReefoAHMh ohaBiesAsi8HIEIRS Hilvén sl e hhaastaiaf el aedigeal materials

for the first time and 8 times by v/w (ml/g) for the second time; 5 then, the aqueous extracts were
pooled, filtrate(Rthd elisttedtaduetmansaliitidh fdsthbidtAlbdize M ISdRE lid vheafiitr atd NNV

mixture was trated into a clear paste with the relative density of 1.15-1.20 thermally measured
2t 60 T foP AP LLLS Wers) Welchad A2aariag Biniks MRIBHS BPEIAN B 1o PRSHRUBTURISYRAAR IS

SeVE N DY Adab MRS ARESRS AP BIIAPNRIJNPHT e MEdciaRaich bR G

ARMENIA EN AMARUM according to the weights set forth in the prescription were weighed

and extragigieldvtier) witll 8h%a tidhataok gpltiossiseatiz s md o bontintes desentialeo (I vet dheomedsdd (9)
of the medicinal materials, the first time for 3 hours and the second time for 1 hour; the extracts were

pooled an@filgtgedsethanol in the filtrate was recovered, and the filtrate was concentrated into a clear
paste with the 15 relative density of 1.15-1,20 thermally. measured at 60.C, which was combined with
tho cloat paste DEA A TGRS H05 RAGH SN S 2 B U SO A BB 27 e b i
oils qhtained i pteadRlandis sambipaipanpgstehabiarad rsiep (svarpiomeiatedinionbe
injections by a conventional formulation process. 20  All of the pharmaceutical compositions of the

present inRéHEQNANMRORE e GIDYIEY Redt 24 BRAD B thE ToRMINO diAqr FaBHAGRAE aildDS, and
toxicological experiments (hereinafter referred to as "the present medication") were prepared by the

procedure SeRRAATWASEIRWE T USs teas exiiapiect tmier iBnvateeashgimedekinePehabtof ihe
present eGRTATs Lo LA 0 Hec8 AEE BJ-5R S AT L WERhE B L Mot
materials for the first time and 6 times by v/w (ml/g) for the second time; then, the
15 aqueous extracts were pooled, filtrated, then the distilled aqueous solution described
above was added in the filtrate, and the mixture was concentrated into a clear paste with
the relative density of 1.16 thermally measured at 60 °C for later use;
(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
20 and ARMENIACAE SEMEN AMARUM according to the weights set forth in the
prescription were weighed and extracted twice with 60% ethanol solution in an amount of
5 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 2
hours and the second time for 1.5 hours; the extracts were pooled and filtrated; ethanol in
the filtrate was recovered, and the filtrate was concentrated into a clear paste with the

25  relative density of 1.16 thermally measured at 60 °C, which was combined with the clear

paste obtained in step (3) for later use;
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(1) The present medication to be tested, 6.25g crude drugs/g (i.e.,1g of the medication was made from
6.25g crude drugs), provided by Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501, and
diluted to required concentrations with distilled water in the experiment. 5(2) Cloperastine
Hydrochloride Tablet (CHT) as the positive control of a western medicine, 10mg/tablet, produced by
Beijing Shuguang Pharmaceutical Co., Ltd. lot number: 060619, and valid until June, 2008.  (3) Gui
Long Ke ChiEnH¥ing wawsuies(ldpena hwiththepasiiviopantahaliativadioaakE€hinese medicine, 19
crude drugs/pill (0.3g of powder per pill), produced 10by Shanxi Guilong pharmaceutical Co., Ltd.,
Approval number: SFDA Approval No. Z-11; Lot number of the product: 060112; valid until December
2007. 1.1.2 Animal: . Sixty Kunming mice of.Grade Il evenly composed of males and females with
the mean boc RRTRIG AT SBAILE LObHORISH By ThLitk RESFTEOTAIGR 28 Anmal Science,
Chinese Am%%%ﬂmi%wledical Sciences, License number: SCXK (Jing) 2000-0006. 1.1.3 The Formula

of animal glaft%’ &éﬁgdﬂﬂm@”a' ing[g |n-gﬁ_E\L§:RHI maint?\gié\%g E%%%(.Efoducedggxlj%ﬁiép&gg Ao Xie Li

Feed Co., ense number: nima 0) No ssential components [Beljing Nutrition &
Health ZOFrF&%%%FgH“f'—'iIaS@QQ?) Rf%083]: Moisture 9.596 4R 8382 Brotein 7.89% %at 4.3%, crude fiber

11.0%, lysine 1.39%, methionine + cysteine: 0.3-0.54%, calcium: 1.0%, phosphorus: 0.54%, folic acid:
21.1mg/kgARtanift A 11.4/kg, vitamie D'G8UG/kg, B vitathiMsNREAEISEBAMN g/kgP ERlldiE: FRERTUS
thermie/kg. 1.1.4 Rear condition ¥&CHeCaRHnAS: 25BarAsadviraament rearingstacilities of Laboratory
Animal Center, Xiyuan Hospital, Rhioase Aesglemy of Traditional Chinese Medicine, License number:
SCXK (Jing) 2003-0808. Ambient temperature: 22-24C, Relative humidity: 45-60%. 1.1.5 Reagent:

Ammoniugpsliaxe pﬁ%@'Idcedpwnﬁfﬂjig%ﬁ“%é'gReéuﬁiﬁMGMPﬁﬂm&o-’ L pt DAHIRSADIx

20060310. 1.2 Experimental process  The sixty healthy mice were randomly1§§signed into the
following six groups: (1) the blank control group administefed with distilled water &5 ml/kg); (2) the
CHT group (12 5 mg/kg); (3) the GLKCNC group (2 g crude drug/kg); (4) the low dosage group of the
present medicafidh i fddsage grdbp! VYNMGIE R g/kgd {5 FREHM dosage group of the present
medicatioi*fM-dosage group, 6 §crade drug/kg); (6)the AN dolsBidé@dup of the present medication
(H-dosage group, 12 g crude drug/kg). The mice were igdragastrically administered g.d. at a volume of
25 ml/kg far consecutive three days. Each mouse was placed into a 500 ml beaker containing a
tampdn in"36RATRIRRMEEVARI administration. 0.2 ml of aqueous ammonia was sucked into a 1 ml

syringe and inigstgwé”@%ﬁ%t@i“B%%dn;'%gﬂttﬁ‘g%%%éﬁﬂw%m?ﬁ%g“lﬁékpeh%e SReURRNEIPRREvVed

to record the cough incubation perio number within 3 minutes. Comparisons among
the groupsveigre petfiointei lyd testctiplich aastpatdiizébenesaltmaresngsvion hadiede;Table 1:

Cough-checking effect on mice Group Number of animals

(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
RAMULUS were weighed according to the weights set forth in the prescription, followed
10 by adding water 8 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 3 h, the essential oils were collected

for later use;
(3) the aqueous solution obtained after distillation in step (2) was collected into
another container, the herbal residue thereof together with the ATRACTYLODIS
15 MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS was extracted twice with water, each
time for 1 hour, in which the amount of water was 7 times by v/w (ml/g) of the weight of
the medicinal materials for the first time and 5 times by v/w (ml/g) for the second time;

then, the aqueous extracts were pooled, filtrated, then the distilled aqueous solution

20 described above was added in the filtrate, and the mixture was concentrated into a clear

20



Dosage Incubation period (Sec) Cough number (times /3 min) (n) (/kg) ( X SD) ( X SD) Control group
10 25m1 60.1011.70 44.809.10 CHT group 10 12mg 118.3027.23- 28.409.75** L-dosage group 10 3g
68.9021.44 40.808.27 M-dosage group 10 6g 79.6022.24* 36.009.33* H-dosage group

10

15

20

paste with the relative density of 1.15-1.20 thermally measured at 60 °C for later use;

(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
and ARMENIACAE SEMEN AMARUM according to the weights set forth in the
prescription were weighed and extracted twice with 40-70% ethanol solution in an
amount of 5 times in volume (ml) of the weight (g) of the medicinal materials, the first time
for 1 hour and the second time for 1 hour; the extracts were pooled and filtrated; ethanol
in the filtrate was recovered, and the filtrate was concentrated into a clear paste with the
relative density of 1.15-1.20 thermally measured at 60 °C, which was combined with the
clear paste obtained in step (3) for later use.

The fine powder obtained in step (1), the essential oils obtained in step (2) and the
combined clear pastes obtained in step (4) were formulated into the oral liquor by a

conventional formulation process.

Example 5 Preparation of soft capsule of the present medication

Prescription:

CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS
PERICARPIUM 147 g 152 g RHIZOMA 149 g 140 g

PORIA 105g ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS

MACROCEPHALAE AMARUM 81g¢g 819
RHIZOMA 1059

SINAPIS SEMEN 125¢g RAPHANI SEMEN 125g CINNAMOMI RAMULUS SCUTELLARIAE RADIX
749 149 g

FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBA and GLYCYRRHIZAE
105¢g 276 g RADIX ET RHIZOMA
45 g.

Preparation method:
(1) The selected clean SCUTELLARIAE RADIX was weighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;

(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI

21



10 129 94.8022.27- 31.505.99** GLKCNC group 10 2g 85.4017.03 Note: *P<0.05, **P<0.01,
P<0.001, as compared to the control group. It can bee seen from Table 1 that both the medium and
high dosages of the 20 present medication as well as the positive control of the medication
significantly prolong the incubation period of the cough induced by aqueous ammonia in mice and
reduce the cough number, and show significant differences as compared to the blank control group

(P<0.05, RAOVIIL BSOWAIE) whihhBdramesiding {6 easelyatovet soemdritabtbeasiistirmeslioaten
has an effect of significantly prolong the incubation period of the cough induced by aqueous 5

ammonia BncRestingingire dautimesiraper/w MdE) 0fabegneiabtiohdhardecdiginilidnalieriagu s
cough in mice 2.1 Experj tal materials 2.1.1 Medicatjons: 1) The present medicatign to be
tosted, 6 S ERE LB BB S SO LAU g Brilageseital o e G IRRpr
060501  t52hfakiKEANC as the traditional Chinese medicine control, 1g crude drugs/pill (0.3g of
powder per pill), produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval number: SFDA
Approval No. £3) ltheotacuedes aiaiod goditain@eD ati2y vaikdillatid b écestaper( 2D Wasl ©(@)eCtdd astthe
Western medicine control, 10 mg/tablet, produced by Beijing Shuguang Pharmaceutical Co., Ltd.

productioraataenocentaingmuriiser: trsoed o residtantiRIge! 2d0getiers MvithalAT RAGHY Oitshred

[ ' f d ith-th b ' f
206,65 604 RQRER A Bt T A B/l Caey Laanet AUher S TAGA
2002-0005AREARNRIBS; Hiac ORI vIvIAt yReaO ShemiestBaet ielisymberwienidachl 4

Apparatuses:
time for 3 hour, in which the amount of water was 11 times by v/w (ml/g) of the weight of

10 the medicinal materials for the first time and 9 times by v/w (ml/g) for the second time;
then, the aqueous extracts were pooled, filtrated, the distilled aqueous solution described
above was added in the filtrate, and the mixture was concentrated into a clear paste with
the relative density of 1.15-1.20 thermally measured at 60 °C for later use;

(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS

15 SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
and ARMENIACAE SEMEN AMARUM according to the weights set forth in the
prescription were weighed and extracted twice with 40-70% ethanol solution in an
amount of 7 times in volume (ml) of the weight (g) of the medicinal materials, the first time
for 3 hour and the second time for 2 hour; the extracts were pooled and filtrated; ethanol

20 in the filtrate was recovered and the filtrate was concentrated into a clear paste with the
relative density of 1.15-1.20 thermally measured at 60 °C, which was combined with the
clear paste obtained in step (3) for later use.

The fine powder obtained in step (1), the essential oils obtained in step (2) and the
combined clear pastes obtained in step (4) were formulated into the soft capsules by a

25  conventional formulation process.

Example 6 Preparation of pill of the present medication

Prescription:
CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS
PERICARPIUM 98 g 148 g RHIZOMA 148 g 105 g
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25An air pump, 4L bell-shape glass container, and a glass sparger. 2.2 Experimental process  The
guinea pigs were individually placed into the sealed 4L bell-shape container with prior to the
experiment and a solution of 17.5% citric acid was sprayed for 1 minute at a pressure of 400 mmHg
through the glass sparger. The guinea pigs were screened according to the cough number recorded
within 5 minutes. guinea pigs with a cough number of less than 10 were rejected and the qualified
ones were chosen for the experiment. Sixty screened qualified guinea pigs evenly composed of males
and fema RS WiorEéhdomly assBASTESIHS following SRIENGHAE Y5 blakk bl 60
administered with distilled water YB¢AE; 2h4Re CHT GMARYYY 18§&KQq); (3) th€’GLKCNC group (1.29
crude drugs/kg); (4) the low dosatigZgidip1é% the present medication (L-dosage group, 1.75 crude
drugs/kg); (5) the medium dosage group of the present medication (M-dosage group, 3.5 g crude

drugs/kg)s(@theshighndasage grovmalitberpiesery medisalin(irdesroe groupueg Arute hiigs/kg),
in which each animals 10 were intragastrically administeyed g.d. at a volume ofz gnl/kg for consecutive
three days, while the animals in the control group were administered with equal amount of

physiological saline, Each guinea pig was Rlaced into the sealed 4L bell-shape container in 30 min
FORSYTHIAE FRUCTUS TSL% VAR HERBA, - and GLYCYREHIZAE -
post the final administration and 17.5% of citric acid was sprayed for 1 minute at a pressure of 600

mmHg thrBfgh the glass spargef*the guinea pigs weré0bi8ervedtE9%tecord the cough incubation
period and the cough number within 5 minutes. Compafi¥éns among the groups were performed by
t-test. 2.3 Egé%;gﬁ [ts T %68_sults are shown in Table 2. - Table 2: Cough-checking effect on guinea

pigs ( X SB roup Umber of animals Dosage Incubation period Cough number (n) (g/kg) (sec)

(times/5min) Cantijoresiediedrele8h-EB0PE INFHAB3 RAD YW 1Qeighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;
(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
5 RAMULUS were weighed according to the weights set forth in the prescription, followed
by adding water 10 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 5 h, the essential oils were collected
for later use;
(3) the aqueous solution obtained after distillation in step (2) was collected into
10 another container, the herbal residue thereof together with ATRACTYLODIS
MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS was extracted twice with water, each
time for 2 hours, in which the amount of water was 8 times by v/w (ml/g) of the weight of
the medicinal materials for the first time and 7 times by v/w (ml/g) for the second time;
15 then, the aqueous extracts were pooled, filtrated, then the distilled aqueous solution
described above was added in the filtrate, and the mixture was concentrated into a clear
paste with the relative density of 1.15-1.20 thermally measured at 60 °C for later use;
(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
20 and ARMENIACAE SEMEN AMARUM according to the weights set forth in the
prescription were weighed and extracted twice with 60% ethanol solution in an amount of

6 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 2
23



7mg 196.8066.22- 6.103.57 GLKCNC group 10 1.2 152.0047.56- 6.904.20- L-dosage group 10 1.75
109.3035.14 9.302.63* M-dosage group 10 3.5 138.7044.87* 8.202.15 H-dosage group 10 7.0
181.0058.73- 7.503.27- 20Note: *P<0.05, **P<0.01, -P<0.001, as compared to the control group.
The experimental results demonstrate that the high and medium dosages of the present medication
significantly prolong the cough incubation period and reduce the cough number and show significant

differencesagsanmpaietstrdre apnt dbgnaBhierlid dRiFadld vite. 00 d)ed erdbiMtcnsagetbbiis in
present medication has a significant effect of reducing the cough number (P<0.05), while hasn't an

apparent &t dtisaisr@sgiegareresugRdribignititais evas CoPeErdigiad dRioT ReCigryvpasdechiBdhesult

indicates th?tttl\r}g Hre%ss?{;/tg?%c.l qoﬁo Perma f)f/erge%sured at 60 °C, which was combined with the

clear paste obtained in step (3) for later use.
5 The fine powder obtained in step (1), the essential oils obtained in step (2) and the
combined clear pastes obtained in step (4) were formulated into the pills by a

conventional formulation process.

Example 7 Preparation of tincture of the present medication

10  Prescription:

CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS

PERICARPIUM 148 ¢ 105 g RHIZOMA 105 g 145 g

PORIA 145g ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS
MACROCEPHALAE AMARUM 117 g 125g

RHIZOMA 114g¢

SINAPIS SEMEN 125g  RAPHANI SEMEN CINNAMOMI RAMULUS ~ SCUTELLARIAE RADIX
869 579 144 g

FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBA and GLYCYRRHIZAE
144 g 250 g RADIX ET RHIZOMA
33 g.

Preparation method:

(1) The selected clean SCUTELLARIAE RADIX was weighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;

(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI

15 RAMULUS were weighed according to the weights set forth in the prescription, followed

by adding water 11 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 4 h, the essential oils were collected
for later use;

(3) the aqueous solution obtained after distillation in step (2) was collected into

20 another container, the herbal residue thereof together with ATRACTYLODIS
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significantly prolonging the cough incubation period and reducing the cough number 3 Conclusions:
The experimental investigations described above show that the present medication 10 has an effect of
significantly prolonging the incubation period of the cough induced by aqueous ammonia or citric acid
and reducing the cough number in mice, which suggests that the present medication has

cough-checking effect. Test Example 2 Experiment on phlegm-dispelling effect of the present 15
medicatioMACHEXTER SPUIAR VRHIZOMANIRORIASUGONWY YREMIZEE 1HADINerinENt® HZONES
1.1.1 Medications: (1) The present medication to be tested, 6.25 g crude drugs/g, provided by

20Shijiaz ARG ARNG Phermand fi€ARSY THIABJt Rk &tSosasexiractgd@icr oM awatereaaivnal
Chi dicj |, 1g crude drugs/pill (0.3q, of powd ill d by Shanxi Guil
oharmacAITE e AU Ao AP TR A AR GhNGS & JHeE SO IOEN 6 Se proHEtant
060112; vgfithgniilddreeanheatéflrs forhdMiePaRIkcanaseRIST MBQIANG) I8PHRd SEBRAARIRS, the

product of Boehringer Ingelheim int. Ltd. German, lot number: 206362, distribution lot number:030307
1.1.2 Reatfen; {i¢ Bheeoledxi2acibottdes paaladetilivaiBe)jthg Giktheidadtiaotidatohutinberte 20BRG017.
(2) NaOH, from Beijing Chemical Reagents Company, lot number: 060901. 1.1.3 Animal: Sixty

SPF ICR W%V@Wﬂ%@éh%ﬁ|M%i§s%tmié@ﬁﬂtwwwgﬁ&@ iﬂ/@@lﬂ?@lai@éﬁtfﬁ"ﬁh
provided by Vital River Laboratory, Anjmal Technaolo L Lid, ijing, and.License number: SCXK
(ing) 2000008 S B B A Sl s B B 5o the product

from ShimadZWWr@B%téaparéawm@mmemms PERIXDAREFHRY OTegIvesNARrIgmly
assigned into the following six groups: (1) the blank control group administered with distilled water (25

mi/kg); (2Sh& ENcOBREANIpNENNHEG | R3S tRAG LK EN R GidapMA gHilide TdsYdeliké) HERBA Jow
doszg)e group of the 5resent medication (L-dosage group, 3. g crude 15 drugs/kg); (5) the medium

dosafe g HEM EnefMED (MR KM R66RTHENY cifddhGrul Sty S 65ke IRGh dBsdBe
group of t.B?#@@lHdﬁﬁQ&@Ug@ﬁ@adé?ﬁq‘%%(%%‘t‘gg %\rﬁfﬁ{% e esy9sikgh %rlhgg?ysﬁﬁ#ﬁ%gg% grfe

intragastrlca y administere . at a volume o or consecutive three

fasted butsae&litiiinirrecagsoptMaiesipheldp shenexpeidiapntl Mtesiars, 20difirlt anmeinistrationr
each mouse was injected 500mg/kg of physiological saline containing 5% phenol red. Thirty minutes

later, the @ddidbavasasilificed todikedis; dbasapsittoneradsriedfanstitiivatemcribameédatig and
the tracheg was separated. A tiny openj s cut on the separated trachea and an obtuse syringe
needle of PR QAL HALPHE 200 015 TRIE e SORGR THFRINTHS. 2SS R er 1o
ligated firmlyniih Gerilisusine 1 Bhe myian washsgr iy es B6nee WilidBwab SR iHela A friine
sucked into a 1 ml syringe and the flush liquid was aspirated into a test tube. This step was repeated 3
times. 0.1oidaoiphyiel/btkotd wastepdeylftr thesflusie liquid in the tube, allowing the liquid to be basic.

The optical density (OD) value of the flush liquid was measured by a
The fine powder obtained in step (1), the essential oils obtained in step (2) and the
combined clear pastes obtained in step (4) were formulated into the tincture by a
conventional formulation process.
20

Example 8 Preparation of syrup of the present medication

Prescription:

CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS
PERICARPIUM 99 g 105 g RHIZOMA 1159 126 g

PORIA 137g ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS

MACROCEPHALAE AMARUM 126 g 1179
RHIZOMA 145¢g

SINAPIS SEMEN 105¢ RAPHANI SEMEN 94 g CINNAMOMI RAMULUS SCUTELLARIAE RADIX
609 126 g

FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBA and GLYCYRRHIZAE
25



UV-visible spectrophotometer UV-120-02 at a wavelength of 546nm, in which the level of phenol red in
the flush liquid (pg/ml) was calculated on the basis of phenol red standard curve. Comparisons among
the groups were performed by t-test. 1.3. Test results 5The results are shown in Table 3. Table 3
Effect on the amount of the phenol red excreted in mice ( X SD) Group Dosage Animal Amount of

excreted phenol red (/kg) (n) (1.19/m1) Control group 25m1 10 0.5070.105 GLKCNC group 2g 10
1.1360.4297 Rlucosolvan group Toffy 10 1.5380.486 H-:cg‘oDs"égETgFr‘&'ﬁ?%g 10 1.2920.683- M-dosage
g.

group
Preparation method:

(1) The selected clean SCUTELLARIAE RADIX was weighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;
(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
5 RAMULUS were weighed according to the weights set forth in the prescription, followed
by adding water 9 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 6 h, the essential oils were collected
for later use;
(3) the aqueous solution obtained after distillation in step (2) was collected into
10 another container, the herbal residue thereof together with ATRACTYLODIS
MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS was extracted twice with water, each
time for 3 hours, in which the amount of water was 10 times by v/w (ml/g) of the weight of
the medicinal materials for the first time and 8 times by v/w (ml/g) for the second time;
15 then, the aqueous extracts were pooled, filtrated, the distilled aqueous solution described
above was added in the filtrate, and the mixture was concentrated into a clear paste with
the relative density of 1.15-1.20 thermally measured at 60 °C for later use;
(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
20 and ARMENIACAE SEMEN AMARUM according to the weights set forth in the
prescription were weighed and extracted twice with 55% ethanol solution in an amount of
7 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 2.5
hours and the second time for 2 hours; the extracts were pooled and filtrated; ethanol in
the filtrate was recovered, and the filtrate was concentrated into a clear paste with the
25  relative density of 1.15-1.20 thermally measured at 60 °C, which was combined with the
clear paste obtained in step (3) for later use.
The fine powder obtained in step (1), the essential oils obtained in step (2) and the

combined clear pastes obtained in step (4) were formulated into the syrup by a
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69 10 1.0180.605,. L-dosage group 3g 10 0.6500.384 Note: *P<0.05; **P<0.01; P<0.001, as
compared to the control group. It can be seen from Table 3 that both the high and medium dosages
of the present medication as well as the positive control medication significantly increase the secretion
m amount, and show significant differences as compared to the control group (P<0.05, P<0.01,
P<0.001). 1.4. Summary  The above-described results suggest that the present medication has an

effect of sigyifiearinintoeasirgidregesceried sputum volume in mice measured by phenol red. 152
Effect on sputum volume in rats measured by capillary 2.1 Experimental materials 2.1.1 Medications:
(1) The present medication to be tested, 6.25 g of crude drug/g, provided by Shijiazhuang Yiling

Pharmaceutical Co. Ltd. I?,t number: 060501. 20 22 GlglquNC as t%}]ﬁgtra itignal Chinese medicine
control, 1g cru é‘ﬂﬂ@i&al (r&%rgﬁ A 5\"8@9%?@,%‘? u%@(ﬁer‘?)? 543 nghg pharmaceutical Co.,
Ltd., Apprpy@.lscrpmr: SFDA Approval No. Z-11; Lot number of the product: 060112; valid until
Decembe ucos n medjgl tral, 30mg/ta ct of
Boehringe%%gpéﬂgr%'%\?i\.éﬁtd. Gcgiﬁn%gh?iﬁ)aﬁﬁ{gr%@ér: 20%%%3&%%%% lot 5%&%@%@5@% .2.1.2
Animal:  SHREBEWidt Inice &fchly composed of mEIEEAHKY &hdles with tHE fnean body weight of

174.38 7.64 g, provided by Institute of Laboratory Animal Science, Chinese Acadamy of Medical
Sciences,FaRALitESe number: SBRKT {3iAgF2000-0008RVERI2CRR SEMFEntal PrtElE: FRUHESIxty
healthy rats were randomly assigteaRPReRHA AR IOWiINg siMARDUPSE (1) the blankogontrol group
administered with distilled water gHiromkgds ) the Mucosolvan group (11 mg /kg); (3) the GLKCNC
group (1.5 g crude drug/kg); (4) the low dosage group of the present medication (L-dosage group, 2 g

crude druglghidSHRMEM dosIHRABYACT 15 thepigaselmedioaten (MR AEYRLo

crude drug/kg); (6)the high osage.group of the present edication (H-dosage1 roup, 8 g crude

drug/kg). In the experiment, each rat was anesthetized mt?aperitoneally with 3.596 of chloral hydrate
(10m1/kg), laid down on its back horizontally and fixed. The skin of neck was incised and the trachea
was sepafate’ BHRARRYCAHSrifiEeWaS PHEkEGRFth a SHIRENEEHE R 20 the median site of the
lower edg&®fthe thyroid cartilag&between the two carfidlgfés.FA pPit€@VBf glass capillary with the length
of 5 cm and the inner diameter of 0.8 mm was inserted 4hugh the orifice in a way such that the glass
capillary V\gas just Qontactéggdi_nner wall of the trachea. When the glass capillary was filled up with
sputumn, it VBRI HPRPSRRPimmediately with another one. The sputum

(1) The selected clean SCUTELLARIAE RADIX was weighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;
(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
RAMULUS were weighed according to the weights set forth in the prescription, followed
10 by adding water 10 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 5 h, the essential oils were collected
for later use;
(3) the aqueous solution obtained after distillation in step (2) was collected into
another container, the herbal residue thereof together with ATRACTYLODIS
15 MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS was extracted twice with water, each
time for 1.5 hours, in which the amount of water was 8 times by v/w (ml/g) of the weight of
the medicinal materials for the first time and 8 times by v/w (ml/g) for the second time;
then, the aqueous extracts were pooled, filtrated, then the distilled aqueous solution

20 described above was added in the filtrate, and the mixture was concentrated into a clear
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25 volume in capillaries was determined in 1 hour prior to the administration. One hour later, the
animals in the experimental group were administered duodenally with the medications at a volume of
10 ml/kg, while the animals in the control group were administered with equal amount of physiological
saline. All of the animals were observed for the average amount of excreted sputum per hour in 1 or 2
hours post administration. Comparisons among the groups were performed by t-test with the average

amount ofpfstsedtrting heldtheudensiti@hdmispativie sanlingraaisuredzaleBrE fé Fatéesisigsults
5The results are shown in Table 4. Table 4 The effect on excreted sputum volume in rats measured by

capillary ( XSH#h6 SriafiaoskR EXNEISAARIBHERIMAKGERIAS (& BUGHIBaBINARISost
administratomE ORI SERIRR BRET ERM RRBHP P R ZINR oG ToViiAR Herea,

Difference
and ARMENIACAE SEMEN AMARUM according to the weights set forth in the

5  prescription were weighed and extracted twice with 45% ethanol solution in an amount of
6.5 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 3
hours and the second time for 2 hours; the extracts were pooled and filtrated; ethanol in
the filtrate was recovered, and the filtrate was concentrated into a clear paste with the
relative density of 1.15-1.20 thermally measured at 60 °C, which was combined with the

10  clear paste obtained in step (3) for later use.
The fine powder obtained in step (1), the essential oils obtained in step (2) and the
combined clear pastes obtained in step (4) were formulated into the suppository by a

conventional formulation process.

15 Example 10 Preparation of gel of the present medication
Prescription:
CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS
PERICARPIUM 94 g 125 RHIZOMA 119¢ 123 ¢
PORIA 135¢ ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS
MACROCEPHALAE AMARUM 1159 108g

RHIZOMA 128 ¢

SINAPIS SEMEN 110g  RAPHANI SEMEN CINNAMOMI RAMULUS ~ SCUTELLARIAE RADIX
130 g 66 g 120 g

FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBA and GLYCYRRHIZAE
128 g 290 g RADIX ET RHIZOMA
53 g.

Preparation method:
(1)The selected clean SCUTELLARIAE RADIX was weighed according to the weight
set forth in the prescription and pulverized into a fine powder for later use;

20 (2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
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Change rate(%) 18.4030.05 3.5627.60 Mucosolvan group 11mg 2.751.08 8.762.51 - 8.501.79
Difference 6.011.56- 5.751.64- Change rate(%) 238.0577.76 67 .4811 .94 L-dosage group 29
2.890.81 4.020.88* 3.150.89 Difference 1.130.77* 0.260.81

10

15

20

25

RAMULUS were weighed according to the weights set forth in the prescription, followed
by adding water 11 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 5 h, the essential oils were collected
for later use;

(3) the aqueous solution obtained after distillation in step (2) was collected into
another container, the herbal residue thereof together with ATRACTYLODIS
MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS was extracted twice with water, each
time for 2.5 hours, in which the amount of water was 10 times by v/w (ml/g) of the weight
of the medicinal materials for the first time and 8 times by v/w (ml/g) for the second time;
then, the aqueous extracts were pooled, filtrated, the distilled aqueous solution described
above was added in the filtrate, and the mixture was concentrated into a clear paste with
the relative density of 1.15-1.20 thermally measured at 60 °C for later use;

(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
and ARMENIACAE SEMEN AMARUM according to the weights set forth in the
prescription were weighed and extracted twice with 50% ethanol solution in an amount of
6.5 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 2
hours and the second time for 1.5 hours; the extracts were pooled and filtrated; ethanol in
the filtrate was recovered, the filtrate was concentrated into a clear paste with the relative
density of 1.15-1.20 thermally measured at 60 °C, which was combined with the clear
paste obtained in step (3) for later use.

The fine powder obtained in step (1), the essential oils obtained in step (2) and the
combined clear pastes obtained in step (4) were formulated into the gel by a conventional

formulation process.

Example 11 Preparation of spray of the present medication

Prescription:
CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS
PERICARPIUM 138 ¢ 144 g RHIZOMA 105 g 120 g
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Change rate(%) 45.1135.21 12.2527.55 M-dosage group 49 2.870.58 4.870.61- 4.101.01- Difference
2.000.45- 1.230.76- Change rate(%) 73.8225.84 * 27.8314.75 H-dosage group 8g 2.540.48
5.000.65*** 4.370.79- Difference

PORIA 131 g ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS
MACROCEPHALAE AMARUM 122¢g 849
RHIZOMA 156 g

SINAPIS SEMEN 119¢g RAPHANI SEMEN CINNAMOMI RAMULUS SCUTELLARIAE RADIX
959 51¢ 959

FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBA and GLYCYRRHIZAE
155 ¢g 225¢g RADIX ET RHIZOMA
32g.

Preparation method:
(1) The selected clean SCUTELLARIAE RADIX was weighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;
(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
5 RAMULUS were weighed according to the weights set forth in the prescription, followed
by adding water 10 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 4 h, the essential oils were collected
for later use;
(3) the aqueous solution obtained after distillation in step (2) was collected into
10 another container, the herbal residue thereof together with ATRACTYLODIS
MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS, and FORSYTHIAE FRUCTUS was extracted twice with water, each
time for 2 hours, in which the amount of water was 8 times by v/w (ml/g) of the weight of
the medicinal materials for the first time and 8 times by v/w (ml/g) for the second time;
15 then, the aqueous extracts were pooled, filtrated, the distilled aqueous solution described
above was added in the filtrate, and the mixture was concentrated into a clear paste with
the relative density of 1.15-1.20 thermally measured at 60 °C for later use;
(4) the selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
20 and ARMENIACAE SEMEN AMARUM according to the weights set forth in the
prescription were weighed and extracted twice with 55% ethanol solution in an amount of

6 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 3
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2.460.81- 1.830.60- Change rate(%) 103.9849.49- 74.0826.71 - GLKCNC group 11g 2.530.70
4.362.04 5.281.73 Difference - 2.011.64 - 2.931.44 Change rate(%) 87.3162.42 132.8076.71
Note:*P<0.05, P<0.01, P<0.001, as compared to the control group. It can be seen from Table 4 that
the high, medium, and low dosages of the m present medication as well as the positive control
medication significantly increase the secretion amount from the respiratory tract of rats, and show

significanthdiffey enee shassevparie éofrel copitioltpeourt(Bcte. WmrB $90ibd and filtrated; ethanol in

10

15

20

the filtrate was recovered, the filtrate was concentrated into a clear paste with the relative
density of 1.15-1.20 thermally measured at 60 °C, which was combined with the clear
paste obtained in step (3) for later use.

The fine powder obtained in step (1), the essential oils obtained in step (2) and the
combined clear pastes obtained in step (4) were formulated into the spray by a

conventional formulation process.

Example 12 Preparation of injections of the present medication

Prescription:

CITRI RETICULATAE PINELLIAE RHIZOMA ASTERIS RADIX ET FARFARAE FLOS
PERICARPIUM 154 ¢ 959 RHIZOMA 149 g 106 g

PORIA 1129 ATRACTYLODIS ARMENIACAE SEMEN PERILLAE FRUCTUS

MACROCEPHALAE AMARUM 121g 1099
RHIZOMA 137¢g

SINAPIS SEMEN 110g RAPHANI SEMEN 115g  CINNAMOMI RAMULUS SCUTELLARIAE RADIX
58¢ 1359

FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBA and GLYCYRRHIZAE
124 g 294 g RADIX ET RHIZOMA
44 g.

Preparation method:

(1) The selected clean SCUTELLARIAE RADIX was weighed according to the
weight set forth in the prescription and pulverized into a fine powder for later use;

(2) the selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
RAMULUS were weighed according to the weights set forth in the prescription, followed
by adding water 10 times by v/w (ml/g) of the weight of the medicinal materials, and
subjecting to distillation to extract essential oils for 4 h, the essential oils were collected
for later use;

(3) the aqueous solution obtained after distillation in step (2) was collected into

another container, the herbal residue thereof together with ATRACTYLODIS
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P<0.001). 2.4. Summary The above-described results suggest that the present medication has an
effect of significantly increasing the secretion amount from the respiratory tract of 5rats. 3 Conclusion:
The two experimental investigations described above confirm that the present medication has an effect
of dispelling phlegm. 10Test Example 3 Experiment on dyspnea-relieving effect of the present
medication 1 Dyspnea-relieving effect of the present medication on the panting in the guinea pig

induced bylNSRODERHSLEYRAMIOMAL PORIMeGRYONRAMSZE . RADMEdic&DnRHIZGWA he
present medication to be tested, 6.25 g crude drugs/g, provided by Shijiazhuang Yiling Pharmaceutical

Co. Ltd., I6ARMIRAEDELSIT. and BOESIA KtAEs i tddito neaTarimmad dwitaedbhwetel geFdtude
drug/pill .. (0. owder), praduced by Shapxi Guilong pharmaceutical Co., | td. roval
onmmbel SRk AT N S0 E RN OF e HBR 0 B MG B B 667.
(3) Aminopy Hie R AMASIEREBIGICHE $98nd aabindaey IR BFIHY S time,
Pharmaceutical Co., Ltd, lot number: 20061202. 1.1.2. Animals: 25Sixty white purebred guinea pigs of

Grads | eteely toergopsecusients sine fepatdedy itiftriie o) daa distijedeigheotid 3b%i06.86gcpbadded
by Beijing Keyu Animal Breeding Center, License humber: SCXK (Jing) 2002-0005. 1.1.3 Reagent: (1)

AcetylchofiRe & \Waa G e AR e Bitraiing de i IRMBR FRNESBHIBIAY, MR AuHAsSPaBIS WA
e 3 B P AN MR B0, S e Acacer

compressor, aglasadefulizesdan aftlPREshaEe iy ONMRINRE RH2L AP eFMSCtPUITOGISAPIS

SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,

10 and ARMENIACAE SEMEN AMARUM according to the weights set forth in the

prescription were weighed and extracted twice with 55% ethanol solution in an amount of

6 times in volume (ml) of the weight (g) of the medicinal materials, the first time for 3

hours and the second time for 1 hour; the extracts were pooled and filtrated; ethanol in

the filtrate was recovered, and the filtrate was concentrated into a clear paste with the

15  relative density of 1.15-1.20 thermally measured at 60 °C, which was combined with the

clear paste obtained in step (3) for later use.
The fine powder obtained in step (1), the essential oils obtained in step (2) and the

combined clear pastes obtained in step (4) were formulated into the injections by a

conventional formulation process.

20
All of the pharmaceutical compositions of the present invention administrated in the
Test Examples of the following pharmacological and toxicological experiments
(hereinafter referred to as “the present medication”) were prepared by the procedure set
forth in Example 1.
25 Test Example 1 Experiment on the cough-checking effect of the present

medication
1. Cough-checking effect on the aqueous ammonia-induced cough in mice
1.1 Experimental materials

1.1.1 Medications:
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The healthy guinea pigs evenly composed of males and females were screened preciously. The
guinea pigs were individually placed into the 4 L 10 bell-shape glass container and sprayed with a
mixed liquid of 29'acetylcholine chloride and 0.19' histamine phosphate in equal volumes at a pressure
of 400 mmHg for 20s. After the spaying, the guinea pigs were observed for the incubation period for
asthmatic convulsion (the time that the asthmatic convulsion takes to occur after ceasing the spaying)

within 6 minutgs) Thieegyiresentg sizelidatidhetol bisctezadan peadyl eudstharays/gonvelsion ebake
120s would not be chosen. Sixty screened guinea pigs were randomly assigned into the following six

groups witAedicatiamalsvper gradp: (19he8hBolcaveep aiamisteredidath diytilRbiiaateyasamiiio(2)

the Amin lline grou 05,9/kg); (3) the GL group (1. rude drug/kq); (4) the low dasage
aroup of (DTSRRI RS SHEESS IEHRL T ot RS R P BB i S

group of tﬁ%{?ﬂ%%éf@?m%@oékﬂ\érﬁﬁéﬁﬂe group, 3.5 g crude drugs/l_<g); (6_) the high dosage group of
the present medication (H-dosage group, 7 g crude drugs/kg). The animals in the test groups were

intragastrically @ m@speresst) e aHg ddeme 06d mMidkddor (€iHIgcative iergeoddtysewbdetifed apfingals
in the control group were administered 25 with equal amount of physiological saline. An

asthma-in@SHR) @xpadidRAtwdd reéamied. i sedueeHoSytHRSIHRBas AR D T FRERGRE BRI
were indiv%déjalm %e‘%(-{:dnﬁ\ t%e_ A@ééﬁlgshéarﬁ)g \gl,lahsdz &ﬁﬂ}ajﬁ%rea”é’o ayed with a mixed liquid of
ilori A97Nis ate

29'acetylcholine chloride plus tamine phosp in"eéqudl volumes at a pressure of 400 mmHg

for 20s. Then, {hg @iﬂi‘iﬁ)ﬁ@%%@ﬁﬁemﬁg agbgIincehMORN O fRE asBYRAIE eMikbias (glso
known as the asthma-inducing incubation period) within 6 minutes, that is, the time it takes for

asthmaticteaditidsiah Ghiceseamd tbicthe,glignetupig tbr fgbdulviiOaBie of gzmivapthees el ngradheced
incubation period lasting for more than 6 min was counted as 360 s. 5 The experimental results were
h%W?%?QB@é@. s

compAre PRI EHFTgsRhRIRAgGestisat L - rddd i PREPRMYBRE S
Effect on %?Wg?aq?a'i%‘" d)r@&dgp b .Qjaﬁwipﬁggg M'é?P 6637(1:10, XSD) Group Dosage

Incubation peri ling-down time™ (g/kg) ($econd) (secon ontrol group 5m1 68.642.2 129.449.5
Aminophylline grogpahhal228.043.3 358.53.4
Sixty Kunming mice of Grade Il evenly composed of males and females with
the mean body weight of 19.90 + 0.66 g, provided by Institute of Laboratory

15 Animal Science, Chinese Academy of Medical Sciences, License number: SCXK

(Jing) 2000-0006.
1.1.3 The Formula of animal feed and nutritional ingredients:
Rat maintenance feed, produced by Beijing Ke Ao Xie Li Feed Co., Ltd., License
number: Jing Animal (2000) No.015. Essential components [Beijing Nutrition & Health

20 Inspection File (1997) No.083]: Moisture < 9.5%, ash < 7.8%, protein = 7.8%, fat = 4.3%,
crude fiber < 11.0%, lysine = 1.39%, methionine + cysteine: 0.3-0.54%, calcium: 1.0%,
phosphorus: 0.54%, folic acid: 21.1mg/kg, vitamin A = 11.4/kg, vitamin D = 98ug/kg, B
vitamins: 24.11-164mg/kg, calorie: 4.62 thermie/kg.

1.1.4 Rear condition for the animals:

25 Barrier environment rearing facilities of Laboratory Animal Center, Xiyuan Hospital,
Chinese Academy of Traditional Chinese Medicine, License number: SCXK (Jing)
2003-0808. Ambient temperature: 22-24 °C, Relative humidity: 45-60%.

1.1.5 Reagent:
Ammonium hydroxide, produced by Beijing Century Red Star Chemical Co., Ltd. lot
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L-dosage group 1.75 94.729.6 - 215.453.8 M-dosage group 3.5 116.030.9* 242.264.2- H-dosage
group 7 145.845.5** 266.558.2 GLKCNC group 1.2mg 123.337.0- 215.1110.2* 10Note: *P<0.05;
P<0.01; P<0.001, as compared to the contro group. It can bee seen from Table 5 that both the
medium and high-dosage of the present medication can significantly prolong the incubation period and
deferring the falling-down of guinea pigs with asthma induced by acetylchline chloride plus histamine
phosphateinissEnRoEeo3ah the control group (P<0.05, P<0.01, P<0.001). The low dosage of the
15present medication can significantly defer the falling-down in comparison with the control group
(P<0.05). 1.4. S@nfmpgyimentahpreggsimental results above show that the present medication has a

Pistamine phodS itk U o OB e A DA RaeA o Lo B T
e DRSS GoLE Al U S e SRR
extract thengpkglay BisHtbaBGd IONE gnba thé2renoinedecahroeyiigit @ thehlewedpsaigeegtoup of the
present medication (L-dosage group, 3 g crude drug/kg); (5) the medium dosage group of
the present medication (M-dosage group, 6 g crude drug/kg); (6)the high dosage group of
the present medication (H-dosage group, 12 g crude drug/kg). The mice were
intragastrically administered qg.d. at a volume of 25 ml/kg for consecutive three
10 days. Each mouse was placed into a 500 ml beaker containing a tampon in 30 min
post the final administration. 0.2 ml of aqueous ammonia was sucked into a 1 ml
syringe and injected into the tampon. Then, the beaker was inverted quickly. The
mouse was observed to record the cough incubation period and the cough number
within 3 minutes. Comparisons among the groups were performed by t-test.
15 1.3. Test results

The results are shown in Table 1.

Table 1: Cough-checking effect on mice

Number Dosage | Incubation period (Sec) | Cough number

of animals (times /3 min)
Group

(n) (/kg) (X +SD) (X +SD)
Control group 10 25ml 60.10£11.70 44.80+£9.10
CHT group 10 12mg 118.30427.23" 28.40+9.75~
L-dosage group 10 39 68.90+21.44 40.80+8.27
M-dosage group 10 69 79.60+22.24° 36.00+9.33°
H-dosage group 10 129 94.80+22.27" 31.50+5.99"
GLKCNC group 10 29 85.40+17.03" 35.20+7.60°

Note: 'P<0.05, P<0.01, P<0.001, as compared to the control group.

It can bee seen from Table 1 that both the medium and high dosages of the
20 present medication as well as the positive control of the medication significantly
prolong the incubation period of the cough induced by aqueous ammonia in mice

and reduce the cough number, and show significant differences as compared to
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(2) GLKCNC as a traditional Chinese medicine control, 1g crude drugs/pill (0.3g of powder per pill),
produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval number: SFDA Approval No. Z-11;
production date: 2006.01.01; lot number of the product: 060112; valid until December 2007. 10(3)
Aminophylline as a western medicine control, 0.1g/tablet, the product from Beijing Zizhu
Pharmaceutical Co., Ltd, lot number: 20061202. 2.1.2. Animals:  Sixty white purebred guinea pigs of
Grade | eyrely koRpeset of grales aPddedBhlEsiththP «0ee0 Hedy weight of 222.33 20.0g, provided
by Beijing Keyu 15Animal Breeding Center, License number: SCXK (Jing) 2002-0005. 2.1.3 Reagents:
(1) Antigen: OVadb iHMMSDY /bottle, from Sigma, Cat: A5253, packinged by Beijing Xin Hui Ze Ao

Sci d Technol ., Ltd. Ad] P ' ' irty, billi its/ml,
ot Tampute, TR NOHA Z0RLG 8P Con 8! off B SEHUuLAp FARILgiEh Fabalaet o
number: Q4hifdahifStBIBAG thENATREIIYSHIGRPRAANS: SO AIHCHRAIEEOb HaBRous

nebulizer, and a 4L beéll-shape glass container. 2.2 Experimental process 25The experiment was
perfosmedaim tmanstages. FElyirnye yeineagliga webesénstiiosd. Sixty white, healthy and purebred
guinea pigs were selected and each of them was injected intramuscularly at the rear leg with 4 mg of

ovalbumin (O-%EBGQWEWM O G Gt 1A MRS Y S AT AfiGetime injected

intraperitoneally with Z2x1010 bacferia of the pertussis vaccine, for senSitization. The sensitized
animals were 21deBpdrieexparinestinisl4 days post the injection. Secondly, the animals at Day 10 of
the sensitization were randomly assigned into the following six groups with 10 animals per group: (1)
the blank contrilgtoMgdaatiargered with distilled water (5m1/kg); (2) the Aminophylline group

(0.05g/kg); (3) the GLKCNC group 5 (1.29 crude drugs/ka); (4 low dgsa roup of the present
mediation (1 Boad g L e S TR b e Bio HRE Y
medigatiog kiyladAsRER ¥iAHE. Fhatntadaayoska)ido)ihaliapstosgae@roup of the present

medication (H-dosage group, 7g crude drugs/kg). The animals in the test groups were intragastrically
administered at2) VaIUkEENS 24 0thd/kepglididoa tdsiemar enfiedidays, anteahel gnimatieird thig Hipitlk
group were administered with equal volume of phésiolo ical saline. The guinea pigs were individually

placed intéPtHE SEARUTRT Pal BHpRBEHERAN I MIHHBONA PRAET AGRIHRH &rBn bitk 4PRIRith
a solution,gf 35,0 R"i\gﬁ#!?\‘?a‘f%ﬁa% kg SO gagk%fhognrggﬁ&f DEHE Jgﬁgseﬂﬁﬁi’ﬁ*d

guinea pigs were 15 observed to record the intubation perio c convulsion’an

numbers gjdae mmaratdizplaying dyspnea, convulsion and falling-down as well as death within 6
minutes (360 seconds). For the animal without dyspnea and without convulsion and falling-down within
6 mihtites, the (Bicubbilorapetity Wesiefwasadiaimedeanieb sl Orhagiqeiginepratiesdtdwereijing

compared_ among the groups by t-test. The 20 number of the de Imals was examj .
i SquarSTHGL91S FEE RS TR o MOl SRR SBAB 2B OPHBII G ErEagn 06061 valid
ovalbumirhmﬁtm,aﬁg@p bronchial spasm in guinea pigs (n=10, X SD) Group Dosage Incubation

period
2.1.2 Animal:

Sixty purebred guinea pigs of Grade | evenly composed of males and females
20 with the mean body weight of 206.65 + 6.92¢g, provided by Beijing Keyu Animal
Breeding Center, License number: SCXK (Jing) 2002-0005.
2.1.3 Reagent:
Citric acid, produced by Beijing Chemical Plant, lot number: 960904.
2.1.4 Apparatuses:
25 An air pump, 4L bell-shape glass container, and a glass sparger.
2.2 Experimental process
The guinea pigs were individually placed into the sealed 4L bell-shape container with
prior to the experiment and a solution of 17.5% citric acid was sprayed for 1 minute at a

pressure of 400 mmHg through the glass sparger. The guinea pigs were screened
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Occurrence of dyspnea Occurrence of convulsion and fall-down Number of dead animals (g/kg)
(second) (second) (second) Blank control group 5m1 51.3013.51 73.7025.72 101.5040.07 9
Aminophylline group 0.05 330.0051.69... ... 352.5023.72 360.000.00... L-dosage group 1.75

10

15

20

according to the cough number recorded within 5 minutes. guinea pigs with a cough
number of less than 10 were rejected and the qualified ones were chosen for the
experiment. Sixty screened qualified guinea pigs evenly composed of males and females
were randomly assigned into the following six groups: (1) the blank control group
administered with distilled water (5 ml/kg); (2) the CHT group (7 mg/kg); (3) the
GLKCNC group (1.2g crude drugs/kg); (4) the low dosage group of the present
medication (L-dosage group, 1.75 crude drugs/kg); (5) the medium dosage group of the
present medication (M-dosage group, 3.5 g crude drugs/kg); (6) the high dosage group of
the present medication (H-dosage group, 7 g crude drugs/kg), in which each animals
were intragastrically administered g.d. at a volume of 5 ml/kg for consecutive three days,
while the animals in the control group were administered with equal amount of
physiological saline. Each guinea pig was placed into the sealed 4L bell-shape container
in 30 min post the final administration and 17.5% of citric acid was sprayed for 1 minute
at a pressure of 600 mmHg through the glass sparger. The guinea pigs were observed to
record the cough incubation period and the cough number within 5 minutes.
Comparisons among the groups were performed by f-test.

2.3. Test results

The results are shown in Table 2.

Table 2: Cough-checking effect on guinea pigs ( X +SD)

Number of | Dosage | Incubation period Cough number
Group animals

(n) (9/kQ) (sec) (times/5min)
Control group 10 5mi 86.60+40.07 13.80+4.83
CHT group 10 7mg 196.80+66.22 6.10+3.57
GLKCNC group | 10 1.2 152.00+47.56 6.90+4.20"
L-dosage group | 10 1.75 109.30+35.14 9.30+2.63"
M-dosage group | 10 3.5 138.70+44.87 8.20+2.15"
H-dosage group | 10 7.0 181.00458.73" 7.50+3.27"

Note: 'P<0.05, P<0.01, P<0.001, as compared to the control group.

The experimental results demonstrate that the high and medium dosages of

the present medication significantly prolong the cough incubation period and
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- 105.2046.30 142.9072.30 196.80111.64. 5 M-dosage group 3.5 123.5043.90- 167.6051.53-
249.6097.03- H-dosage group 7 188.5077.64- 257.0096.84- 306.0085.04- GLKCNC group 1.2mg
84.6032.17 255.00103.57- Note: *P<0.05; P<0.01; P<0.001, as compared to the control group.

can bee seen from Table 6 that the low, medium and high dosages of the present medication as well

as the positive control medication can prolong the asthma incubation period, defer occurrence of

dyspnea, podvuisioneird frjhdawimdeandiedsne e iguitleimf déts endvsls auud slsar s ndicaet

differences as
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10
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25

control group (P<0.05, P<0.01, P<0.001). The low dosage of the present
medication has a significant effect of reducing the cough number (P<0.05), while
hasn’t an apparent effect of prolonging the cough incubation period.
2.4. Summary
The above-described result indicates that the present medication has an effect of

significantly prolonging the cough incubation period and reducing the cough number.

3 Conclusions:

The experimental investigations described above show that the present medication
has an effect of significantly prolonging the incubation period of the cough induced by
aqueous ammonia or citric acid and reducing the cough number in mice, which suggests

that the present medication has cough-checking effect.

Test Example 2 Experiment on phlegm-dispelling effect of the present
medication

1 Effect on sputum volume in mice measured by phenol red

1.1 Experimental materials

1.1.1 Medications:

(1) The present medication to be tested, 6.25 g crude drugs/g, provided by
Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501.

(2) GLKCNC as the traditional Chinese medicine control, 1g crude drugs/pill
(0.3g of powder per pill), produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval
number: SFDA Approval No. Z-11; Lot number of the product: 060112; valid until
December 2007.

(3) Mucosolvan as a western medicine control, 30mg/tablet, the product of
Boehringer Ingelheim Int. Ltd. German, lot number: 206362, distribution lot
number:030307.

1.1.2 Reagent:

(1) Phenol red, 25¢g/bottle, produced by Beijing Chemical Plant, lot number:
37
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compared to the control group (P<0.05, P<0.01, P<0.001). 2.4. Summary  The experimental results
show that the low, medium and high dosages of the present medication can prolong the incubation
period of the allergic bronchial 10 spasm and defer the occurrence of dyspnea, convulsion and
fall-down, and can also reduce the number of dead animal, thus significantly ameliorating the
ovalbumin-induced allergic bronchial spasm. 3 Conclusion: The two experimental investigations
describedzimyesiupgest that the 15present medication has an effect of relieving dyspnea. Test
Example 4 Anti-inflammation experiment of the present medication 1. Effect on xylene-induced ear
swelling in mic2). Na&PerirashtBediaefanerocal Regaeats: Cosmagnuneding mBR ni6d8Ptrade I
with the mean ﬁﬁf ejﬁgt of 19.77 0.91 g, provided by the breeding farm of the Institute of
Laboratory Animal A Chinese Academy of Medical Sciences, License number: SCXK (Jing)
2000-0006. 1. I dfesfptiger: ArEl) T08MPERthBRtieriT iR asadhERd il (08 @an
provided by Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501. (2) GLKCNC as a
traditidnaldSipaseigledidin® @2wbl2 Iy pnalédddsypili i@l R) o poablergier pifhipnad Tewth by IS hanxi
Guilong pharmaceutical Co., Ltd., Approval number: SEDA Approval No. Z-11; Lot number of the
product: 08011 btd:alRBiNODABEhIHER DEE N BB Al PR EitEHBEbRRZM s a western medicine
control, 0.3 g/t?b]lej_, Ipr&criu%egnt?y Yantai the Second Pharmaceutical Factory), lot number: 011102.
The above-desc'ribecp Medications were formulated with distilled water into the required concentrations
in the eXperimw-ﬁs%lgxﬁfﬂmﬁiﬁﬁb%ﬁﬁﬁéi 1R%igBI:healthpmme Weke ransealy AssonSHitniRIze
following six groups with 10 animals per group: (1) the control group administered with physiological
saline (25@alRgyat@nthdapapirin group (0.2 g/kg); (3) the GLKCNC group (2 g crude drugs/kg); (4) the
low dosage group of the present medication (L-dosage group, 3g crude drugs/kg); (5) the medium
dosdde group dfthEHRESERENB HREAEESN (M-dosage group, 6g crude drugs/kg); (6)the high dosage

group of the pr icati - ge.areun. rugs/ ' ' I groups
were intragastrlgc??aﬁlr}zt g?r#lnl tgﬁ]ireélgag'%s\r%lﬁerﬁe gﬁz'g ?r?%/lggig%g%ﬁ §o¥ﬁséegﬂ%2‘aﬁ§:§ ég?/%v&ﬁsﬁ'e?tm
animals infiee blank JEHRNYETgrRUPINisiaTRi v FeaaultHoluTSEI RIPhyaidlegie® salineg)0. k! eie
xylene was dropped onto the right ear of 20 each mouse in 30 minutes after the administration at Day
3. Fifteen Miraaee Iivaer, areumith8l mgdkarifitethisy GistoeaNiong Fsls (Regeqsunienddugisikg hold)

puncher o m at the same sites orlthe ri%?t and |eft auricles. The pieces from the right and left ears

Wore weighRATMLHAER 085 i AHIBb e BRGREL. T HESIC8 o AP SAERnG Rl Rach MAU4e fas
caleylatecpy utiactian ehierueialihobile68 RirseSram that prdae Fihhgaipistsn GRMBRLSRRS of

the degree ofear sweﬁ?ng among the groups were perF(I)rmed by t-test. 1.3. Test results The results
are showghoUpple ¢ dalde dRitpstaf) thespriesemighedicaips gnoopené-indupessamntisecttic awehling

(n=10. X ?IEl)?dosage group, 12 g crude drugs/kg). Each mouse was intragastrically

administered g.d. at a volume of 25 ml/kg for consecutive three days. The mice

were fasted but had Ad libitum access to water prior to the experiment. After the

20 final administration, each mouse was injected 500mg/kg of physiological saline

containing 5% phenol red. Thirty minutes later, the mouse was sacrificed and

fixed in dorsal position. The skin of neck was incised medianly and the trachea

was separated. A tiny opening was cut on the separated trachea and an obtuse

syringe needle of 7 Gauge was inserted about 0.3 cm into the trachea through the

25 opening and then ligated firmly with a silk suture. The airway was washed three

times with 0.5 ml of physiological saline sucked into a 1 ml syringe and the flush

liquid was aspirated into a test tube. This step was repeated 3 times. 0.1ml of

1mol/L NaOH was added to the flush liquid in the tube, allowing the liquid to be

basic. The optical density (OD) value of the flush liquid was measured by a
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Group Dosage Number of animals Swelling rate (g/kg) (mg) Blank control group 25m1/kg 10
7.502.07 Aspirin group 0.2 10 3.500.71** GLKCNC group 2 10 4.801.87** L-dosage group 3 10
6.202.25 M-dosage group 6 10 5.301.77* H-dosage group

5

10

15

20

UV-visible spectrophotometer UV-120-02 at a wavelength of 546nm, in which the
level of phenol red in the flush liquid (ung/ml) was calculated on the basis of phenol red
standard curve. Comparisons among the groups were performed by t-test.

1.3. Test results

The results are shown in Table 3.

Table 3 Effect on the amount of the phenol red excreted in mice ( X £SD)

Group Dosage Animal 's:;c:j)r;tr;; excreted
(/kg) (n) Cug/mb
Control group 25ml 10 0.507+0.105
GLKCNC group 29 10 1.136+0.422"
Mucosolvan group 16mg 10 1.538+0.486
H-dosage group 129 10 1.292+0.683"
M-dosage group 69 10 1.0180.605
L-dosage group 39 10 0.650+0.384

Note: P<0.05; P<0.01; P<0.001, as compared to the control group.

It can be seen from Table 3 that both the high and medium dosages of the present
medication as well as the positive control medication significantly increase the secretion
amount, and show significant differences as compared to the control group (P<0.05,
P<0.01, P<0.001).

1.4. Summary

The above-described results suggest that the present medication has an effect of

significantly increasing the excreted sputum volume in mice measured by phenol red.

2 Effect on sputum volume in rats measured by capillary

2.1 Experimental materials

2.1.1 Medications:

(1) The present medication to be tested, 6.25 g of crude drug/g, provided by
Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501.

(2) GLKCNC as the traditional Chinese medicine control, 1g crude drugs/pill
(0.3g of powder per pill), produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval
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12 10 5.001.25** Note: *P<0.05; P<0.01; P<0.001, as compared to the control group.  As shown in
Table 7, the right ears of the mice in the control group swell significantly with increased thickness and
differences between the pieces from the right and left ears 5 is obvious. The high and medium
dosages of the present medication as well as the positive control medication can significantly inhibit
the xylene-induced ear inflammation in mice as the swelling of right ears in mice reduced significantly

and showsightfsrars Bilfare\meeas cmparad td_tte momntsel gopuhPsdabeP <8601 ).2vhikel idedawl
dosage of the present medication doesn't show apparent 10 swelling-inhibitory effect and displays no

significanRER&eRes 298dmpared to the control group. The experimental results show that the
medium and hi sages pf the present medication have better gntj-infla tion effect on th
ylene-induced Sa A VABLAR RONEREY SURTIGIRS 16l pitmaliahleal RecRSrHER afe
medium agd highhdesagrg ahbrPrasent redigaisnexerbeignlinparanddaiepmetion sliedPnahe
xyleneinduced ear swelling mouse model. 2. Effect on carrageenan-induced swelling of rat's footpad
2.1. Bxpenomerital 1D3G3@Kk 2.1.1. Medications: (1) The present medication to be tested, 6.25g

crude drugs/g, provided by Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501.  (2)
GLKCNC agd tradilBRal Chinese medicine control, 1g crude drugs/pill (0.3g 5 of powder), produced

by Shani CuleapiagpRseyIGCoy i ARSYEW I IREI.SERA ARRIRXU MR Bl it pylper

of the produc until Decembe Spirin-enteric-coa as a wes

medicine grigiNN. -3 B1taBlet. M dceddiidéantsi thstkreasd Bharatase uinm dasémnkdoCHIReY:

011102. 10The above-described medications were prepared into the required concentrations with
distilled wagadarheahidedinahbcienggsCanddiéesiase fromSIGHBX IO ting)b2000100BL51, prepared
into required concentrations for the experiment. 2.1.2. Animals: 15Sixty while Wistar male rats of
Grad@ | with tHe eXPeERE URlIBIREISES7.05 8.49 g, provided by Institute of Laboratory Animal

Science, Chin - ' [ iC : [ 00- .2
Experimental gi%gs%sa grer}ﬁegéﬁm%ﬁ% é\tﬁsé\}/?vgre r r§§§§f§%§g§g§1éﬁcj‘%m éﬁa}e‘}%%%vggggﬁ%éﬁ&:e(l)
the 20 blaynrtondistgrgriupcamisietecbwiitHisidaby aiateil0 0K (2the A ’Riido vdn Grolp
mg/kg); (3) the GLKCNC group (1.5 g crude drugs/kg); (4) the low dosage group of the present
medicatiofl {Lra@dsgk Grols, Cld<éidde g Ko, gsyrteradala)dothie devupasiage piegersf the
medication (M-dosage.graup, 4 g crude drugs/kg); (6)the high dos roup of the present medicagtion
(- dosagBETER B U b eRaR oo o S TIBHE o 155¢ o LA G At ec
by capilags apilisaioRaneiion WiasedAs Bib USRI InadRynissRiemidhacaimaly B petest
groups were intragastrically administered at a volume™of 10 ml/mg qg-d. for consécutive three days,
while the #mnpatssinthe ediatitibgr (itivsng entragast8agity abninigidigy Withhbeegeaimelnimeath
physiological saline. Each rat was inflamed by subcutaneous injection 0.05 ml of 1% carrageenan into

the rat leff BSoNRR AN 8Bt AH pRdtiHEaRRIitRMEAlSritigh SThgeveiurhéarahly i kateral funfiea. frid
8 N R e A e e

trachea was separated, on which an orifice was pricked with a syringe needle at

20 the median site of the lower edge of the thyroid cartilage between the two

cartilages. A piece of glass capillary with the length of 5 cm and the inner diameter

of 0.8 mm was inserted through the orifice in a way such that the glass capillary

was just contact the inner wall of the trachea. When the glass capillary was filled

up with sputum, it would be replaced immediately with another one. The sputum

25 volume in capillaries was determined in 1 hour prior to the administration. One

hour later, the animals in the experimental group were administered duodenally

with the medications at a volume of 10 ml/kg, while the animals in the control

group were administered with equal amount of physiological saline. All of the

animals were observed for the average amount of excreted sputum per hour in 1 or
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52.3. Test results The results are shown in Table 8. Table 8 Effect on carrageenan-induced swelling of
rat's footpad (n=10, X SD) Group Dosage Before inflammation Changes of foot volume after
inflammation (ml) (g/kg) Foot volume (ml) 0.5h 1h 2h 4h 6h Control group 0.960.03 1.300.06
1.370.04 1.420.04 1.420.05 1.420.04 Difference 0.350.07 0.410.05

2 hours post administration. Comparisons among the groups were performed by
t-test with the average amount of the secretion in 1 hour prior to administration
serving as a normal value.
2.3. Test results
5 The results are shown in Table 4.

Table 4 The effect on excreted sputum volume in rats measured by capillary ( X +SD,

n=10)
Dosage Excretion value (cm)
Group (’kg) th Prl_or to. 1 h post administration 2h Po_St )
administration administration
Blank control 10m| 2.54+0.97 2.924+1.13 2.57+0.98
group
Difference 0.38+0.67 0.03+0.64
Change rate(%) 18.40£30.05 3.56+27.60
Mucosolvan 1img | 2.75+1.08 8.7642.51" 8.50+1.79""
group
Difference 6.01+1.56 5.75+1.64
Change rate(%) 238.05+77.76 67.481+11.94
L-dosage group | 29 2.89+0.81 4.02+0.88' 3.15+0.89
Difference 1.13+0.77 0.26+0.81
Change rate(%) 45.11£35.21 12.251£27.55
M-dosage group | 4g 2.87+0.58 4.87+0.61 4.10+1.017
Difference 2.00+0.45 1.23+0.76~
Change rate(%) 73.82+25.84 27.83+14.75
H-dosage group | 8g 2.54+0.48 5.00+0.65 4.37+0.79"
Difference 2.46+0.81" 1.83+0.60
Change rate(%) 103.98+49.49 74.08+26.71
11g 2.53+0.70 4.36+2.04 5.28+1.73"
GLKCNC group - =
Difference 2.01+1.64 2.93+1.44
Change rate(%) 87.31+62.42 132.80+76.71

Note: P<0.05, "P<0.01, P<0.001, as compared to the control group.

It can be seen from Table 4 that the high, medium, and low dosages of the
10 present medication as well as the positive control medication significantly
increase the secretion amount from the respiratory tract of rats, and show

significant differences as compared to the control group (P<0.05, P<0.01,
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0.460.05 0.460.07 0.460.05 Snelling rate (/0) 36.608.62 43.256.48 48.476.41 48.328.27 48.266.22
Aspirin group 0.15 0.98fJ.03 1.190.04 1.230.04 1.270.02 1.300.04 1.240.03 Difference 0.210.05***
0.250.03*** 0.290.03*** 0.320.04*** 0.260.04***

P<0.001).
2.4. Summary
The above-described results suggest that the present medication has an
effect of significantly increasing the secretion amount from the respiratory tract of

5 rats.

3 Conclusion:
The two experimental investigations described above confirm that the present

medication has an effect of dispelling phlegm.

10 Test Example 3 Experiment on dyspnea-relieving effect of the present

medication

1 Dyspnea-relieving effect of the present medication on the panting in
the guinea pig induced by histamine plus acetylcholine

1.1 Experimental materials

15 1.1.1. Medications:

(1) The present medication to be tested, 6.25 g crude drugs/g, provided by
Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501.

(2) GLKCNC as the traditional Chinese medicine control, 1g of crude drug/pill
(0.3g of powder), produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval

20 number: SFDA Approval No. Z-11; Lot number of the product: 060112; valid until
December 2007.

(8) Aminophylline as a western medicine control, 0.1g/tablet, the product from
Beijing Zizhu Pharmaceutical Co., Ltd, lot number: 20061202.
1.1.2. Animals:

25 Sixty white purebred guinea pigs of Grade | evenly composed of males and
females with the mean body weight of 198.55 + 6.30g, provided by Beijing Keyu
Animal Breeding Center, License number: SCXK (Jing) 2002-0005.

1.1.3 Reagent:

(1) Acetylcholine chloride, 1g/bottle, from Beijing Chemical Reagents
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Snelling rate (/0) 21.45.49*** 25.43.87*** 29.74.00*** 32.804.78*** 26.263.95*** Inhbition rate (/0)
41.53 41.19 38.63 32.11 45.59 GLKCNC group 1.5 0.980.04 1.250.06 1.310.04 1.360.04 1.370.06
1.310.06 Differenc e 0.270.06* 0.330.04***
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Company, lot number: 060211.
(2) Histamine phosphate, 5g/bottle, from Shanghai Institutes of Biological

Science, Chinese Academy of Sciences, Production No. 1702.

1.1.4 Instrument:

An asthma-inducing apparatus, an air compressor, a glass nebulizer, and a
4L bell-shape glass container.

1.2 Experimental process

The healthy guinea pigs evenly composed of males and females were
screened preciously. The guinea pigs were individually placed into the 4 L
bell-shape glass container and sprayed with a mixed liquid of 2% acetylcholine
chloride and 0.1% histamine phosphate in equal volumes at a pressure of 400
mmHg for 20s. After the spaying, the guinea pigs were observed for the incubation
period for asthmatic convulsion (the time that the asthmatic convulsion takes to
occur after ceasing the spaying) within 6 minutes. The guinea pig showing the
incubation period for asthmatic convulsion above 120s would not be chosen. Sixty
screened guinea pigs were randomly assigned into the following six groups with
10 animals per group: (1) the control group administered with distilled water (5
ml/kg); (2) the Aminophylline group (0.05 g/kg); (3) the GLKCNC group (1.2 ¢
crude drug/kg); (4) the low dosage group of the present medication (L-dosage
groups, 1.75g crude drugs/kg); (5) the medium dosage group of the present
medication (M-dosage group, 3.5 g crude drugs/kg); (6) the high dosage group of
the present medication (H-dosage group, 7 g crude drugs/kg). The animals in the
test groups were intragastrically administered g.d. at a volume of 5 ml/kg for
consecutive three days, while the animals in the control group were administered
with equal amount of physiological saline. An asthma-inducing experiment was
performed in 30 min post the final administration. The guinea pigs were
individually placed into the 4 L bell-shape glass container and sprayed with a
mixed liquid of 2% acetylcholine chloride plus 0.1% histamine phosphate in equal

volumes at a pressure of 400 mmHg for 20s. Then, the guinea pigs were observed
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0.380.04*** 0.290.05*** 0.330.06* Snelling rate (/0) 27.296.41* 33.24.27*** 38.615.29** 39.856.84*
33.726.88*** Inhbition rate (/0) 25.41 23.06 20.35 17.52 30.13 L-dosage group 2 0.980.03 1.230.03
1.300.03 1.330.03 1.400.02 1.350.02

for the incubation period for asthmatic convulsion (also known as the
asthma-inducing incubation period) within 6 minutes, that is, the time it takes for
asthmatic convulsion to occur and for the guinea pig to fall down after ceasing the
spaying. The incubation period lasting for more than 6 min was counted as 360 s.
5 The experimental results were compared among the groups by t-test.
1.3. Test results
The results are shown in Table 5.
Table 5 Effect on dyspnea of guinea pigs induced by histamine plus

acetylcholine (n=10, X +SD)

Group Dosage | Incubation period | Falling-down time
(g/kg) (second) (second)

Control group 5ml 68.6142.2 129.41+49.5
Aminophylline group 0.05 228.0+43.3" 358.5+3.4
L-dosage group 1.75 94.7+29.6 215.4453.8"
M-dosage group 35 116.0£30.9° 242.2+64.2"
H-dosage group 7 145.8445.5" 266.5+58.2"
GLKCNC group 1.2mg 123.3+37.0° 215.1+110.2°

10 Note: P<0.05; P<0.01; P<0.001, as compared to the control group.

It can bee seen from Table 5 that both the medium and high-dosage of the present
medication can significantly prolong the incubation period and deferring the falling-down
of guinea pigs with asthma induced by acetylchline chloride plus histamine phosphate in
comparison with the control group (P<0.05, P<0.01, P<0.001). The low dosage of the

15 present medication can significantly defer the falling-down in comparison with the control
group (P<0.05).

1.4. Summary

The experimental results above show that the present medication has a
significant dyspnea-relieving effect on asthma of guinea pigs induced by acetyl-

20 chline chloride plus histamine phosphate.

2. Effect on ovalbumin-induced allergic bronchial spasm in guinea pigs

2.1 Experimental materials
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Differenc e 0.250.03** 0.320.03*** 0.350.02*** 0.290.07*** 0.380.04*** Snelling rate (/0) 25.853.70**
33.03.70*** 36.23.20*** 43.484.27 38.495.10** Inhbition rate (/0) 29.35 23.66 25.16 10.03 20.25
M-dosage group 4 0.980.04 1.160.05 1.240.04

2.1.1. Medications:

(1) The present medication to be tested, 6.25 g crude drugs/g, provided by
Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501, the powdered
extract thereof was used and diluted into the required concentrations in the

5 experiment.

(2) GLKCNC as a traditional Chinese medicine control, 1g crude drugs/pill
(0.3g of powder per pill), produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval
number: SFDA Approval No. Z-11; production date: 2006.01.01; lot number of the product:
060112; valid until December 2007.

10 (8) Aminophylline as a western medicine control, 0.1g/tablet, the product from
Beijing Zizhu Pharmaceutical Co., Ltd, lot number: 20061202.
2.1.2. Animals:
Sixty white purebred guinea pigs of Grade | evenly composed of males and
females with the mean body weight of 222.33 = 20.0g, provided by Beijing Keyu
15 Animal Breeding Center, License number: SCXK (Jing) 2002-0005.
2.1.3 Reagents:
(1) Antigen: Ovalbumin, 50g /bottle, from Sigma, Cat: A5253, packinged by
Beijing Xin Hui Ze Ao Science and Technology Co., Ltd.
(2) Adjuvant: Pertussis vaccine, thirty billion units/ml, 2ml/ampule, from National
20 Institute of Control on Pharmaceutical and Biological Product, lot number: 04-1.

2.1.4 Instrument:

An asthma-inducing apparatus, an air compressor, a glass nebulizer, and a
4L bell-shape glass container.

2.2 Experimental process

25 The experiment was performed in two stages. Firstly, the guinea pigs were
sensitized. Sixty white, healthy and purebred guinea pigs were selected and each of
them was injected intramuscularly at the rear leg with 4 mg of ovalbumin (0.1ml of
physiological saline containing 4% ovalbumin) and at same time injected intraperitoneally

with 2x10'° bacteria of the pertussis vaccine, for sensitization. The sensitized animals
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1.290.04 1.330.03 1.270.03 Differenc e 0.230.03*** 0.270.03*** 0.320.02*** 0.360.02*** 0.280.02***
Snelling rate (/0) 24.02.82*** 28.42.57*** 32.82.08*** 37.182.99*** 28.862.53*** Inhioftion

were used in the experiment in 14 days post the injection. Secondly, the animals at
Day 10 of the sensitization were randomly assigned into the following six groups
with 10 animals per group: (1) the blank control group administered with distilled
water (5ml/kg); (2) the Aminophylline group (0.05g/kg); (3) the GLKCNC group
5 (1.2g crude drugs/kg); (4) the low dosage group of the present medication
(L-dosage group, 1.75g crude drugs/kg); (5) the medium dosage group of the
present medication (M-dosage group, 3.5g crude drugs/kg); (6) the high dosage
group of the present medication (H-dosage group, 7g crude drugs/kg). The
animals in the test groups were intragastrically administered at a volume of 5
10 ml/kg g.d. for consecutive five days, while the animals in the blank group were
administered with equal volume of physiological saline. The guinea pigs were
individually placed into the sealed 4L bell-shape container in 30 min post the final
administration and sprayed with a solution of 5 % ovalbumin at the constant
pressure of 400 mmHg for half of a minute. The sprayed guinea pigs were
15 observed to record the incubation period of asthmatic convulsion and the numbers
of the animals displaying dyspnea, convulsion and falling-down as well as death
within 6 minutes (360 seconds). For the animal without dyspnea and without
convulsion and falling-down within 6 minutes, the incubation period thereof was counted
as 360 s. The experimental results were compared among the groups by t-test. The
20 number of the dead animals was examined by Chi-square-test.
2.3. Test results
The results are shown in Table 6.

Table 6 Effect on ovalbumin-induced allergic bronchial spasm in guinea pigs

(n=10, X +£SD)
. Occurrence of | Number
Incubation Occurrence of ,
G Dosage eriod dvspnea convulsion and of dead
roup P ysp fall-down animals
(o/kg) (second) (second) (second)
Blank control group | 5ml 51.30+13.51 73.70+25.72 101.50+40.07 9
Aminophylline group | 0.05 330.00+51.69 | 352.50+23.72 " | 360.00+0.00" 0"
L-dosage group 1.75 105.20+46.30 | 142.90+72.30 | 196.80+111.64 |5
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rate (/0) 34.26 34.31 32.31 23.06 40.19 8 0.970.04 1.140.03 1.210.02 1.250.04 1.300.03 1.240.03

Differenc e 0.230.04*** 0.300.07n
M-dosage group 35 123.50+43.90 | 167.60+51.53" | 249.60+97.03" |3
H-dosage group 7 188.50+77.64 | 257.00+96.84 | 306.00+85.04 ’
GLKCNC group 1.2mg | 84.60+32.17° | 165.80+78.91" | 255.00+103.57 |3

10

15

20

25

Note: 'P<0.05; P<0.01; P<0.001, as compared to the control group.

It can bee seen from Table 6 that the low, medium and high dosages of the
present medication as well as the positive control medication can prolong the
asthma incubation period, defer occurrence of dyspnea, convulsion and fall-down,
and reduce the number of dead animals, and show significant differences as
compared to the control group (P<0.05, P<0.01, P<0.001).

2.4. Summary

The experimental results show that the low, medium and high dosages of the
present medication can prolong the incubation period of the allergic bronchial
spasm and defer the occurrence of dyspnea, convulsion and fall-down, and can
also reduce the number of dead animal, thus significantly ameliorating the

ovalbumin-induced allergic bronchial spasm.

3 Conclusion:
The two experimental investigations described above suggest that the

present medication has an effect of relieving dyspnea.

Test Example 4 Anti-inflammation experiment of the present medication

1. Effect on xylene-induced ear swelling in mice

1.1. Experimental materials

1.1.1. Animals:

Sixty Kunming male mice of Grade Il with the mean body weight of 19.77 £ 0.91 g,
provided by the breeding farm of the Institute of Laboratory Animal Science, Chinese
Academy of Medical Sciences, License number: SCXK (Jing) 2000-0006.

1.1.2. Medications:

(1) The present medication to be tested, 6.25 g crude drugs/g, provided by
Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501.
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0.360.06** 0.20.11** 0.350.10** H-dosage Swelling rate (/0) 22.94.21*+ 31.047.81*
36.537.28** 41.3310.17 35.4411.02*** group

10

15

20

25

(2) GLKCNC as a traditional Chinese medicine control, 1g crude drugs/pill
(0.3g of powder per pill), produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval
number: SFDA Approval No. Z-11; Lot number of the product: 060112; valid until
December 2007.

(3) Aspirin enteric-coated tablet as a western medicine control, 0.3 g/tablet,
produced by Yantai the Second Pharmaceutical Factory), lot number: 011102. The
above-described medications were formulated with distilled water into the
required concentrations in the experiment.

1.2. Experimental process

Sixty healthy mice were randomly assigned into the following six groups
with 10 animals per group: (1) the control group administered with physiological
saline (25 ml/kg); (2) the Aspirin group (0.2 g/kg); (3) the GLKCNC group (2 g
crude drugs/kg); (4) the low dosage group of the present medication (L-dosage
group, 3g crude drugs/kg); (5) the medium dosage group of the present
medication (M-dosage group, 6g crude drugs/kg); (6)the high dosage group of
the present medication (H-dosage group, 129 crude drugs/kg). The animals in the
test groups were intragastrically administered at a volume of 25 ml/kg q.d. for
consecutive three days, while the animals in the blank group were administered with
equal volume of physiological saline. 0.1 ml of xylene was dropped onto the right ear of
each mouse in 30 minutes after the administration at Day 3. Fifteen minutes later, the
animal was sacrificed by dislocation. Holes were punched with a hole puncher of 6 mm at
the same sites on the right and left auricles. The pieces from the right and left ears were
weighted respectively on an electronic balance. The degree of ear swelling for each
mouse was calculated by subtraction of the weight of the left piece from that of the right
piece. Comparisons of the degree of ear swelling among the groups were performed by
-test.

1.3. Test results

The results are shown in Table 7.

Table 7 Effect of the present medication on xylene-induced mouse ear swelling
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Inhioftion

compared to the control group.

rate (/0) 37.32 28.24 24.63 14.46 26.57 Note: *P<0.05; ** P<0.01; *'"P<0.001, as
As shown in Table 8, the low, medium and high dosages of the

present medication as well as the positive control medication have significant effect on inhibition of
swelling of rat's foot at each time points of 0.5, 1, 2, 4, and 6 hours after inflammation and show
5significant differences as compared to the control group (P<0.05, P<0.01, P<0.001). 2.4. Summary
The results suggest that the low, medium and highidpsags®pf the present medication exert an effect

of significantlyinNibiting the carrageeman-induced gwelling inflammation ¢f rat’s tootpad. 103. Effect on
samall tampon-induced granuloma in rile RyeExperivnentalr mbanianials. 1. Swallinglate Sixty Wistar
mice of Grade Fﬁ@)@lly composed of ales-anrd-females-with-the-mean-Hody-weightof13237{ 6.31 g,
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, lot numbpASIBOBQToUD 10 3.50+0.71***
GLKCNC group 2 10 4.80+1.87**
L-dosage group 3 10 6.201£2.25
M-dosage group 6 10 5.30%1.77*
H-dosage group 12 10 5.00+1.25**

Note: 'P<0.05; P<0.01; P<0.001, as compared to the control group.

As shown in Table 7, the right ears of the mice in the control group swell significantly
with increased thickness and differences between the pieces from the right and left ears
is obvious. The high and medium dosages of the present medication as well as the
positive control medication can significantly inhibit the xylene-induced ear
inflammation in mice as the swelling of right ears in mice reduced significantly and
show significant differences as compared to the control group (P<0.05, P<0.01),
while the low dosage of the present medication doesn’t show apparent
swelling-inhibitory effect and displays no significant difference as compared to the
control group. The experimental results show that the medium and high dosages
of the present medication have better anti-inflammation effect on the
xylene-induced ear swelling mouse model.

1.4. Summary

The experimental results show that the medium and high dosages of the
present medication exert significant anti-inflammation effect on the xylene-

induced ear swelling mouse model.

2. Effect on carrageenan-induced swelling of rat’s footpad

2.1. Experimental materials
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20(2) GLKCNC as a traditional Chinese medicine control, 1g of crude drugs/pill (0.3g of powder),
produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval number: SFDA Approval No. Z-11; Lot
number: 060112. (3) Aspirin Enteric-coated Tablet as a western medicine control, 0.3 g/tablet,
produced by Yantai the Second Pharmaceutical Factory), lot number: 051102. The medication was
prepared to required concentrations with distilled water in the experiment. 5(4) Ampicillin Sodium
Injection (ASI)2015 gietileafsagduced by North China Pharmaceutical Co., Ltd. lot number: F0111207.
3.2 Experimental process  The sixty healthy rats were randomly assigned into the following six

groups with 10 Bhifhags peespotipnadiasdionmrir cbatréesietip Gdnhistaied \AtHasAillderovaatdry(10
I/kg); (2)the Aspiri (150 ma/kg): (3) t KCNC (1, de drugs/kg); (4) the |

dosage g SUB A HETSSaUNe BRI LA R ol A RE LT kg () ihe medium dosage

group of the presest Riedieaion MVhERFG9S8 TAHRe 46 ﬁﬂé@‘?cﬂﬁ\égéé‘fﬂ}b@)fqecmfm%@ﬁ&ﬂcw&@f the

present medication (H-dosage group, 8g crude drugs/kg). In the experiment, the 15 ratwas
intraperitonfe piiyvdéh 3%datetldyl BlydreieChald iy pkidamyacslimah Stayddd antidpredan donsbeér:
position. The skin of axilla was disinfected routinely and then incised to form an incision. Through the

incision, aX&ighEPRIAYA! AP (Abbat SHRPer Ohdhe duer waln) ORI halistemilRasesaReHd

added wit /0.1m1 ampicillin sodium and then dried in an oven at 50C, were 20 implanted
subcutaneously into the left and right axilla, respectively. Administration was performed 2 hours post

the surgery. The)apispan It HEreLHRIPIMREE HiragasiiaRlin adrdisireecastratl ayglugirsiio
ml/kg for consecutive seven days, while the animals in the control group were administered with equal
amount ofopbgeizgddiyaY satmdheHzeanimafhsandimdioy faviosy dikiboatiavein 01dage. 25 post
administration._The tampons were removed to weigh their wet weights on an electronic balance, and

thenlﬁlaceq in EH%V&%‘@@%P@E?HIfol%%@@)v%ghmﬁ%e BrFRRIGAts {REPeotMPhe "RRHHEE wet
and dry WS&%E@ﬁfrﬁﬁ&%Wﬁﬂ%‘ﬂé?ﬁi%‘H"ﬁ%@(f'%ﬂ éoéf@&mfetﬂﬁ groups were calculated, from

which the original weight ot the cotton ba been subtracted, and were compared among the

groups by t-tegt)3 Garlregicesatis rbenreSIGMALe IshoMinibdrabie BHable Ddfetican isamltequired
tampon-induced granuloma in rats ( X SD) Group Dosage Number of animals Wet weight Dry weight

(g/kg) (n) EEROEMtHtBIAM koG ioGEXPeTIMENt.
2.1.2. Animals:

15 Sixty while Wistar male rats of Grade | with the mean body weight of 157.05 £ 8.49 g,
provided by Institute of Laboratory Animal Science, Chinese Academy of Medical
Sciences, License number: SCXK (Jing) 2000-0006.

2.2 Experimental process
The sixty healthy rats were randomly assigned into the following six groups: (1) the

20  blank control group administered with distilled water (10 ml/kg); (2) the Aspirin group
(150 mg/kg); (3) the GLKCNC group (1.5 g crude drugs/kg); (4) the low dosage group of
the present medication (L-dosage group, 2 g crude drugs/kg); (5) the medium dosage
group of the present medication (M-dosage group, 4 g crude drugs/kg); (6)the high
dosage group of the present medication (H-dosage group, 8 g crude drugs/kg). The

25 volume of the left hind foot of each animal determined by capillary amplification method
was used as the value prior to administration. The animals in the test groups were
intragastrically administered at a volume of 10 ml/mg q.d. for consecutive three days,
while the animals in the control group were intragastrically administered with the equal

volume of physiological saline. Each rat was inflamed by subcutaneous injection 0.05 ml
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10 611.9568.09 129.6511.48 Aspirin group 0.15 10 457.8550.01*** 99.2010.16*** GLKCNC group 1.5
10 493.6547.91*** 111.408.02** L-dosage group 2 10 511.9051.34** 117.4510.02* M-dosage group 4
10 457.7547.40*** 106.2013.78** H-dosage group 8 10 430.9047.90*** 102.6512.27***

of 1% carrageenan into the rat left footpad in 30 min post the final administration. The
volumes (ml) of the rat left hind foot were determined at 0.5, 1, 2, 4, and 6 hours after
inflammation. Comparisons among the groups were performed on the difference between
the left foot volumes before and after inflammation by ttest.

5 2.3. Test results

The results are shown in Table 8.

Table 8 Effect on carrageenan-induced swelling of rat’s footpad (n=10, X +SD)

Dosage Before inflammation Changes of foot volume after inflammation (ml)
Group Foot
(gkg) 0.5h 1h 2h 4h 6h
volume (ml)
0.96+0.03 | 1.30+0.06 1.3710.04 1.4210.04 1.4210.05 1.4210.04
Control Difference | 0.3510.07 0.41+0.05 0.46+0.05 0.46+0.07 0.46+0.05
group Sweliing
36.6018.62 43.2516.48 48.47+6.41 48.3218.27 48.2616.22
rate (%)
0.15 0.98+0.03 1.19£0.04 1.231£0.04 1.27%0.02 1.30£0.04 1.24+0.03
Difference | 0.21£0.05*** | 0.25+0.03*** | 0.29+£0.03*** 0.32+0.04*** | 0.26+0.04***
Aspirin Sweling
21.44£5.49** | 25.4+3.87*** | 29.7+4.00*** 32.80+4.78™** | 26.26+£3.95***
group rate (%)
Inhibition
41.53 41.19 38.63 32.11 45.59
rate (%)
15 0.98+0.04 | 1.25+0.06 1.311£0.04 1.36:0.04 1.3710.06 1.311£0.06
Differenc
0.27+0.06* 0.33+0.04*** | 0.38+0.04*** 0.29+0.05*** | 0.33x0.06*
e
GLKCNC
Sweliing
group 27.29+6.41* | 33.2+4.27*** | 38.61+5.29"* | 39.8516.84* 33.7216.88***
rate (%)
Inhibition
25.41 23.06 20.35 17.52 30.13
rate (%)
2 0.98+0.03 | 1.23+0.03 1.30£0.03 1.3320.03 1.40£0.02 1.35£0.02
Differenc
0.25+0.03** 0.32+0.03*** | 0.35+0.02*** 0.29+0.07*** | 0.38+0.04***
e
L-dosage
Swelling
group 25.85+3.70™ | 33.0£3.70™** | 36.2+3.20*** | 43.48+4.27 38.49+5.10**
rate (%)
Inhibition
29.35 23.66 25.16 10.03 20.25
rate (%)
4 0.98+0.04 | 1.16x0.05 1.2410.04 1.2920.04 1.33£0.03 1.27+0.03
Differenc
M-dosage 0.23+0.03*** | 0.27+0.03*** | 0.32+0.02*** 0.36+0.02*** | 0.28+0.02***
e
group
Swelling
e %) 24.0£2.82*** | 28.4+2.57*** | 32.8£2.08"** 37.18+2.99"** | 28.86+2.53***
rate (%,
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5Note: *P<0.05; ** P<0.01; *"P<0.001, as compared to the control group.
low, medium, and high dosages of the present medication as well as the positive control medication

can apparently inhibite the wet and dry weights of the tampon-induced granuloma in rats and show
significant dlfferences as compared to the control group (P<O 05 P<0.01, P<0.001). The results show
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2.4. Summary
The results suggest that the low, medium and high dosages of the present
medication exert an effect of significantly inhibiting the carrageenan-induced swelling

inflammation of rat’s footpad.

3. Effect on samall tampon-induced granuloma in rats

3.1. Experimental materials

3.1.1. Animals

Sixty Wistar mice of Grade Il evenly composed of males and females with the mean
body weight of 132.37 + 6.31 g, provided by the breeding farm of the Institute of
Laboratory Animal Science, Chinese Acadamy of Medical Sciences, and License number:
SCXK (Jing) 2000-0006.

3.1.2 Medications

(1) The present medication to be tested, 6.25 g crude drugs/g, provided by
Shijiazhuang Yiling Pharmaceutical Co. Ltd., lot number: 060501.

(2) GLKCNC as a traditional Chinese medicine control, 1g of crude drugs/pill
(0.3g of powder),

number: SFDA Approval No. Z-11; Lot number: 060112.

produced by Shanxi Guilong pharmaceutical Co., Ltd., Approval
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burning cigarette on the other one (the cigarette is Qian Men non-filter-tip cigarette, produced by
Shanghai Cigarette Factory). Through the three-way pipe, cigarette fume 25 was continuously pumped
into the box by the syringe. The animals were fumed twice a day in the morning and in the afternoon
respectively, and each time for 30 min with two cigarettes. After the experiment was conducted for 6
weeks, several mice were selected randomly and sacrificed. The lungs of the sacrificed mouse were
immediately re(@ypvespiixeEintdtize doamelinTabléHasstainediditernesionseenas intag glagiiet,
infiltration into bronchi, detachment of epithelial cells, etc. were found via pathological observation

under a niREEepE, R RIMaUARCE eRfreddridarihaassidaatifaeteny hritpeunitpers Gxihar. pere
group at Week 8: (1) the normal control group (distilled water of 25m1/kq); he model grou
Cistilod WARGH S8R 5. MERP (3 oK R 58 GbE T g Rgras e Bl ovaidicthdne
fumed groun, éfntes present medication (3 g crude drugs/kg) + fumed group; (5) the present
medication (6 g crude drugs/kg) + fumed group; (6) the present medication (12 g crude drugs/kg) +
fumed group. Tde Ampigidim tBediedickectogro(4S|yeteSnyduztticathoddoddisreNatia VOhinze of
25 ml/kg q.d. for consecutive four weeks. The animals in the control group and the model group were
intragastricARMasauiicaiSesre4ididotHeusaRar v6Rihid 89 physiological saline. While administered, the
animals in the medjcations groupns were fumed (according to the same procedure as the above) over
total of 11 Weeg"s%. I%(rﬁgr% 'he rggajrgéoo(’\f%ﬁ';sjs period, the animals were observed daily in respect of
appearances, difbagikdentn gV emworkelaten cMHTAISIBi IFedroHRS e SHhIARE IR %r,t@jg%gnus
bleeding. Serum of each sample was isolated 15 and centrifugated at 3000 rpm for 5 min. The
supernatanitivd® catizoads fedgrauping intenieukiank Thalrdlagnoamydespstssethdvitihotimiibed
anti-infection defense within the body of the mice were observed by determining the levels of
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the wholersiasti caidiothd Mod agagfa g mffande aord e sl g8 eacicibe Wighedaraasddsp v seriagon

for the de(?%rree of detachment O&F?{ epithelial cells from all Qronchial mucus membrane and ranélﬁ%to
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suffering fLega fHEARIBAILAEE CARFGhen placed in an oven at 60°C for 12 h, followed by

weighing the dry weights thereof. The average wet and dry weights of the
post-inflammation granuloma for each of the groups were calculated, from which

the original weight of the cotton ball had been subtracted, and were compared
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25bronchitis Group Number of animals Dosage Measured value of interleukin-6 ( X SD) (n) (g/kg)
(Pg/ml) Control group 15 25m1 83.6513.37 Model group 15 25m1 122.2716.57AAA GLKCNC group

15 2 90.129.68*** L-dosage group 15 3 104.1216.92** M-dosage group

among the groups by t-test.

3.3. Test results

The results are shown in Table 9.

Table 9 Effect on samll tampon-induced granuloma in rats ( X +SD)

Group Dosage Number of Wet weight Dry weight
animals
(g/kg) (n) (mg) (mg)

Blank group 25ml/kg 10 611.95+68.09 129.65+11.48
Aspirin group 0.15 10 457.85+£50.01*** 99.20+£10.16***
GLKCNC group 1.5 10 493.65+47.91*** 111.4048.02**
L-dosage group 2 10 511.90+£51.34** 117.45%£10.02*
M-dosage group 4 10 457.75+47 .40 106.20£13.78**
H-dosage group 8 10 430.90+47.90*** 102.65+12.27***

5 Note: *P<0.05; ** P<0.01; ***P<0.001, as compared to the control group.

As shown in Table 9, the low, medium, and high dosages of the present medication
as well as the positive control medication can apparently inhibite the wet and dry weights
of the tampon-induced granuloma in rats and show significant differences as compared to
the control group (P<0.05, P<0.01, P<0.001). The results show that the low, medium, and

10 high dosages of the present medication exert an apparent effect on inhibition of the
granuloma in the tampon-induced inflammation rat model.

3.4. Summary

The experimental

results show that the present medication has better

anti-inflammatory effect on the rat inflammation model of tampon-induced granuloma.

15 4 Conclusion:
The three experimental investigations described above confirm that the

present medication has an anti-inflammatory effect.

Test Example 5 Effect of the present medication on animal model of chronic
20  bronchitis
1 Experimental materials

1.1. Medications:
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15 6 99.0714.36*** H-dosage group 15 12 105.689.98** Note: AAAP<0.001, as compared to the
control group; P<0.01; P<0.001, as compared to the model group. It can be seen from Table 10
that the measured value of interleukin-6 from the fumed model group is significantly higher than that of
the control group (P<0.001), and the 5 measured values of interleukin-6 from the fumed plus
treatment groups are significantly less than that of the fumed model group (P<0.01, P<0.001). This
indicates that {h1g Mhavprieyett aidaiedgokineiabgnicedel Hregserfli¢rioitedroypStifasigrifigatiing
decreased, which suggests inhibition of the inflammatory response and anti-infection defense of the

mice. 104PrENRAALGHSAbIGGIcAdhaltdcLOssvEEEAQIhdesesptibalifidrRIstople POWEY Tofeardiaghl

control gri}gjé):(#i?. stﬂicture of alveoli was clear, the mucosal epithelia of bronchi and bronchioles of
various divisioHe We eir?fé%‘?,r'gnl%%amount of secretion was present within trachea, hyperplasia of the

mucosal epithelia ot branklel g ARIRAPRRIRIY/ANT dhsseovadadew julapamaiRbucels Bjtangyi

around the bronchi and smail véssels. (2) The mog%? group: the sﬁgcture of the alveoli'was
passably Gedlornpgreanasdeildicahionyl tel| Abifiratiahnotolibe SEIAAYP0d tiad Moothil apdolistidnoles
of various divisions to different extents, the mucosal epithelia of the bronchi could be observed to 20

undergo d&3fEneRARRAHEt S ampaeeidhamBrRaHat: RERIIL dealised ntHoRe SEERRRINZARY -

hemorrhage were B\rﬁlﬁ?qtswithin the lumen of the bronchi, and a part of mucosal epithelia of the
bronchi underweérit paplﬁlary hyperplasia.  (3) The fumed + GLKCNC group: the structure of the

alveoli was pagsabli siRRERHBEAAY IePMRION el infiliaineciaplshbe ePsRaNeS ahasdRnansafie

bronchi and bronchioles of various divisions, the mucosal epithelia in the bronchi underwent
significantiyeabodyptee idoton 8idtRth gnecoviedriny dbebhessingéaromplaifeel kastitote o traboratisly
groug@, secretion within the lumen of the bronchi was significantly reduced as co&n}gared to that in the

modé grodBIBALHEIK FpérBIRERE R FAASTEY Fpitledliadh RS SEERTCARRPIEIRYEIPES Rfrifhreln® that

in the mo%@&{%ﬁp (4) The fumed + present medication group: the structure of the alveoli was
clear, infla

passably mmation of different degrees in the bronchi and bronchioles of various divisions

was significanty3erssthandhese in the model group, detachment of the mucosal epithelia was
significantly alleviated, secretion within the lumen was significantly reduced 10as compared to the
model group, dtasdisiteXies KbeiPkiR40Wds also significantly reduced. Table 11 Effect of the present

medicaton on R RIS I TN LATS) GRONR DS Heaucea by Shangha

15 Hesuo Rihuan Photoelectric Instrument Co., Ltd.
1.4. Reagent:
Interleukin-6 Radioimmunoassay kit (IL-6RIA KIT), Lot number of the product: IF4
501, produced by Tianjin Nine Tripods Medical & Bioengineering Co., Ltd.

2 Experimental processes

20 Replication of animal model: Before the experiment, the mice were evenly arranged
in the plastic boxes (40x30x22cm). Each box had a ventilating hole and communicated
with a three-way pipe which was connected with a 50 ml syringe on one end and with a
burning cigarette on the other one (the cigarette is Qian Men non-filter-tip cigarette,
produced by Shanghai Cigarette Factory). Through the three-way pipe, cigarette fume

25  was continuously pumped into the box by the syringe. The animals were fumed twice a
day in the morning and in the afternoon respectively, and each time for 30 min with two
cigarettes. After the experiment was conducted for 6 weeks, several mice were selected
randomly and sacrificed. The lungs of the sacrificed mouse were immediately removed,

fixed in 10% formalin, and HE-stained. After lesions such as inflammatory infiltration into
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Pathological score ( X +SD) (g/kg) + ++ +++ The normal control group 25m1 14 1 0 1.070.26 Model
group 25m1 5 8 2 1.800.68AAA The present medication 3 12 2 1 1.270.59* The present medication 6
13

bronchi, detachment of epithelial cells, etc. were found via pathological observation under
a microscope, the fumed mice were randomly assigned into six groups with 15 animals
per group at Week 8: (1) the normal control group (distilled water of 25ml/kg); (2) the
model group (distilled water 25ml/kg + fumed); (3) GLKCNC (2g crude drugs/kg) as the
5 positive medication + fumed group; (4) the present medication (3 g crude drugs/kg) +
fumed group; (5) the present medication (6 g crude drugs/kg) + fumed group; (6) the
present medication (12 g crude drugs/kg) + fumed group. The animals in the medications
groups were intragastrically administered at a volume of 25 ml/kg g.d. for consecutive
four weeks. The animals in the control group and the model group were intragastrically
10 administered with the equal volume of physiological saline. While administered, the
animals in the medications groups were fumed (according to the same procedure as the
above) over total of 11 weeks. During the course of this period, the animals were
observed daily in respect of appearances, diet and death. Eleven weeks later, animals in
the groups were subjected to orbital sinus bleeding. Serum of each sample was isolated
15 and centrifugated at 3000 rpm for 5 min. The supernatant was collected to determine
interleukin-6. The inflammatory response and function of anti-infection defense within the
body of the mice were observed by determining the levels of interleukin-6. Then, the
animals were sacrificed. The lungs were immediately removed, fixed in 10% formalin,
sliced histologically, HE-stained and observed for pathological changes. (1) Each slice
20 was observed for the degree of inflammatory cell infiltration into the periphery of bronchi
and bronchioles of various divisions in the lung and ranked to three grades: +, ++ and
+++, according to the portion of the area of inflammatory cell infiltrated bronchi and
bronchioles of various divisions over the whole slice and the counts of the inflammatory
cells. (2) Each slice was evaluated by observation for the degree of detachment of
25  epithelial cells from all bronchial mucus membrane and ranked to three grades: -, + and
++. (3) Ten bronchioles on each slice were randomly observed and respectively
evaluated in respect of secretion within each bronchiole lumen and papillary hyperplasia
of mucosal epithelial cells as four grades: -, +, ++ and +++. (4) The ratio of the mucosal

wall area to the total area of bronchioles: Ten bronchioles from each animal were viewed
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2 01.130.35" The present medication 12 14 1 0 1.070.26" GLKCNC group 2 11 4 0 1.270.46*

Note: AAAP<0.001, as compared to the control group; "P<0.05, **P<0.001, as compared to the model
group; "+" denotes that the area of bronchi and bronchioles of 15 various divisions infiltrated by
inflammatory cells in lung is less than 1/3 of the total area of a slice and inflammatory cells are less;
"++" denotes that the area of bronchi and bronchioles of various divisions infiltrated by inflammatory

cells in lungtls rengisaiemmagtifidiionhtha tefakiaeeh dhagéceliRtghidlamithataryneelisrreianwelor
"+++" denotes that the area of bronchi and bronchioles of various divisions infiltrated by inflammatory
cell is 20 fBdve!Qarat theagrareh analytiee systerard MRIARIEAM oradhilaeniniabgreass and then

be seen from.Table 11 that inflammatory cells infiltratjon intQ bronchial, mucosa in the model gr.
e ransec TIA Aea o G B e e G L e O W8 Eurmosrd el s St
Inflammaigry 4ils I {iuations A iBs. THMEHREMEL CRINRIMURD BB ISR BF AN RIID4aID RRelial
compared to that in the normal control group and have significant ditfferences (P<0.05, P<0.01).

Tables12 Edksodfttirelpersdit imedicatadle cled dtpthenadant ralcosel gyathediesinbiioanchubdsal bjall

Group Dosage Grade Pathological score ( X +SD)
areas to the total areas of the bronchioles.

3 Scoring of pathological changes and statistical treatment
(1) Pathological observations were performed on the chronic bronchitis model for the
indices of inflammatory infiltration into bronchial mucosa, bronchial secretion,
10 detachment of bronchial epithelial cells and hyperplasia of mucosal epithelial cells, with
each index being scored semi-quantitatively as: “-” scored as 0; “+” as 1 point; “++” as 2
points; and “+++” as 3 points.
(2) The experimental results were pairwise compared among the means of the
groups by t-test.
15 4. Test results:
4.1. Appearances and death
Appearances: In respect of air, activity and diet, the fumed animals in the model
group were slightly inferior than those in the normal control group, and the animals in the
test groups and in the GLKCNC group had no significant differences in comparison with
20 those in the normal control group. During the course of the fuming and the fuming plus
administration, none of the animals in the individual groups died.
4.2. Effect on the levels of interleukin-6
The results are shown in Table 10.
Table 10 Effect on levels of interleukin-6 in mice suffering from fuming-induced chronic

25 bronchitis

Number of Measured value of

. Dosage
Group animals g

interleukin-6 (X +SD)
(n) (g/kg) (Pg/mD)
Control group 15 25ml 83.65+13.37
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(g/kg) - + ++ Normal control group 25m1 12 3 0 0.200.41 Model group 25m1 1 10 4 1.200.56AAA The
present medication 3 9 4 2 0.530.74* The present medication 696 0

Model group 15 25m| 122.27+16.57°""
GLKCNC group 15 2 90.12+9.68***
L-dosage group 15 3 104.12+16.92**
M-dosage group 15 6 99.07+14.36***
H-dosage group 15 12 105.68+9.98**

Note: “*"P<0.001, as compared to the control group; P<0.01;  P<0.001, as compared

to the model group.

It can be seen from Table 10 that the measured value of interleukin-6 from the fumed
model group is significantly higher than that of the control group (P<0.001), and the
5 measured values of interleukin-6 from the fumed plus treatment groups are significantly
less than that of the fumed model group (P<0.01, P<0.001). This indicates that the in vivo
levels of interleukin-6 in mice of the medications groups are significantly decreased,
which suggests inhibition of the inflammatory response and anti-infection defense of the
mice.
10 4.3 Pathomorphological changes

Observation under optical microscope:

(1) The normal control group: the structure of alveoli was clear, the mucosal epithelia
of bronchi and bronchioles of various divisions were intact, a few amount of secretion
was present within trachea, hyperplasia of the mucosal epithelia of bronchi was

15 inapparent, and there was a few inflammatory cells infiltrating around the bronchi and
small vessels.

(2) The model group: the structure of the alveoli was passably clear, there was
inflammatory cell infiltration into the periphery of the bronchi and bronchioles of various
divisions to different extents, the mucosal epithelia of the bronchi could be observed to

20 undergo degeneration, necrosis and detachment with various degrees, more secretion
and hemorrhage were present within the lumen of the bronchi, and a part of mucosal
epithelia of the bronchi underwent papillary hyperplasia.

(3) The fumed + GLKCNC group: the structure of the alveoli was passably clear, a

mild inflammatory cell infiltrating could be observed at periphery of the bronchi and
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0.400.51' The present medication 12 8 6 1 0.530.64** GLKCNC group 25 10 0 0.670.49* Note:
AAAP<0.001, as compared to the normal control group; **P<0.05, **P<0.01, 'P<0.001, as compared to
the model group; "-" denotes normal state; "+" denotes that less than 1/3 of bronchial mucosal
epithelia are detached in bronchial lumen and less than half of bronchi in total are found the
detachment; "++" denotes that more than 1/3 10bronchial mucosal epithelia are detached in bronchial

lumen angronchiblas halif ohhourchiividioias arthéoumnd tbealetgsitmedat. in  iheabladseenfigsrwaite
12 that the detachment of bronchial epithelial cells in the model group is significantly severer than that

in the norfigndisrardlygadayi e deagneraiivladiaeass anercleiariirepiharareaIRarethioiianseual

P<0.05). TABIE DS-EALEH it UL Lo D G TR 90 BTN R (A £ €L

Dosage G aical $5o5e( hall W, Bapillary hyperplasia of mucosal epithelia was
5  significantly relieved as compared to that in the model group.

(4) The fumed + present medication group: the structure of the alveoli was passably
clear, inflammation of different degrees in the bronchi and bronchioles of various
divisions was significantly less than those in the model group, detachment of the mucosal
epithelia was significantly alleviated, secretion within the lumen was significantly reduced

10 as compared to the model group, and epithelial hyperplasia was also significantly
reduced.

Table 11 Effect of the present medication on inflammatory infiltration in bronchi (n=15)

Dosage Grade Pathological score

Grou -

Y (9/kg) + [+ |+t (X +SD)
The normal control group 25ml 14 |1 0 1.07+0.26
Model group 25ml 5 |8 2 1.80+0.68°"
The present medication 3 12 | 2 1 1.27+0.59*
The present medication 6 13 |2 0 1.13+£0.35**
The present medication 12 14 |1 0 1.07+0.26**
GLKCNC group 2 11 |4 0 1.27+0.46*

Note: “““P<0.001, as compared to the control group; **P<0.05, ***P<0.001, as
compared to the model group; “+” denotes that the area of bronchi and bronchioles of

15  various divisions infiltrated by inflammatory cells in lung is less than 1/3 of the total area
of a slice and inflammatory cells are less; “++” denotes that the area of bronchi and
bronchioles of various divisions infiltrated by inflammatory cells in lung is ranging from 1/3

to 2/3 of the total area of a slice and inflammatory cells are more; “+++” denotes that the
area of bronchi and bronchioles of various divisions infiltrated by inflammatory cell is

20 above 2/3 of the total area of a slice and there are much more inflammatory cells.

It can be seen from Table 11 that inflammatory cells infiltration into bronchial mucosa
in the model group increased which has significant difference as compared to the normal
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++ +++ Normal control group 25m1 61 25 19 45 1.320.57 Model group 25m1 20 49 9 72 1.890.39AA
The present medication 3 60 32 14 44 1.280.33*** The present medication 6 70 24 10

control group (P<0.01). Inflammatory cells infiltrations in the individual medication groups
are significantly alleviated as compared to that in the normal control group and have
significant differences (P<0.05, P<0.01).

Table 12 Effect of the present medication on detachment of mucosal epithelia in bronchi

5 (n=15)
Dosage Grade Pathological score
Normal control group 25mi 12 3 0 0.20+0.41
Model group 25ml 1 10 4 1.20+0.56"""
The present medication |3 9 4 2 0.53+0.74*
The present medication |6 9 6 0 0.40+0.51***
The present medication |12 8 6 1 0.53+0.64**
GLKCNC group 2 5 10 0 0.67+0.49*

Note: “““P<0.001, as compared to the normal control group; **P<0.05, **P<0.01,
***P<0.001, as compared to the model group; “-” denotes normal state; “+” denotes that
less than 1/3 of bronchial mucosal epithelia are detached in bronchial lumen and less
than half of bronchi in total are found the detachment; “++” denotes that more than 1/3

10  bronchial mucosal epithelia are detached in bronchial lumen and more than half of

bronchi in total are found the detachment.

It can be seen from Table 12 that the detachment of bronchial epithelial cells in the
model group is significantly severer than that in the normal control group (P<0.001); the
detachments of bronchial epithelial cells in the individual medication groups are

15  significantly alleviated as compared to the model group (P<0.001, P<0.01, P<0.05).

Table 13 Effect of the present medication on secretion in bronchiole lumen (n=15)

Dosage Grade Pathological score

Group (9/kg) - + | ++ | +++ (YiSD)
Normal control group 25ml 61 25 |19 |45 1.32+0.57

Model group 25ml 20 |49 |9 72 | 1.89+0.39°"

The present medication | 3 60 |32 |14 |44 1.28+0.33***

The present medication |6 70 24 |10 |46 1.21+£0.51***

The present medication |12 64 28 |16 |42 1.24+0.41***
GLKCNC group 2 67 |37 |12 |34 1.09+0.53***
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46 1.210.51' The present medication 12 64 28 16 42 1.240.41*** GLKCNC group 2 67 37 12 34
1.090.53***
the model group; "-" denotes normal state; "+" denotes that the volume of secretion in a bronchial
lumen takes up less than 1/3 of the volume of the bronchial lumen;13 ++ denotes that the volume of
secretion in a bronchiole lumen takes up 1/3 to 2/3 of the 5volume of the bronchial lumen; "+++"

denotes that thdoeiutie b Secreoimpakianchisanbrimen dakes Lgroupre theaR (D of trecophpacsdf
the bronchial lumen. It can be seen from Table 13 that the amount of the secretion and of
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volume of the bronchial lumen; “+++” denotes that the volume of secretion in a bronchiole

lumen takes up more than 2/3 of the volume of the bronchial lumen.

It can be seen from Table 13 that the amount of the secretion and of hemorrhage
within the bronchial lumen in the model group are larger than those in the normal control
group with significant difference (P<0.001); and as compared to the model group, the
amounts of the secretion within the bronchial lumen in the individual dose groups of the
present medication are significantly reduced with significant difference (P<0.001, P<0.01,
P<0.05).

Table 14 Effect of the present medication on papillary hyperplasia of mucosal epithelia in

bronchioles (n=15)

Dosage Grade Pathological score
Giroup (9/kg) - + |+ | 4+ (YiSD)
Normal control group 25ml 140 |10 |0 |O 0.07+0.10
Model group 25ml 74 |60 |14 (2 0.63+0.32°°°
The present medication 3 116 (26 |8 |0 0.28+0.18**
The present medication 6 134 (16 |0 |O 0.11£0.11***
The present medication 12 1283 [25 |2 |0 0.19+0.15***
GLKCNC group 2 124 126 |0 |0 0.17£0.16™**

Note: “““P<0.001, as compared to the normal control group; **P<0.01, ***P<0.001,
as compared to the model group; “-” denotes normal state; “+” denotes that the area of
papillary hyperplasia of mucosal epithelia in a bronchia is less than 1/3 of the total area of
the bronchial with low extent; “++” denotes that the area of papillary hyperplasia of the
mucosal epithelia in the bronchia amounts to between 1/3 and 2/3 of the total area of the
bronchial lumen with higher extent; denotes that the volume of the secretion within the
bronchiole lumen amounts to between 1/3 and 2/3 of the total area of the bronchial lumen;

“+++” denotes that the area of papillary hyperplasia of the mucosal epithelia in the
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Pathological score (X SD) (g/kg) - + ++ +++ Normal control group 25m1 140 10 0 0 0.070.10 Model
group 25m1 74 60 14 2 0.630.32AAA The present medication 3 116 26 8 0

bronchia amounts to 2/3 above of the total area of the bronchial lumen with much higher

extent.

It can be seen from Table 14 that the papillary hyperplasia of mucosal epithelia of the

bronchia in the model group are higher than that in the normal control group with

5 significant difference (P<0.001); and as compared to the model group, the papillary

hyperplasia of mucosal epithelia of the bronchia in the individual present medication
groups is significantly lower than that in the model group (P<0.01, P<0.001).

Table 15 Effect of the present medication on ratio of wall area/total area of bronchioles

(n=15)
Dosage | Treatment + fumed (XiSD)
Group Area of Wall area/total
Total area of _ _
(9/kg) , 5 bronchiolar area of bronchiolar
bronchioles (um®) 5 5
lumen (um®) mucosa (um°)
Control group 25ml 25949.0+13661.8 | 13661.8+4250.6 | 0.481+0.063
Model group 25ml 38135.2+12560.8 | 11311.0+5776.4 | 0.715+0.055"""
The present medication | 3 28092.1+7694.7 13924.1+4017.3 | 0.517+0.056***
The present medication | 6 28993.8+9738.5 12680.5£3926.5 | 0.554+0.090***
The present medication | 12 38553.5+13752.5 | 18559.2+5799.7 | 0.513+0.104***
GLKCNC group 2 31143.4+5667.7 14963.244993.2 | 0.5332+0.107***
10 Note: wall area of bronchiolar mucosa = total area of bronchiolar mucosa — area of

bronchiolar lumen; “““P<0.001, as compared to the control group; ***P<0.001, as

compared to the model group.

It can be seen from Table 15 that the wall area of bronchiolar mucosa in the model

group is larger than that in the control group with significant difference (P<0.001); and the

15 wall area of bronchiolar mucosa in the individual medication groups is significantly less
than that in the model group (P<0.001). This indicates that all of the dosages of the
present medication in the individual dose groups can alleviate hyperplasia of bronchiolar
epithelial cells, enlarge the area of bronchiolar lumen, and increase the ventilation

volume.

20 5 Conclusion:
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0.280.18** The present medication 6 134 16 0 0 0.110.11*** The present medication 12 123 252 0
0.190.15** GLKCNC group 2 124 26 0 0 0.170.16*** 15Note: AAAP<0.001, as compared to the
normal control group; **P<0.01, ***P<0.001, as compared to the model group; "-" denotes normal
state; "+" denotes that the area of papillary hyperplasia of mucosal epithelia in a bronchia is less than
1/3 of the total area of the bronchial with low extent; "++" denotes that the area of papillary hyperplasia

of the mucosapepithel@ indbel ybohhiaisneontitishetwesstdibistied diofdiga totRlargathbtehg@
bronchial lumen with higher extent; denotes that the volume of the secretion within the bronchiole
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5 superior to those in the model group, and similar to those in the control group. The
present medication significantly decreased the in vivo level of interleukin-6 in mice, which
inhibited the inflammatory response and anti-infection defense of the mice’s bodies. From
the microscopic level, the extent of inflammation on the bronchial mucosa, the amount of
the bronchial secretion, and the detachment and hyperplasia of bronchial epithelial cells
10  in the mice of the test groups were alleviated to different extent than those in the model
group, with significant differences.

It has been shown experimentally that the present medication can improve various
pathological changes of chronic bronchitis induced by passive smoking in mice,
suggesting good effect of the present medication in treatment of the chronic bronchitis.

15

Test Example 6 Investigation on toxicology of the present medication

1. Acut toxicity test (maximum dose experiment)

The experiment of acute toxicity of mice was performed with respect of the
present medication. Since of the value of LDsy was failed to be measured, a

20  maximum dose experiment was performed instead. Mice were intragastrically
administered at the maximum volume with the maximum concentration. The result
indicates that when the mice were administered with a maximum dosage of 243 g
crude drugs/kg which is 378 times of the clinical dosage (the clinical dosage is 45 g
crude drugs/person/day, the assumed body weight of a person being 70kg), no

25 adverse reaction or death was observed. The animals were autopsied at the end of

the experiment and no abnormality of each organ was observed with naked eyes.

2. Long-term toxicity test
120 Wistar rats were used in the experiment, which were assigned into the control

group and the test groups of the present medication with dosages of 8g, 169, and 32g
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5significant difference (P<0.001); and as compared to the model group, the papillary hyperplasia of
mucosal epithelia of the bronchia in the individual present medication groups is significantly lower than
that in the model group (P<0.01, P<0.001). Table 15 Effect of the present medication on ratio of wall
area/total area of bronchioles (n=15) Group Dosage Treatment + fumedX +SD) (g/kg) Total area of
bronchioles (1.1m2) Area of bronchiolar lumen (km 2) Wall area/total area of bronchiolar mucosa

(1.tm2) Conttrolegdnig /&) 1van8A0£14368158 2568184250 ds 46 thec3IMieae|dyoage23asly crude
38135.212560.8 11311.05776.4 0.7150.055AAA The present medication 3 28092.17694.7
13924.1401995/0 S ER0/056) Feeastbsint Redicafigyastricall administered for consecutive 24

weeks. The animals were observed for the influence of the present medication on various
indices. The experimental results show that the dosages of the present medication have
5 no apparent influence on body weight, feed consumption, peripheral hemogram,
electrocardiogram, and organ index; PTs in the rats of the low dosage group in 12 weeks
post administration as well as the high, medium and low dosages groups in 24 weeks
post administration are lower than those in the control group, which is the statistical
difference due to the low standard deviation of the measured values and is meaningless
10  physiologically; and during the recovery period (medication withdrawal for 4 weeks), PT
and APTT in the test groups are of no significant difference as compared to those in the
control group. Among the measured values for the twelve indices of blood biochemistry,
the GLU value of the low dosage group in 12 weeks post administration is higher than
that of the control group (P<0.05) but still falls within the normal value range for the
15  physiological index. AST, TP and CRE values in the low dosage group as well as ALP
and TP values in the medium dosage group in 12 weeks post administration are lower
than those of the control group (P<0.05), but these indices still fall within respective
normal value ranges. After administration for 24 weeks, AST, TP and CRE values of the
medium and high dosages groups are lower than those of the control group (P<0.05,
20 P<0.01), and ALB and BUN values of the high dosage group are lower than those of the
control group (P<0.05, P<0.01), but these indices still fall within the respective normal
value ranges. During the recovery period, BiLi value of the low dosage group is higher
than that of the control group (P<0.05), and CRE and BUN values of the low dosage
group is lower than those of the control group (P<0.05, P<0.01), and these indices still fall
25  within the respective normal value ranges. Other indices are of no significant difference in
comparison with the control group. In the pathological examination, no apparent

pathological changes caused by the present medication in the organs are found.

3. Summary

In the acute toxicity test (the maximum dose experiment) and the long-term toxicity
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6 28993.89738.5 12680.53926.5 0.5540.090*** The present medication 12 38553.513752.5
18559.25799.7 0.5130.104*** GLKCNC group 2 31143.45667.7 14963.24993.2 0.53320.107***
10Note: wall area of bronchiolar mucosa = total area of bronchiolar mucosa - area of bronchiolar
lumen; AAAP<0.001, as compared to the control group; ***P<0.001, as compared to the model group.
It can be seen from Table 15 that the wall area of bronchiolar mucosa in the model group is larger than
that in thetesntrvlegreanouihiagiodisaint difécrertedfupdg; aod kieohb siplifiugat ofiferecivetarin
mucosa in the individual medication groups is significantly less than that in the model group (P<0.001).
This indic&@sRagESAN oMte dogagesispkharprisett nibaicaabivlagitelinexamiartiose groupprient
alleviate hyperplasia of pronchiolar epithelial cells, enlarge the area of bronchiolar lumen, and increase
the ventiA AT QRS oL CERISEH.Y 6 SRR G T B SReHIA I PBEEkoiished with
cigarettes as the siagle stiHdusddodenie prsRemoniingaRin e marsherPcHRInNge &b lyhtest
groups of the present medication were intragastrically administered. The experimental results show
that the aidjspilittg aphlelgeh pf ilecminge idyspntest gnolipesisting pietaminnatidicatmmdwaes Ssugeoidr to
those in the model group, and similar to those in the control group. The present medication _
significanﬂ?%é@%ﬁ&acﬁg\@ﬁﬁyw% |VeNERiHEerRARIRURYMES \ARicRRBGH daflicasapmargnic
response gpodngﬂﬁgnfection defense of the mice's bodies. From the microscopic level, the extent of
inflammation of the bronchial mucosa, the amount of the bronchial secretion, and the detachment and
hyperplasia of bronchial epithelial cells 10in the mice of the test groups were alleviated to different
extent than those in the model group, with significant differences. It has been shown experimentally
that the present medication can improve various pathological changes of chronic bronchitis induced by
passive smoking in mice, suggesting good effect of the present medication in treatment of the chronic

bronchitis. 15 Test Example 6 Investigation on toxicology of the present medication 1. Acut toxicity test
(maximum dose experiment)
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The experiment of acute toxicity of mice was performed with respect of the present medication. Since
of the value of LD50 was failed to be measured, a 20 maximum dose experiment was performed
instead. Mice were intragastrically administered at the maximum volume with the maximum
concentration. The result indicates that when the mice were administered with a maximum dosage of
243 g crude drugs/kg which is 378 times of the clinical dosage (the clinical dosage is 45 g crude
drugs/persopldisthe assumed body weight of a person being 70kg), no 25 adverse reaction or death
was observed. The animals were autopsied at the end of the experiment and no abnormality of each
organ was obsprveAiRNAkETEXPSofdIRIPTEY PsibdSSlonoriQ WiRipLdRIS AT YRR I8P
experiment, which were assigned into the control group and the test groups of the present medication
with dosagesioheedtfisalanshiissitende drage/iemhinh wedicial 2a0A9 impe eoIbawlgisatts
dosage (459 crude drugs/person/day) respectively, and intragastricall administered for consecutive 24
weeks. THY a¥@igals were observed for the influence of the present medication on various indices. The
experimetakresaltshar that tirevdosagesiabtire presesitEResdieatioEThave SFaBrapparesinfluence
on body weighigeedieanssnption, pgyipheral hemograspzlgatregardi@gram, andsergan index; PTs in
the rats of the low dosage group in 12 weeks post administration as well as the high, medium and low

dosages gigups ) 24 weeks post ageipisipion are loyey i 11056,8,Me cpRiiRl groupyhich is the

statistical difference due to the low rd deviation ot the measured values and Is meaningless 10
physiologically; and during the rie')vcl:'%@%e%r%%p?e'_'r%é medica’%ﬁR\?v%h&rsa[vQ/%? for 4 W7e8ék153)q PT and APTT in
the test groups are of no significgﬁfztﬂ'fére%c_e% compared to those in the control group. Among the
measured values for the twelve indices of blood biochemistry, the GLU value of the low dosage group
in 12 weeR¥\poStSEdAMistration RARKN SEMENthat of theNaMENIdTAMPLIR<0.0B) Wkt sAf I A&l IARhIn the
normal varae range for the 15 phgsiadogical index. ASTsTRand CRE values #a theslow dosage group
as well as ALP and TP values in the medium dosage group in 12 weeks post administration are lower
than those ggbe santialorosP (RS09Bh hess indiges wiiléakuyiiaie respective normal value
ranges. Affer administration for 24 weeks, AST, TP and,GRE valles of the medium and high dosages
groups are lower than those of the control group (P<O.(?3 _259 P<0.01), and ALB and BUN values of the
high dosage group are lower than those of the control group (P<0.05, P<0.01), but these indices still
fall within the respective normal value ranges. During the recoveré period, BiLi value of the low dosage

group’is highePthdRenBNSfIMRCEHHES| GRIVPYPLODAY aBatiRg: RIRNBIINS \ARGOsINeh 0o 2iBsale

group IS Iowet 1A 11055, 0 g CoakPLaoNpB=005 B=0,08,0d lhese indipes st fall 25,40
the respective Tiormar value ranges. Other Indices are of ho signiticant difference In comparison with

the controhgfeviaidniRPRMAREL Y-p1aBY AbigAt No apparent pathological changes caused by the
present meglig HRECTOANS AR [Py ﬁ@@?%%&%ﬁﬂ%‘&%ﬁx'c'w lestthgpasimyEy dose

experimerr’!) an mgﬁéngq-term toxicity 64 test, the varigys, 'c%§1 In the test groups do not show
significant ferences in comparison with the control group.”In the pathological examination, no
apparent pathological changes caused by the present medication in the organs are found. In view of
the above? ¥t p¥sent medicatidt Hs €fddts of checkMYENUGHESBIEREIling PriB AR, e Tivy! 30
dyspnea and resisting inflammatiti;RaedE Pi2A-aFgood thékyeivtic7éfficacy on bronchitis, particularly has
an excellent efficacy on chronic Bronohtisis€laims 1. A pharmaceutical composition for treating
bronchitis, characterized in that, said pharmaceutical composition is made from the medicinal
materials inthadalaming-aarts by wRigHsHIIR! BETICUHOTARPINGULIAE RIVZOMAASTERIS
RADIX ETFARFARAE FLOS PERICARPIUM 94- 15694{8- 156RHIZOMA 94 - %5694- 156 PORIA 94-
156ATRACTYLODISARMENIACAE SEMENPERILLAE FRUCTUS MACROCEPHALAEAMARUM 78-

13078- 130 RHIZOMA 94 - 156 SINAPIS SEMENRAPHAN| SEMENCINNAMOMI
RAMULUSSEUTHT KRIAERADB 78 N5/8 35046277 5§61 188/2AE

156 391 RADIX ET RHIZOMA 31.

3. The pharmaceutical composition for treating bronchitis according to Claim 1,
characterized in that, said pharmaceutical composition is made from the medicinal

10  materials in the following parts by weight:
CITRI RETICULATAE PINELLIAE RHIZOMA 94 ASTERIS RADIX ET FARFARAE FLOS 94
PERICARPIUM 156 RHIZOMA 156
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FORSYTHIAE FRUCTUS HOUTTUYNIAE HERBAand GLYCYRRHIZAE 94- 156225 - 391RADIX ET
RHIZOMA 31 - 53. 52. The pharmaceutical composition for treating bronchitis according to Claim 1,
characterized in that, said pharmaceutical composition is made from the medicinal materials in the
following parts by weight: CITRI RETICULATAEPINELLIAE RHIZOMA 156 ASTERIS RADIX
ETFARFARAE FLOS 156 PERICARPIUM 94RHIZOMA 94 PORIA 94ATRACTYLODISARMENIACAE
SEMENPERIALAR FRUCTUS 130 MACRBEEPHALAERARON 78 RMiIZoNMA 56 SINAPTS SEMEN
78RAPHANI SEMEN 130CINNAMERHCRAMNEUSSCUMEFENRIZE RADIX 4694 FORSYTHIAE
FRUCTUS HOUTTUYNIAE HERBEK&NA G*YCYRRHIZAE 156391RADIX ET RHIZOMA 31. 3.
The pharmaceutical composition for treating bronchitis according to Claim 1, characterized in that, said
pharmacesitigalceEmaasitien is Nk AroIseEliENmedicinat inmetaviatavuitbe folleaingparabrApeight:
CITRI RETICULATAEPINELLIAE RHIZOMA 94 ASTER4S RADIX ETFARFARAE FLOS 94
PERICARPIUM 156RHIZOMA 156 PORIA 156ATRACTYLODISARMENIACAE SEMENPERILLAE

FRUC TUS S8 MAGEHERFAL

SEMEN 78CINNAMOMI RARUL ] |
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 94225RKBIX ET REZEMA 53.

ﬁ%ﬁ)ﬁb&&"&ﬁ@ﬁ”'é@ﬂé&éﬁ%? SEMEN 130RAPHANI

SCUTELLARIAE RADIX 7

156_.FORSYTHIAE FRUCTUS
4. The

pharmaceutical composition for treating bronchitis according to Claim 1, characterized in that, said
pharmaceuticat-corfipoBltRiMaGadHea SRR FHiRNicio ratnaPreReaitsIALrPaastoyaight
MA 125 ASTERIS RADIX ETFARFA

PLRICARBITRCTESE o MR ARG RTA DAL TR RGN e T RRA oY T\ AR e Ginal

FRUCTU$n 384 ials in the following parts by weight:
PINELLIAE RHIZOMA 125

CITRI RETICULATAE
PERICARPIUM 125

PORIA 125

SINAPIS SEMEN 104

FORSYTHIAE FRUCTUS
125

ATRACTYLODIS
MACROCEPHALAE
RHIZOMA 125

RAPHANI SEMEN 104

HOUTTUYNIAE HERBA
313

ASTERIS RADIX ET
RHIZOMA 125

FARFARAE FLOS 125

ARMENIACAE SEMEN
AMARUM 104

PERILLAE FRUCTUS 104

CINNAMOMI RAMULUS SCUTELLARIAE RADIX
62 125

and GLYCYRRHIZAE
RADIX ET RHIZOMA 42.

5. The pharmaceutical composition for treating bronchitis according to Claim 1,

5 characterized in that, said pharmaceutical composition is made from the medicinal

materials in the following parts by weight:
PINELLIAE RHIZOMA 98

CITRI RETICULATAE
PERICARPIUM 98

PORIA 144

SINAPIS SEMEN 125

FORSYTHIAE FRUCTUS
149

ATRACTYLODIS
MACROCEPHALAE
RHIZOMA 148

RAPHANI SEMEN 128

HOUTTUYNIAE HERBA
377

ASTERIS RADIX ET
RHIZOMA 104

FARFARAE FLOS 104

ARMENIACAE SEMEN
AMARUM 85

PERILLAE FRUCTUS 85

CINNAMOMI RAMULUS SCUTELLARIAE RADIX
75 151

and GLYCYRRHIZAE
RADIX ET RHIZOMA 49.
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MACROCEPHALAEAMARUM 104 RHIZOMA 125 SINAPIS SEMEN 104RAPHANI SEMEN
104CINNAMOMI RAMULUSSCUTELLARIAE RADIX 62125 FORSYTHIAE FRUCTUS
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 125313RADIX ET RHIZOMA 42. 5. The
pharmaceutical composition for treating bronchitis according to Claim 1, 5characterized in that, said
pharmaceutical composition is made from the medicinal materials in the following parts by weight:

CITRI RETICWH. AT A& intrirdéduttd | ZEMP tid b TioR tre BifYI91 b o Re RS Ald édrdih§ $010aim 1,
PERICARPIUM 98RHIZOMA 104 PORIA 144ATRACTYLODISARMENIACAE SEMENPERILLAE

FRuCTusfggmﬁchmbiameA&mmwmwmmmmmsftsm/i?@mwmzwmmmal

SEMEN 128CINNAM %MULUS ’ﬁTELLAhRIAE RADIX 75151 FORSYTHIAE ERUCTUS
HOUTTUVIRIREASER R Y QR R Y NE'95377RADIX ET RHIZOMA 49. 6. The

pharmacetifiEaredftdsiton for frl&ihG b6 accotalfG RFERMR ™, chardé@rZed it d¥at, €hid
pharmacetkfighesialdodition is niade from the medicindfvatidfials*th the following parts by weight:
CITRI RETICULATAEPINELLIAE RHIZOMAASTERIS RADIX ETFARFARAE FLOS 140
PERICAR®RIRIM 145 152RHIZONMRMIRORIA 105AT RAEGENACORISAMRMEN I A SENENPERLLAE
FRUCTUS 81 MACROCEPHALAEAMARUM &1 RHIZQM&IM5 SINAPIS SEMEN 125RAPHANI
SEMEN 125CINNAMOMI RAMWY WSS UTFELLARIAE RADIX 74149 FORSYTHIAE FRUCTUS
HOUTTUYNIAE HERBAand GLYCYRRHIZAE 105276RADIX ET RHIZOMA 45. 7. The

pharmaceutlcal corm)osmon according to any one of Claims 1-6
SINAPIS SEMEN 125 RAPHANI SEMEN™ 125  CINNAMOM{ RAMULUS  SCUTELLARIAE RADIX

74 149

FORSYTHIAE FRUCTUS ~ HOUTTUYNIAE HERBA  and GLYCYRRHIZAE
105 276 RADIX ET RHIZOMA 45.
7. The pharmaceutical composition according to any one of Claims 1-6,

5 characterized in that, PINELLIAE RHIZOMA is PINELLIAE RHIZOMA PRAEPARATUM

CUM ALUMINE, ATRACTYLODIS MACROCEPHALAE RHIZOMA is RHIZOMA

ATRACTYLODIS MACROCEPHALAE TOSTUM CUM MELLE ET FURFURE,

ARMENIACAE SEMEN AMARUM is ARMENIACAE SEMEN AMARUM TOSTUM, and

SCUTELLARIAE RADIX is in a form of slices.

10 8. The pharmaceutical composition according to any one of Claims 1-6,
characterized in that, the pharmaceutical composition is prepared in steps of:
(1) weighing selected clean SCUTELLARIAE RADIX according to the part set forth
in the prescription and pulverizing the same into fine powder for later use;
(2) weighing selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
15 RAMULUS according to the parts set forth in the prescription, adding 8-12 folds by v/w
(ml/g) of water based on the weight of the medicinal materials, and subjecting the mixture
to distillation for 3-7 h to extract essential oils, collecting the essential oils for later use;
(3) collecting the aqueous solution obtained after the distillation in step (2) in a
container, extracting the herbal residue from step (2) together with ATRACTYLODIS
20 MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
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5 characterized in that, PINELLIAE RHIZOMA is PINELLIAE RHIZOMA PRAEPARATUM CUM
ALUMINE, ATRACTYLODIS MACROCEPHALAE RHIZOMA is RHIZOMA ATRACTYLODIS
MACROCEPHALAE TOSTUM CUM MELLE ET FURFURE, ARMENIACAE SEMEN AMARUM is
ARMENIACAE SEMEN AMARUM TOSTUM, and SCUTELLARIAE RADIX is in a form of slices. 108.
The pharmaceutical composition according to any one of Claims 1-6 , characterized in that, the
pharmaceBNREARMBOFILIOS i31ptk FORSVITHRAE oFRUGTUSeigiity witleciedateaachCiMELEBARIAE
RADIX according to the part set forth in the prescription and pulverizing the same into fine powder for

later use; hoyrs) veikiieh stile @b aef YERI RE THEU LNESELY ERICARRIUS dhel BpiaiDine15
RAMULUS agcording to th rtg,set.forth in the prescription, addi -12 folds by viw (ml/q) of water
pased on BB R A B dHTcS WL S S SOETEETY e ML ot ir-SHAEH o P
extract esggfiaboilte cYSHN8 Biarssteniil gils danGiFeUatixture, RBISHIN SSRGS RS PHIoN
obtained after the distillation in step (2) in a container, extracting the herbal residue from step (2)

togetlser velod BAG BjLEdS siluéC BidaladtHAteXEHRHIis0IM Ao i, QREACGHCERIYARIR b HaAdE dRAED 1 X
ET RHIZOMA, FARFARAE FLOS and FORSYTHIAE FRUCTUS twice with water, each time for 1-3

hours, in WARIE MR MNSURI Bt eagensity-of tited RPVRGTHHY) BraRBURSR: OF tHe idlc@iah#eSaterials
for the fi i d 5-9 ti by, v/iw (ml/ ine: '
orthe first t m}% Ove%t%r%gm S i?é‘reé %I(enéﬂglé’fﬁtvﬁvﬁéﬁg aZtBMAthIgERQEEA@ﬁW%%r@g%%;

and filtrating the’mixtdre, Or?l INing the Tiltrate ove said aqueous solution

the distillatignend RAFQARALOE MENCIRSTIFERIS WINDIbE FalatiMezZsnRty O U Tt VA AR IHERHBA,
measured at 60 C for later ues;  (4) weighing selected clean PINELLIAE RHIZOMA, PERILLAE
FRUCTUSNSINRMENSAGAIN SRABINAANM S BM Ny o0& ST R SORMDDE ESTSRH I INATHE @UEBTURTRIME
HERBA, and ARMENIACAE SEMEN AMARUM accordbnT% to the parts set forth in the prescription, 10

extrallting KBRS HAFCRAMS tMBRI by (/IRIERIRY) WA 0TS ilrdl SoRiBRY2lon RSREigH: of
the medicip Lﬂgﬁ?f‘tﬁ%ﬁﬁéﬁ%m fﬂéﬁéﬁé?&%ﬁe%ﬂ%f&ﬁﬁ%?ﬁqéiw&ﬁ%f&ﬁa XS IRt For

extracts an the mixture; recovering ethanol o iltrate, concentrating the residue to a clear

paste withitizensliagypoising tihefekiacts2andeinmalhygnieaswisedrat AEcovantucemaiynef e ¢lraiteaste

with the clear paste obtained in step (3) 15for later use; the fine powder obtained in step (1), the
essential 6PHeBRAiatAdiRedesBILME tAcieanbaria vidhrtpasrististalasaiiy etep1@)lc3Ashenamaly
active ingredients of th rmaceutical composition. 9. The pharmaceutical composition according to
any one o EETHIEA & 0 Ch AN B RNEP e RARE LLLH SAAbLRR G R GSA o o
hgrdlgapswﬁatﬁg}l%é),owder, or_al liquid, sof_t _capsule, p!ll, tincture_, syrup, supposi_tory,_gel, spray, or
injection.  10.The pharmaceutical composition according to Claims 9, characterized in that, a tablet
of the pharmackatitsd puwoesititais et inukitgd (i) Stepsesk&ii{d) vikighitag releictatepe@) and the
SCUTELLARIAE RADIX according to the part set forth in the prescription and pulverizing the same
into fine peAfBHTed |SleplsRastes TERLRINRIA K FAGH XA CResiikitg R AsH@elgEdiRNts of the
RETICULAH’AE PERICARPIUM a,rtld CINNAMOMI RAMULUS according to the parts set forth in the
prescriptic?n,aa@d:’llﬁg 9 %?Hqsotgf RY (ml/g) of water based on the weight of the medicinal materials,

subjecting the mixture to distillation for 4-6 h to extract essential oils, and collecting the essential oils
for later use; 9- (3 lIERRTGEREHHCRbUCOSBRARIICHLtARCRr AN the dRitWa®ei indltefp @M a1,

B SR B D T P Simsiomertes
and FOR$XIEHAS WRAC TP Mise, With wak%u%@%nr,irnﬁéﬁrré;%imw?slnpwbmen BB10WRERf Water

is 7-11 times by v/w (ml/g) of the weight of the medicinal materials for the first time and 5-9 times by
viw (ml/g)ifgectiersecond time; then, 10 pooling the aqueous extracts and filtrating the mixture,
combining the filtrate with the above said aqueous solution obtained after the distillation, and
concentrating iyarelgaspasiaaiae csibus densibceldidors- 2dhsirmallvmeasuietbalifliaios
later ues;  (4) weighing selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, R ANhS EpVi&ih aA8TikdRIS GAdXiteh BHOAOMAteH GLEISphsYNIAE HERBA, 15 and
ARMENIACAE SEMEN AMARUM accordirg to the parts set forth in the prescrgli\;)n, extracting the

sam@twice will BYeiBHE by /a¢ (R gP 8N4 IEIARMERAEb ascardinthéiBR Rast asd forth
medicinal;magrials, ine it ime for 1@08 12 d .?ee Se6Rad fime f%%'zg%%%;r p?&'”ﬁﬂa}%? cgacts
and filtrating the” mixttre; Yecovering ethanol of the filtrate, concentrating the residue 1o a Clear paste
with the redaive depaity REIRKD1H20 20 thermally measured at 60 C, and combining the clear paste

with the clear paste obtained in step (3) for later use;
(2) weighing selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
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(5) granulating the combined clear pastes obtained in step (4) with the fine powder obtained in step (1)
as a fundamental material, and finishing the obtained granules for later use; 25(6) providing the
materials in parts by weight for tableting as follows: granules obtained in step (5) 360 - 600colloidal
silicon dioxide 1.8 - 3.2 magnesium stearatel1.8 - 3.2  (7) tableting by a conventional formulation
process to obtain the tablet of the pharmaceutical composition.  11.The pharmaceutical composition
accordingRARIBINY $0a chevdioig igatienoias, dee tahleiofiteepbasmawenitigaboan@asitionds grmwwated
in steps of: (1) weighing selected clean SCUTELLARIAE RADIX according to the part set forth in
the prescriptieh ehwptavdasag aietbanveiott mhahsomedidoealateatgsals, SOIFENg\RR RN N0

2 ighi lect I CITRI RETICULATAE.PERICARPIUM and CINNAMOMI RAMULUS
cborcing TSR DS G e G ESERIBHO LIcRHG SURSINY D1 CHVRDNED PG bLAEH e
weight of the ’K@Pi&m@éﬂ}?ﬁﬁeﬂ?ésaﬁﬁ%&g NGiGIRPEBESHR A ISHIAUARN Qi st RS R8BS fIgh OAlS,
and collecting the essential oils for later use; 10 (3) collecting the aqueous solution obtained after the

distillationcorséspe(2) énteactintpities, leathadtiresithech énral stojply@ frtoyettesr (R)ttogSTRAGTHLODIS
ATRACTYLODIS MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,

FARFARAMRSCHHHSAGY THTKOMACTOR!fvicBl i SATEH £AEn BABRS: 4 FaurHIZMMHA an
amount ofeienla A0 WTBROLHSHANT ke BRTICHT WIALISORY 15 At uala ap e e ne

and 7 times by esecon en, pooling the aqueous exefradts and filtrating the

mixture, cRAIREING RRiEKrate wifbihe dpavaterits apuqoymesBipARiaIRY ftantevdigitadeanand
concentrating to a clear paste with the relative density of 1.17 thermally measured at 60 C for later
ues; (4nedighmgaiedes foetre FrsELIMendhe BiZ Omgs PYERW AMEGF R GEUSCSNIAMS; 20en,
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA, and.
ARMEN|ARCRING B RMBAUS MRS aig {8HTRENSh RS AW incRR IRag iR AltEateattity e

same tWicshiin SR RIReN (X UBl(fic SBtndraRcPE BRARsRS oBRe N rIAbliLiRg Taediclaal

materials, the first time urs and the second time our; pooling the extracts and filtrating

the mixturgasesueingadianee efdhsitjitonte,1351 congasiraiinonkesesitattor Clerar pasieuwih the
relative density of 1.17 thermally measured at 60 C, and combining the clear paste with the clear paste

obtained in ste@(Yyeighiagsatested epajrdhiNElindAReRIdMOINA 86| bhledGHdsTdSNnINP AP with

ater e, BTN E B Aty R o o A TSR
later use;%ﬁ id%@% hfgillz'l [ t rl%/ i rt%lb It? 'g)lllg\% X I § T n
step (p) 4 40eOARINAL RSO HIQEAFEAANAARERM R SR aIRED the WarRIdiigdRR Resorbotmiiained
in step (2) to the colloidal silicon dioxide and tableting by a convetional formulation process to obtain
the tablet ektifzetiria thiacantic aldoenwitkithi. fold$ 2y hevwp gt e a0dnatiosito s tdu ticeatiaged
bronchitis according to any one of Claims 1-6, characterized in that, said bronchitis is chronic
bronchitisofdhe weight of the medicinal materials, the first time for 1-3 hours and the second time
for 1-2 hours; pooling the extracts and filtrating the mixture; recovering ethanol of the
filtrate, concentrating the residue to a clear paste with the relative density of 1.15-1.20
20 thermally measured at 60 °C, and combining the clear paste with the clear paste obtained
in step (3) for later use;
(5) granulating the combined clear pastes obtained in step (4) with the fine powder

obtained in step (1) as a fundamental material, and finishing the obtained granules for

later use;
25 (6) providing the materials in parts by weight for tableting as follows:
granules obtained in step (5) 360 - 600 colloidal silicon dioxide 1.8 - 3.2
magnesium stearate 1.8-3.2

(7) tableting by a conventional formulation process to obtain the tablet of the
pharmaceutical composition.
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11.The pharmaceutical composition according to Claim 10, characterized in that, the
tablet of the pharmaceutical composition is formulated in steps of:

(1) weighing selected clean SCUTELLARIAE RADIX according to the part set forth
in the prescription and pulverizing the same into fine powder for later use
SCUTELLARIAE RADIX;

(2) weighing selected clean CITRI RETICULATAE PERICARPIUM and CINNAMOMI
RAMULUS according to the parts set forth in the prescription, adding 9 folds by v/w (ml/g)
of water based on the weight of the medicinal materials, subjecting the mixture to
distillation for 5 h to extract essential oils, and collecting the essential oils for later use;

(3) collecting the aqueous solution obtained after the distillation in step (2) in a
container, extracting the herbal residue from step (2) together with ATRACTYLODIS
MACROCEPHALAE RHIZOMA, PORIA, GLYCYRRHIZAE RADIX ET RHIZOMA,
FARFARAE FLOS and FORSYTHIAE FRUCTUS twice with water, each time for 4 hours,
in which an amount of water is 10 times by v/w (ml/g) of the weight of the medicinal
materials for the first time and 7 times by v/w (ml/g) for the second time; then, pooling the
aqueous extracts and filtrating the mixture, combining the filtrate with the above said
aqueous solution obtained after the distillation, and concentrating to a clear paste with
the relative density of 1.17 thermally measured at 60 °C for later ues;

(4) weighing selected clean PINELLIAE RHIZOMA, PERILLAE FRUCTUS, SINAPIS
SEMEN, RAPHANI SEMEN, ASTERIS RADIX ET RHIZOMA, HOUTTUYNIAE HERBA,
and ARMENIACAE SEMEN AMARUM according to the parts set forth in the prescription,
extracting the same twice with 6 folds by v/w (ml/g) of 60% ethanol solution based on the
weight of the medicinal materials, the first time for 2 hours and the second time for 1 hour;
pooling the extracts and filtrating the mixture; recovering ethanol of the filtrate,
concentrating the residue to a clear paste with the relative density of 1.17 thermally
measured at 60 °C, and combining the clear paste with the clear paste obtained in step (3)
for later use;

(5) granulating the combined clear pastes obtained in step (4) with the fine powder

obtained in step (1) as a fundamental material, and finishing the obtained granules for
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later use;
(6) providing the materials in parts by weight for tableting as follows:
granules obtained in step (5) 470 colloidal silicon dioxide 2.4
magnesium stearate 2.4;
(7) adding the essential oils obtained in step (2) to the colloidal silicon dioxide and
tableting by a convetional formulation process to obtain the tablet of the pharmaceutical

composition.

12.The pharmaceutical composition for treating bronchitis according to any one of

Claims 1-6, characterized in that, said bronchitis is chronic bronchitis.
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