10

15

20

25

30

A PHARMACEUTI CAL COVPCOSI TI ON FOR TREATI NG DI ABETES AND
| TS PROCESS FOR PREPARATI ON FI ELD OF THE | NVENTI ON

The present invention relates to four nethods for
preparing a pharmaceutical 5 conposition for treating
di abetes nellitus (also referred to as di abetes) and

t he pharnmaceutical conposition prepared by the

met hods. BACKGROUND OF THE | NVENTI ON Di abetes nellitus

Aé@&%hiéiig IECOMROISTION FEIR TRERTINGDIRBETES
car bohydr B8P ROQGLESS FORWREPARATION

har act eri st.i cal mani_ f estati ons of hyperglycenm a and
FIEL]@ QEEHE INVENEHONad to conplications of heart and

ki dney, bli ndnes and even anp Recently
The pepseRbiveRtianaelaRs fodat eﬁﬁpaﬁefopwr@ﬂv@mg@spbé@maceuﬂcal
compbbiioy fpeatrehyingediab&yes rmelhtlhse (alsobeefeofedabi antdiabetes) and

the pAGEAES 8%%1%@@%@@%8 fisErethBoS; T ow has
BACI@Q@Q}?NQ@OW 'INVENTI NPM cases, nost of the

non-i nsul'i n- dependent di abet es

Diabet®s 'I?Ilteh!'ﬁtc}( (DM 1-@’ ae hi‘émcaf $réé§1{7behﬁﬁb91 diSease, which is

causeby iy FoaF BRGSO artay SRte. el apddipid with
characteridtidal Inam1f&5lt@kiohy aftleyperglydenys, and g@lyassutia. It can lead to
compﬁﬁ%ﬁﬁ?@%fjﬁgar@b Ulﬁiazrﬂ,fy ddlgllgénegé %i?l@?éﬁ*éﬁeam?ﬂtﬁ'tfo?{ ‘Recently,
clinicgpgies shssueds %@ﬁégeolaxﬁgg ofiM Kasheeib SR Ng KRatebY year. By
now, she ememhmt of patititt witlalDlh hassemeaditeidhto (ITeuhdsed millions
all ovleﬁ THe %gﬂﬁ Yl CHp Svﬁ’ﬂi hefnBaf ofrﬁé’c'iéﬁ’mvﬂfl M }éfstk?éen over 40

m11110|;q1§S Y Ases

Ci 0 e
sy mpg’é of ther pelgry Relng denheheisilii- dependent
diabetes nieltitus (NHD DMedy 2511, hotd aflitfleibebmng dduirisndin-dependent

DM (fggé 1Y RBERb: ‘M‘bdﬁb %{%@f’kﬁ%&ﬁ%@ﬁﬁfefcﬁ{g

i zoma I smat'l s

\pi Y| %)stllmfhlﬁﬁw'ﬁy GHerued1odri s such as the

o A G s e

sensitizexdetd. &ﬂaWeNerr, rleagn—imynDMsleyofl' thedesdvagedvidh hrtingiakout severe
31dee?ﬁ€Eg§ ons according to "Sanxiao" theory, but 30 has no
ood t herapeutic nethod in the stage of

TraditiGPal r€Higbsic ehedidher ENCRIpHAsear lohgtigeosf ifMprevention and
treatment of DM. After thousand years of practice, much precious experience
has been accumulated and the unique academic system has been established.
A lot of glucose-reducing TCMs have been recorded in the TCM classics, for
example Rhizoma Alismatis (Zexie), Rhizoma Anemarrhenae (Zhimu), Radix
panacis quinquefolii (Xiyangshen), Radix Puerariae Lobatae (Gegen), Radix
Rehmanniae (Dihuang) and pollen grain (Huafen) etc. Traditionally, treating
DM by TCM is based on clinical symptoms according to “Sanxiao” theory, but -
has no good therapeutic method in the stage of impaired-glucose-tolerance
and early stage of DM.

The main cause of DM is liver and stomach, and the existence of gloomy heat
in body is the pathogenesis basis for “Xiaoke” disease (TCM name of DM). In

light of the TCM theory of relieving liver depression and removing spleen

1



10

15

20

25

30

35

The main cause of DMis liver and stomach, and the
exi stence of gloony heat in body is the pathogenesis
basis for "X aoke" disease (TCM nanme of DM. In |ight
of the TCMtheory of relieving |iver depression and
removing spleen danpness, it is necessary to adopt
the nmethod of regulation as the prinmary neasurenent,
which is considered as, a therapeuti¢c way ainmng at

damppespoifeirevesesspaygte adarf theenethod«f Fegrelagion jas the primary
measPRaHBRELUWIGRh cienasndideredf ddreapribeeapeltfiveniviagn) aiming at

pathodflialls FEAGHBERL AR PifeSd SHarer 4t the, pharmaceutical
compasitiy ngf fthet presenjeinventian) yactst andelieving sagnaney to clear
away SYORIATEHeAE, A8atistAHEEYirPtd senbive th@o&ﬁb(df@?édg@% Fu to purge

turbic g AR RIoth, (Il D8 Lecevered cince the gloomy
heat ]Zhser@ezmelﬂhmamden@l(m@réfm witll kbewtiecovered aatemedically. As

elaboxfTeFl@ elérf‘)%dbﬂzrgf’d&%éd])e oPZhQi%g'ZPi‘iaZhﬁﬂdSPlér%’ §g§e£’9%rk written

I.d
by WangdRenahangi Seibaes dyfiastin it Opernbiay niisotans body fluid

couldtﬂm‘rdme@umddﬂb@dl etiitei for each eitheveantadmmase sedf-recovered.
Accor‘al t%?%‘%éﬁﬂh%‘{erthﬁaubf W li§ tborélfé@é’ %tégﬁﬁncy to clear

awamf@an@f: iratr i eHehy o in KR KABDVS! st arreaggn Fcfo Purge

turbiditysed 15 by overeati ng and reduced exercise usual l'y
checks transportation of Q in "Zhongjiao" (niddle
Accondinget9 traditoonale IV theoryhethe gastivintestinakdtagrancy caused

by o{}éi‘@tﬁh a®id |rle2°1€1rceag@x§?é1§e %Lﬁﬂq éﬁe(ﬂ%g‘r(fﬁﬁﬁfbﬂtﬁﬁ@n of Qi in
“Zhongady; JARSGE WapeTpaviich; i SHEC Flo i of redging

functiomof likver andr gall Rbtasisds eprvetited dimdo ety the Itz oféSanjiao”
(tr1pleQQ%rrﬂéﬂ éﬁ%ntﬂH’e G%MK %Q/eqlr au bfbﬂtﬁtﬁhlﬁﬂé%tme and lung.

Thereﬁ@gﬁf?gﬁa Rt gPRAPraRd dadian 1%?@ Flabusl 8T he monarch

drug, Heaw iahetheo Rt Keaprtydisfplayeaa |pﬁagt snﬁadeamy\g)up stomach heat
and Ig?df?(xeip 9@&%% ﬁh@ﬁdrgaghlﬁgsﬁﬂbﬂlhal '}?e%taBQsé‘@dd)fi the theory of

ni.ste

treating py/aste Bl BLR b Ay Ricoidh AU nRdts NchdElfirig and Radix
Bu leandanssusedgamghenmmas@ drugg wheravtheRididrRagoniae Aba plays a

part &ﬂhﬁ% Redtand aéf‘ﬁi% Y‘ﬂht hesiistidTene rYtglo\ﬂaﬁ'ch drugs to

Cear U e e T oo i
into Shiawer ga@airleradmrd aadlg]ufgymplmen merdianractiear hgp the heat of

liver IF%FJCFQ fdir Hﬂduﬁoﬁﬁﬁcﬁeﬁ{e Rfade B@u%‘l‘lﬂmae clearing

up th@;rhﬁagééﬁ ﬂg&m ﬁg#d'u@fw rg%?qz é raw Fructus
Crataakiispetr as n@gsﬂaalng Qiprddigestifg ﬁwm exsmg sta31s working
with %‘H Epglé} &nﬁ%hclh' tbafa‘%hﬁfé’c@sctﬁ 4 g&‘fcﬁﬁﬁﬂe@ﬁn WRe Rhizoma

I Zzoma to ren

Pinellige, (it deh g BIRAMS 1 CaPldutBedRPRET: GCoibnORERIE and bitter
downbwariig to eﬁcmeddixle iwafmehnr dhedefare, aﬂboﬁsthdeas:lrugs are used

[
as as £ H? al-;re s M?friésaw d@% %&i‘ @g?&% thﬂe‘g%nerate body
fluid bag Ct;r.a’glgg %ﬁg’p ¥ %qjﬁt}{ H/gopglcﬁ/ h the Radix
TrzchoEfzhth@WtﬂHlee smmlakh’sﬁfmnaugosoMsnSw iywhansld Be qatlled as guide
drugShOU| d be called as guide drug. Based on the TCM

‘theory of d oony Heat, a pharmaceutical conposition
has been found, which is conposed of Radi x
Trichosant his (Ti anhuafen), Radi x Bupl euri (Chai hu),
Fructus Aurantii I mraturus (zhishi), Radix et Rhizoma
Rhei (Dahuang), Rhizoma Pinelliae (Banxia), Radix
Scutel l ari ae (Huangqin), Rhizoma 5 Coptidis
(Huangl i an), Radi x Paeoni ae Al ba (Bai shao) and Fructus
Mime(Winei ) etc. It has a better efficacy on treating
DM The conposition has been disclosed in an early
Chi nese patent appli catl on by the appli cant

£ N 1 raYaVal B NaVYalaYalatalal —\ Py L L 2 . o e
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SUMMARY OF THE | NVENTI ON 15 The obj ective of the

present invention is to provide a pharmaceuti cal

conmposition for treating DMwith the foll ow ng

quantitative fornula. The pharmaceuti cal conposition

is prepared by the methods descri bed bel ow, which can

sol ve the above-nenti oned problens in prior arts.

Anot her obj ective of the present invention is to )
Basedppothie T aeoryof lqsiep dladigasphaamasesticat somposition has

been gg{m@ﬁ: ﬂ}ﬁghf sr:sfe cgglg bE@dtﬁMl?ﬁiﬁg zzidh?_ﬁdﬁfl&ﬁ@(tﬁwﬁhuafen), Radix
Buplefgg,Rohetd) %&E@%f#f@mﬂm@ (Zbishi); Radix ebRhizoma Rhei
(Dahusmg), i Reizowwa Paeelliaef(Bamxia)| Redixngcrtelasiadr(fifisangqin), Rhizoma

Coptidi§ !(gﬂiallgggihh&gliﬁﬁﬂgc\@g%ﬁsia@?%cﬁ &]i%is'l_ﬁgii) @l?}ll 'P%%l BER Mume(Wumei)
ete. 1t ghihd pBPHer oFiteasy, (0 ATFaHRE PMintucCompopigion has been
disclosedghin part s eaflyRadikineseRhpaterd Rapplicatioh whbiyghthe applicant

(No.zg@}%}%?mzz%h'v}.q%vm@ﬁ,lth@eme%héa WS IRy a®BakEd Un FREItFaditional

lariae; 1-1 Ight..parts of .Rhi.z tidisg,
ethangl-sxtradtinn ethad Foea LibPkaBatadn it Brogety of solvent,
a largeiaghoupdr 06 whtdirscluldeMactye arainguinantal aye dosprinstse extract
obtair&f}i” C Eiis! gg%ﬂ%&cg%ﬂha%é 13481 §AH- tﬂ@ec%ntents of the active

ar maceut i conposi{ion_can repar ed_by. any, one ., .
compBnenis Qoo GRHER GIE S maiits e AETRITStrakiorhspsage is high
and conspquentlyt the $icld-effeaty ateeirereased coviatipandinglyr ude

drugé in accordance with the weight parts as described
SUMMARY QOF ERE INVEINTHONr ude drugs with water by

reflux, filtering the extract liquid and .
The ebjestivier 2fi rifpeurferasensdieentipesdar 0 proxide ng pharmaceutical

comp8sitaswe| forntreathity OM enitlatihd flléwihg! fantithElveekermula. The
nt to 65- 75%.and

t he et.hanol cont. il Teri,ngy; d .
pharmugcehirah EpRESOREND 1f IEPaRtapy Ui, cobt it Sgssribgd below,
whiclpeadsodvetheabaas-mentonediprotdenys tuipiriey axtsi pi ent

into the extract of step (d) to prepare into
Anothermroljestiviec £ ythec qrissepl elpeREent dp mto Tsozvédenanethods for

prepag%it gdaa ?Wl’;rﬁﬁée%gr@gr gkﬂb?gitﬁiﬁpﬁfora- tiebeiigli MM heand  the
pharralCFifiak ¥poBtit IRGR . By A TheBROHS. Fh, phigrpeceutical
compasition bof rtbie presenb|invgndiin earapsicasaextrachsi @f the following
crudef k1851 Bg @RedghoPrti B0 aveiglet paktd bf aR&dix Trichosanthis, 10-30
weight parts of Radix Bupleuri, 3-15 weight parts of Fructus Aurantii Immaturus,
1-6 weight parts of Radix et Rhizoma Rhei, 1-12 weight parts of Rhizoma Pinelliae,
3-15 weight parts of Radix Scutellariae, 1-12 weight parts of Rhizoma Coptidis,
3-15 weight parts of Radix Paeoniae Alba and 5-20 weight parts of Fructus
Mume, and optionally comprises pharmaceutically acceptable excipient. The
pharmaceutical composition can be prepared by any one of the following four
methods.

The first method comprises the following steps:

a. providing the crude drugs in accordance with the weight parts as
described above; '

b. extracting the crude drugs with water by reflux, filtering the extract liquid
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c. loading the filtrate onto macro-porous adsorption
resin, washing with water, discarding the eluate,
continuing to wash with ethanol having a certain
concentration, conbining the ethanol eluate and
recovering ethanol 15under reduced pressure to give an
extract; d. optionally adding excipient into the
extract of step éc) to prepare into pharmaceutically

and asypestratingsagder seducadepnessune;net hod conpri ses t he
foll owm ng steps: a. providing the crude drugs in

c. addirgrethacwlvinte the gmncpa\rcrastedsezﬂ%@@tilmlctcab ce fhe ethanol

coftdrtaet 6RF5herid il esimg crude drugs with ethanol

having a certain concentration by reflux: Radix

d. cofeeietting e tikirBee amidee rdhcedpuedsitreAdr pradiice an extract;
| mmat urus, Radi x et Rhi zoma Rhei, Radi x Scutell ari ae

e. optiothalRy zetdingoexcipient ool the @ktggcﬁ o ﬁt}gp zéd? hto prepare into
i,ni g c. addin e
phékﬁtélr alrtﬁdéslhfé{:%%y%%ggsq&g% of step (b)g,
| ' ] .ref 1lux,
The séQhd ri%‘l@’tﬁ(!)é% gc’%{iﬁ@?f(;s%a r’cﬁe"f’oﬁl‘%ﬁﬁ{f %t g, Fer 1ux

concentrati ract [1qul nder reduced

f | . 1 .o d N .
o prOEBE e OB, AL GBIy g s cescries
ab@¥® ent to 65-75% and filteri ng; d. conbining the

filfrate of step b) a c) and copcentrating,into
b. extpching; the crigeiTuiay yith yatertPy sTRE faslihgHowinthe extract
liqaxdy Glterinfg andpcgmibining tegave a fittvahar naceuti cal |y
accept abl e dosage form  The forth nethod conprises _
c. loadings sheofiltrgtetenpto macro-poreusgadiserptiote rdsimgswashing with

wa%@ﬁogg@a%ai bt thewil Gate, R Enainglaer WA vhdY 8th&nol having a

xtr I.ng, t he Radi x, Scut el.l ar|,a t ter,b .
cerfii fRncEgstihg AHBTRS Haf clirnel et i feqy gpins ethanol
under veduced. prasstiredocgiviecan exfracht ure, standing still,
filtering, washing the sediments with water until the

d. Opﬁﬂmﬁwadﬁmcgﬁ@mdmtmghe exfirget whestep (Bhweeprepare into

phifasiacestitotly aciqsablé dghgedorax!racting the Rnizom
Coptidis with ethanol by ref [ux, conbining the

The tlg¥tr@@thbdatoshprisdd ge fidlowsegweepsrg et hanol until no
flavor of ethanol can be 10 snelled, adjusting the pH

a. prowidiagt thd c2udst drigy ivndecorlardedwiithdivieight parts as described
ab&‘/?r night, filtering, washing the sedinments with water
until the pH val ue becomes 5-6, drying to give the dry

b. ext@ﬁﬁﬁﬁ'g TheRTHRiIAP PEHLS 8%‘#1%@‘3%&9 cEMARBFhAdidgea certain
ot her “drugs wi t h. wat e r X, .C Nl the
comRataRHon oo o Bt oRarL | FPIedishl N idodkeontge) dhibg, Fructus
AupgniddinmmaBbUsetRwahiol ett Bhizoma Rhei, Radix Scutellariae and Rhizoma
Coptidis, cooling down the extract liquid, filtering and combining;

c. adding the other drugs into the drug residue of step (b), continuously
extracting with water by reflux, concentrating the extract liquid under
reduced pressure, followed by adding ethanol into the concentrated
extract liquid to make the ethanol content to 65-75% and filtering;

d. combining the filtrate of steps (b) and (c) and concentrating into an extract;

e. optionally adding excipient into the extract of step (d) to prepare into
pharmaceutically acceptable dosage form.
4
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15make the ethanol content to 70% standing still,
filtering, recovering ethanol to give an extract,
drying to give the dry powder of extract, and; e.
combining well the dry powder of extracts obtained in
t he above three steps, into which excipient is added
optionally to prepare into pharnaceutically acceptable
dosage form 20 According to one enbodi nent of the
The ferthsamethpaveomipgises the tllgwingistepgr epar ed by t he
nmet hods of the present. invention preferably conprises )
a. previkling theiaygde daagérl@ggcccgr@m@]f«vﬁng@ght pants as described
abdvegchosan this, 12 weight parts of Radix Bupleuri, 9
wei ght parts of Fructus Aurantii |mmaturus, 3 weight

b. exﬁa_ttihgoﬂ'lé?ﬂdrli@g StuFlazimeran Rirevatér bzw gftupacémbihing the extract
. iy Z . I { § ; :
o0 B HAE BEPSalds 6, 9520k b ot lyne, standing il
filtgsingyt WashiBgotharaaflimeads With ryateraantid the gl wduesbecomes
5-6)iddyitstiesgiMetthe Opy towdeeict RidikiSriftellamhabkanct;

above, "Fruttus Cratiaegi (Shanzha) can be added into
c. extrhetiher rthbaﬂmfzvmltz Coptigharibe ¢thaabl deypesfitik oonibining the
: r .ar e . :
exSEERAIGY BITR FUS e EHAEL 8RR B ¢ Pathanol can be
smetlesk sadpisting dbe pHi validedl 1y stesing sandariarald condition
ovéﬁﬁﬂg:ﬂtt Yiltdyihgaksaslaebi ﬁ}éesédiﬁn@nwwﬂho\fvdtéfl uiitil e pH value
S - | : .
beifict 8 dtf T2 b A0 shecslsy BRRTdeh b RIAKGHeRedRP s gytract
d. exﬁ%@ﬂ%@c @ﬂ?%ﬂfbrl By h@\?itﬁr\%‘gﬁ?fj rl%’}gsreﬂ-[{wscoﬁﬂﬁn' the extract
“phar euti cal conp&Sitign preferably coflprj ses tgé
lignifl) senegnEraliRg drogingsdowei gpdopsd PYonding95% ethanol to
malkd cftes asthabiod, cdfitedt wei gite patandig Redllx fAltptriey,i recovering

A AP SRR NGBy BBl

e. confbi Twidll ¥R WA of ekPralel WbthALHSiPthBadbdve three
e o e ke e
pharpedetitidal ir actestalioe csageForwei ght parts of

Fructus Crataegi. Mre preferably, the pharmaceuti cal
Accomtimgogot one emboddimesaseof thevpmesemt donpntisss the composition
prepdr8t! By fe ‘Elgé‘ﬂ?oc?é H)%Sthl%yp Gt iAdrtioR pRYe¥®bB komprises the

parts- o Ix Trichosgn this, . 10-30-weight par of -
follovg £raglg| GHES: e Bt BARtS el Kadiy 1Fpealite I ovpight parts
of RadimBuplewsi, Aweeighit grertpaf tiructuRAdimn sl [RmaiomasRAeveight parts
of Radix}é RAIMa Rhei, 6 weight parts of Rhizoma Pinellize, 9 weight parts of
Radix Scutellariae, 6 weight parts of Rhizoma Coptidis, 9 weight parts of Radix

Paeoniae Alba and 9 weight parts of Fructus Mume.

On the basis of the formulation above, Fructus Crataegi (Shanzha) can be
added into the formulation of the pharmaceutical composition. The reasons
are as follows: Fructus Crataegi acidifies sweetness and nourishes Yin, not
only prevent excessive damage to Yin caused by the dissipation of acridity,
but also achieve the purpose of inhibiting sweetness by sour and bitterness. It
showed a good effect of dispersing gloomy and clearing up heat when
combining with the other crude drugs. Thus, the pharmaceutical composition
preferably comprises the following crude drugs: 5-40 weight parts of Radix

5



10

15

20

25

30

35

10 parts of Rhizoma Pinelliae, 3-15 weight parts of
Radi x Scutellariae, 1-12 weight parts of Rhizom
Coptidis, 3-15 weight parts of Radi x Paeoni ae Al ba,
5-20 weight parts of Fructus Munme and 3-15 wei ght
parts of Fructus Crataegi. Mstly preferably, the
phar maceuti cal conposition of the present invention
conprises follow ng crude drugs: 30 weight parts of

TricharanithisTl 0K bwaighhiparts of RedieBytwleyar 35l Sowekghit parts of Fructus
Aumrﬁk’zﬂ%ﬁﬁdtwﬁs)"@@hhe%}ry a?ts OfUREHE: PHTRINEbIna Rhei, 1-12 weight

prs BN P 8 Mok S 12 i
parts Ridthizemam €ophidisad; 15 weightttpards 0f RidiRiaeonsze Alba, 5-20 weight
parts 6P Fr@hiEs MuiRiaHY 3PP Leeight s cPTHARhACCAI PR, %5

wei ght parts of Fructus me ‘and 9 wel ght parts®o

Morefﬁi&@ﬂe&‘éb?,ﬁ’cﬁ@%haﬁhak@ﬁti@ﬁlﬂrdr&fﬁ gbtsit?&'\ SPTRESHpEéhtOinvention
e

20 t f ol .
compgises ol Hiing ﬁrﬁaéf(ﬁrﬁé?@h‘ié pad 19 it Darts of Radix
Trichobnintlinss 6-Ahweight paetgyof Reaix Suplleiradd A Bwelight parts of Fructus
Auranf %%c?l@z"rh?_ 9f6 Rk W RahRE WS on WefM-12 weight

IS patts

parts %?,rlggq;%npq (_ylfle}(lillgt@’ ﬁ%&ﬁ%ﬁq@ c\g? Rg(gzéq S?Me?la?zie, 1-12 weight

parts 8¢ Riakbami GeptiGisy8i Yhweight pafts RfiRestizn Raepuiati 4]ba 5-20 weight
: ¢ ; . | .

parts \g?'%EE?@MﬁmQ iR dL 15 Rg&%giltgﬁr%& b Praétﬂxe(:%qa&gﬁr ts

uctus Munme and parts of Fruc

Mostlgr Eﬁ'@ﬁia_bl D Eige ?I?ﬁ'rhﬁafeﬁ’lﬁcép eohipSitivat P P&'Qﬁerllt invention
comp §se§ﬁﬁ{l}‘f\|§w§ﬁ§;€|r¢.€%e’ tcﬂﬁgsg ‘g{'&f} tﬁ%rs’cp Zélie &erd%g efr?&o%hnthis, 12
weightr pastsabll Radir Bupladit Yiveei ghittpastatcdr Frofctnd Avunaedii Introaturus, 3
weigﬁtopa}tst be NElighét Rhitdigg Qe 6%@511{ g_far%s DfRHIzo#h Pinelliae, 9

: t Pr.ef Ly, - th t ract : . .
weigHloRRnOLRAA JrQreqHEighe bV PeRaPaxter O K agtidis, O weight
parts tdfeRuilinalPaeotiareA o) oo weighitrpaital ofnErgefusoMume and 9 weight

parts & O, SR I0E iR | Br "tRE ?hﬁf‘mb'c%iltical Rorhpdsit§ofil 6P the present
. _(cc , the coné:rg rat.ion of,the added et.hgg I .rgt)erabll% ts of
inventiorsotpseH Ly LOBHBECrtslS d5uEs b MHIEMRAG Ly Risght parts o
RadixtFeclhasadéhsy 42 ederghtrpattsast Radjoi BuplenraiSeeighs parts of Fructus
AurarfiiBilaturid S Weidhit(Satt8 OfARENS SERNLGHY Rhei, 6 weight parts of
Rhi wat ﬁ.; eét raggl‘(/\)fn. et .h[ang -gr(gm $t (EI on, | B the1 arts of
120 rfaekfer cAI WEKEBLPREtEn Opr B4k e e 6re PrYEEIS e P

RhizoomnGeptidis, 9 heeaght \partorgfoRedixs Riegnidei Adm,1 35 weight parts of
Fructﬂé{J‘Mﬁﬁz% &@dw'éli‘ghfﬁﬁi'ﬁsn&f FPRMsiTRIaAN e T emar kably

ecreased. Hence e adm ni stration dosage is

Specifieall§2§8 hedfitdt Hit@herr 6P ¢hEEd RAGRfinveRtIIIESER following steps
I pvention, the follow ng steps are preferable: 1. In

are praier ]Qp (b), the extraction-by-reflux is preferably

a)  hEndhe T MEER R B By ety JEbrltatig Besfgtned twice
with wateheofs1@ gimep, (lhefold rihepviaight oésthe grudedamgs fer 1.5 hour
per titRe8 PrkéP@ﬁaBrl e thel Qﬁ&a&ﬂtﬁc&;@f i$ horicesitfated i & ¢Bacentrated

extrah e SR . Py Sivs 0 B ] Ao gruce drugs
(kg) in-ratid e€d:I;he col utm vol une per hour. The anount of
the water for washing preferably is 4-6 tinmes the

h
b) cénuthe stepn), the cowentrationoaf shecaddgrd ethanol preferably is

90-1008 thoge RirRfeF81Y03 % . Koft8P alelingathanivl efley ebhyedf¥Uted extract
1i .4he génlu f ﬁhaiol for washing preferably is 2-5
1quiq CORLANGY F8 SHRATH ume. The ethanol is recovered
under reduced pressure prefesably at a tenperature of
60- 80C. By recovering ethanol under reduced pressure,
an extract is obtained with a relative density of
1.25-1.35, preferably 1.30. 20 Water-extraction is
adopted in the above nethod, ensuring water-sol uble
active conponents such as sai kosaponi n,

ber beri n(berberi ne hydrochl oride), baicalin,
chrysophanol, paeoniflorin and synephrine etc., can be

L RN D T o PN N L L L L L P
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25 and washing by water to renove inpurities, and

el uting active conponents with ethanol aqueous
solution. By these neans, the majority of inpurities
can be renoved and the active conponents can be
retained. The pharnmaceutical conposition prepared by
t he above nethod is characteristic of remarkably

i ncreased contents of the active conponents and 30

Due tgrusinigythieabese euetlmcnde)ftwaber-extmcrttoreandaeiﬂnarhﬁ-prempnahon
in the@%%%]kéﬁhcﬁl‘ c8 ﬁtio% g?@lae ﬁfé%ﬁ@v@l‘ @Ebﬁbémtent of the

he st IS nsur
active) OPBOPRIES SHERRBABHYT e §§n@rﬁ<ﬁ3§ﬁ¢ COREeRhdmpurities are
rematia@ilpwd eqreasedsHereepthé adahim;stratilon dosalge istdgrrebyed.
the concentration of the ethanol is 75- QO%U};) eferably
In th&0secamd methedhify thehpresantainvention, r ¢ wollawing steps are
prefeﬁ%ﬁﬂeorrmd twice with ethanol of 10 tinmes the wei ght of

e crude drugs of the step (b) for 1.5 hour per tine.
1. In the Efél}i E gsﬁ%oeéﬁ‘)actlb'i‘leb Xiterfﬁfoi o %r%f%aﬂ? Li?;erfcl)rmed twice with
watert i 1iLfignds ¢R1PHoIRbMEe whight i theyePGitE e dot oD hour per

time.the step (c¢) and the drug residue of step (b) for 1.5
hour per time; the extract liquid is gref.erablé% .
2. In dnstap (e, dlhei masra-porees resineprefera by is iABH& typehthe weight

ratio &fthe i'é‘eﬁh HHHETBr de dtrﬁg‘srr?réf@i'dbl?' isiel 1. mbhe g)referably 1:2.

Tre KRS L3, G o Dt AL i, G0 B BhAdD B colurmn
volunpe Qafe&frlm»ﬂly "The asnpuat frthederiater ﬁrmmasl}ungrfereferably is 4-6 times

the cdl?le g{‘gglﬁﬁﬁfe eFltlé %nde‘rﬁk'éﬁ'oﬁ(’@f @'tl@én@ﬁf@?%as}luxn% Ipureferably is
80-95 4%, dgerePrREchabI Bl buthe VRLHe LEHTRAG! Hibyahing Bicterably is
2-5 t]AIeanthe ¢otmennr uvsoluﬁmh The athenotaiRmecovRaed xunder reduced
press@feﬂ? fa'bqg f}rﬁjt fOBF igd.- 80 By erc%%?ﬁ’l letRanol under

nt obtained re
reducegyBretsiig o CHEaE e OStAIREAdh] aaﬁ akkyie é@f@b%pfﬁl 25-1.35,

prefersdilgrl.30hi s ensures that the active conponents in the
six crude drugs can be fully extracted. \Wile the
Watenmertractiornyds andopxed aist dbeoabpveymethed,t ensuriaigh water-soluble

ac’uvet E‘S n(‘é‘ﬁ%@fsl' ﬁﬁtHgigs: sgirkﬂ?s%@??{dﬁ Q%‘ri‘gléﬁ%\(glleglé@ﬁhemydgochlorlde)

i BT S ot A S SRUFECS T o B extracted

from dheverudehdamngt tte aogrmtesbfexﬂaatadm thae cprqﬁamnmethod many

eff1c1e§{t9é‘>kfrh‘éﬁ Hb?té@ic éF@i%e@QQCI@&1rF§ HhaeF - orb'iﬂéuféstlheédsorpnon
e

ecreased.. Henc str
and

Jempye; ipappgities, ,ﬁ_ﬁcﬂ & Ac five "components
with aﬂmﬂta mmﬂ; sohytioheBfydiHesaimgassefie majopityfeh ahperrities can

be rerfiBv %d éﬂ e SlfRe &ﬁ}n\/%t ShEnBX 4R Bkl RRaied ef | ux i's

per orme twice wt er of 10 tinmes the weight of

The ?]‘?ar?ﬁgtéh@ééﬂt ebbAp St r@ Hfed®®'by | fRe tdBove method is
ct |I%UId r.ef er apl R &t R 823&HVRLS

Charaﬁég; 1S0f %@%l LAY SBRNE of BhE ACtVE components and

greatly decreased contents of impurities, and the administration dosage is

decreased correspondingly. Meanwhile, the stability between batches is

ensured.

In the third method of the present invention, the following steps are
preferable:
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2. In the step (c), the extraction-by-reflux is
preferably performed twice with ethanol of 10 tines
the wei ght of the Rhizoma Coptidis for 2 hours per
time; the 30 concentration of ethanol preferably is
70-85% nore preferably 75% In the step (b) and step
(c), the pHis preferably adjusted by concentrated
hydrochl oride acid. 3. In the step (d), the
1. In tha stap i(b)-the cencentration of dhatethapel fisAbe800ai preferably 80%;

and p%ﬂé}g‘b?&,ffhl@fegﬂi%cﬁdﬁ%fhialdﬁ g@ rﬁﬁrrﬁ@ﬁ t%ﬁ%[‘ngfg? deéhanol of 10
timesthgdrgisiat b ARerrnde dr i of B Sat r i dewbper time.

2. In il i), ol B ER-BER S BrefsRbly &8 nsformped twice with
watereohiBdimes thievweightsf the totalaveigit of the krudeedrugs of the step
(c) andefi®d H)fuggrés-iaﬁel%@tggg@ef&f P.B'lelrl@ﬁk iae]f- e;ThieNextifct liquid is
prefe BT Bbn el B Pl et I with the il
volumegpgctio tla¢ yinitfak weight eikthecricle drugshg)lin ratio of 1:1. The
conce®t4t86h i &M the S§Heqt %agﬁﬁgg%fé@abg{ tiQ@O-l@Q%,e e Ipreferably

o, . chemcal,. properties,, an H val ue is.adjudsted. .Fn o
95%; BHET A HABHIPORL ShRIITERR L SAPAF DY IHIR caiins 65-75%,
preferabilipdt] %tdthanodt ent of the active conponents
significantly 10 increased and the content of
In the erlgmlviet irethade sixmuukkebdyugscofeRedix Bugleweri, Rmdix Paeoniae Alba,

Fructi®d %ﬂ?ﬁtgﬁ%ﬂgﬁﬁ?@ eREFixA@ET RAPAAng ARALE ARAGiA Sl¥ellariae and

Rhizo%%gq\f%gggﬁt ql;gagx‘ggﬁ%a R{ﬁgf&hgiﬂa 3?1{5' r,]:,ﬂ}%pethe obtained residues
are cénnbimkedt vorthf the tothermentdefddigbetrad extradteds veith beater. This
ensur@g eg?a[te ‘i'hee TQ?%G@ ”Pgﬁ{rﬁldgg%l%‘; glltlh&§r%§eﬁfr']udg8 ;ﬁ?hg@gcéﬁ”be fully
extracdigly OBl he @Bl RSt TS AN AIRI R o3 PYAtgZdg obtain their
wateresaliubile ntenkpenents hedamseantls ackive exanpbeentseirabihese crude

drugsCartieorsids et Be ﬁQF@r‘Jééﬁikﬁ beth 'the '&Qﬂg%ﬁi@ﬁ re aé‘ed by the
bei n ered %ndl Lf1sed w th water; being prepaped.
above faethdiletiic sontent ol dheartiuei cempariants s Bpiligantly increased
and &nel icohbeed of t bmpaisties oareheenmkialdy ekearaasedei bfence, the
admifiseRAHiSH dbadorti’ dédttegkeqr capsule and adm nistrated
ora

y, or the obtalned extract being prepared into

In theNf6FH Hhethed BF tHe Prebésel invddttor the OIRYRING steps are
se are not intended"to Iimt the scope of the

t
prefetgblecnt i'nvention.  The pharmmceutical conposition

repar ed \by, t he net.hod,of tRhe present inventi.on_h
1. In SRRy %heoe%tr%%%ﬁ%ﬁﬂg& BREROIRA 68 10 water of 10
timesdheaveight of the dtadin Soolelbirniaa kT houseper imenthe extract liquid

_ i e pcof et hanol
i prefABAp LA ATSC ok prefebbpBt gCor ethanol

2. In %5 &P {6 thel exGhefidnt By Meiflie i@gréﬁéﬂa 8Bined twice with
etant PR LI PSR RO G i e e
concepgraiiomeftethasod preterakly 1p70v82féed more puefssebly gb%.

further illustration only _and are not_ intended to :
In the istep (eandopiepol(cy Hba pknisi preferably agiysted by concentrated
hydrochloride acid.

3. In the step (d), the extraction-by-reflux is preferably performed twice with
water of 10 times the weight of the other crude drugs for 1 hour per time; the

8
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Exanple 1 Fornul ation: 7509 of Radi x Trichosanthi s,

15009 of Radi x Bupleuri, 4509 of 9 Fructus Aurantii

| mmat urus, 150g of Radi x et Rhizoma Rhei, 150g of

Rhi zoma Pine/line, 4509 of Radix Scutellariae, 150g of

Rhi zoma Coptidis, 450g of Radi x Paeoni ae Al ba and 7509

of Fructus Mune. The conposition is prepared by the

follow ng nethod; 5 The above nine crude drugs are )
combinad gxtwactliqeisl iscorgentratad intma sonsentratednedraaeliquid with
a relati@bgi@?ﬂlftytdfq.034@?7,?{)#&@5&31 11@5‘??fﬁ?fe}jdd efi#nol, recovering

extrac Lquid i i It erad, ncentrat ed, under r
ethanfi 1§ ¥ibe 31 Etra et Rer de B Bletibiny of Tre T35, more
prefeffabdsl1.96] ume (L) to the initial weight of the crude

drugs (kg) in ratio of 1:1, 90% ethanol is added to
In therpiteseme neetiasht the Reddiariuitelbaies, Rhigoat fopéidis and the other

crudefgidu ef:l éngégﬂl;dg%ieﬂit g&@%ggﬁ%&%g@h@g@%@&:@x}eﬂg&g{on or ethanol
extraqtiah o o3 eF BrnACKOr i (o LR CHFCEHat Ehanpicg! Praperties, and
then pkbwiadee. isTadjustadodnt then phanmegentidabyonmpositidrogregpared by

the aBRWdnetholhethe! LondIa B el dR-tifdosofipshdnts significantly
Paefonl ae ba

: Bupl eur;i , Radi .ba, Fructu rantil
increqshhiif the CRIRfSRIRL RHPEGHICRAES reRATISADE diPasedeHence, the
admimnistreRioz closa@episideécased. extracted tw ce by refl ux

w th 75% ethanol of 10 tinmes the weight of the crude _
Accordlingstd ¢he lalsovemeteeds iofetheo pgesent inventionca phguimaceutical

compbditici hadvit ottt abeveditmu i fbaatedtrfithe of Hiabgtes mellitus
bfl ltered f further yse. (ﬁo Addi n R€d| X Tr.ichosa d
can be prepaied.  The (omPRsHTen i SToe SRS LAVPRMiSM §&1 (e prepare
by coreentienal meethad detpoanyyonef piixcanverdionahstbsagec forms with
conve‘ﬁtiéhéﬂg? Qisc edRipiet®s KiGwirPiRlpri6t @its. Fot BRahiPPRES the above
cr,ude u and, the (F*lruE residue for 1.5 hagur. per_ ti d and
crudey §TyEs e, AT tEd) I fRany, Pamadys, Rrige ppwdered an
infusexbreitht watters being prepavedtinge ed extraatt drieduiptiiMertzed, sifted,
powdb?@d‘;élg?ﬂhiﬁsf@sﬁﬂemiﬁﬁl)\r\fgﬁt%ﬂgof "ch’éle' éggéé}ﬁ'gﬁlﬂgéﬁfaciggogg% grepared
into telelrecepauls And-rdBRNiRaRS otallyssr e PaaiRed Grtract being
prepaiedtimdo ingecti@ratcniliogtheskilbex) énettier acts, lHawever,athiese are not

intend & €6 it tHW sBIFE bf tREYSRAeAt $8SERAONIL O @ dense
extract. Exanple 3 30 I'dentical fornulation with that

The phat@cEufidBl &cdmipdsiion peepald® BPNHYSIfleBRols of the present
invenBoEPRRS4HY riAGubR! &F Yowerits %980d sugar, having a good effect of
treating DM clinically.

Herein, when the concentration of ethanol or the content of ethanol (the
content of ethanol in the system) is expressed by percentage, it refers to
volume percentage except where otherwise noted.

THE DETALED DESCRIPTION OF THE INVENTION

The following preparative and experimental examples are provided for
purposes of further illustration only and are not intended to limit the scope of
the invention in any way.

Example 1
Formulation: 750g of Radix Trichosanthis, 1500g of Radix Bupleuri, 450g of
9
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The above nine crude drugs are extracted tw ce by
reflux with water, adding 48.5kg water in each

one- hour extraction; cooling down the extract |iquid,
filtering and conbi ning. The conbined filtrate is

| oaded onto 3.2kg of AB-8 type nmacro-porous adsorption
resin in a speed of 4 tines the columm vol une per

hour. After washing with water of 4 tinmes the columm
Pructueommnttzhhnmmﬁarles,sw&g difsRadvedt Rhizoma Renatbdggof Rhizoma

Pmellia% of eHa&‘zgca'SBuwllfa%a%o%’S@ﬁhéﬁ‘ORh&fon?a @dﬁfdz& h8500 of Radix
[ uat H
Pacongr il 5d PG et i ST cgng?ngd' cthanol ol Uate

e an;extract with

C,.und d
The c%mg?%}ﬁ%\?beggfé?#%‘ﬂbgf%%gf%ﬁ M?le s performed

the yCEy82 U el BRI O BEE BFPwarer of 0
times dbeeweight afrdhe credastrugsy Irdvieur mrpﬁlmr"ﬁhe mmact liquid is

f11tere@iap§@h€éntrﬁ¥@<ﬂepbﬁd@r i‘éifllfjéé& aﬂ)téé@ﬁfﬂé' PR ‘@oH&eh'B?dted extract
liquidZje ﬁa?@%ﬁg@m gy Gt Teanigar WS BB bR fmwiesgs (kg) in
ratio by T:éf 9o tetharadi 35 sddled tarinakenthé cententodt ethanol to 65%.
Obtalhbﬂeéxfra%t ‘l‘(%jrlr%tﬂt iOfiltdedRadd Xcorectiirh&id 3 d&r rédﬁ@é‘& pressure

ining the extract liquid, adjusting
into a\;:gqtrwg %ﬁrﬁ oncentrated hydrochl oride acid to 1.5- 2 O

E thesextract liquid is kept at 75C for 1 hour, standing
_Big_gxam , filtering, washing the sedinments with water

tdent o n;%w %%ﬁ SR RV 205,
The el UGB AIRHAN S gl o e |

¢
The fé@é"wﬁg{g ?%r&%lj]@urs ?@ryrcem% 77 R‘a!?z?x ab‘dle%ﬂ'l’% Alba Fructus
Hber

Aummtuqiwatfmr x ek doligp iy Riféha ézanﬁpqué@rmea@&d Rhizoma
Coptidi) &teheﬁt‘ﬂacd:@ah tmace tefliux 26ithdy 2%t ethmrtdleofpl) viahes the weight

of thev‘f:xgﬂgga d co FXG&%&\%&H\@E valg| ’él‘ébr Ié}(}ﬁ*a ?qf?j:]dlﬂg(l) and the
drug reﬁsé bealfeoszant i 3&? Hdreddos ﬁuvﬂrtqreu%%cones

Adding R e lies et SFute A giveomnd welfis gy the drug

residu®yithenexiaptionilsy- rEﬂuxaxstp exformexk tyice Withmlm‘ of hBrtimes the

total ﬁfé‘lgﬁt Tfudfe ThitdS ¢ d‘ﬁ% 2| %%ﬁetdﬂ?ﬁ 1%91(115@ f%'lg!athour per

e seven crude
Fd

time {c VAR EREF JAUN] 421 dThe LeFechiiaiy (Dhit concentrated into a
concentratedt extradt diquiak with dinedfiniad vaunee {li)vi® demdhityalbbiveight of

the Cr}l“rla d{% 8!(kBY iHMtio behPVesh, iadlle fhfedtBanke! the content

of ethano! to 65%, filtering for further use.

Combining the above extract liquid, and concentrating under reduced
pressure into a dense extract.

Example 3
Identical formulation with that of the Example 1 is provided.
The composition is prepared by the following method:

The above nine crude drugs are extracted twice by reflux with water, adding
10
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et hanol content to 70% standing still, filtering,

recovering ethanol to give an extract with a relative

density of 1.25, drying, pulverizing the obtained dry

extract and screening through 80-nmesh sieve. Conbining

wel |l the dry powder of extract obtained in the above

three steps, adding |actose to prepare into capsul es.

Exanple 5 5 Formulation: 1200g of Radi x_Trichosan o
48.5k g hvaten dogeath Rar-hoBupextnections ogpdingrdowns ther extract liquid,
e e el HRRT [T Raded Sn 2.21cg of AB-S

. . 0
type RACOTRPTSHR AHPCTDUERG S ] SPPSOGH hdTAPREhs fplastg volume
per hotir FAftsruwashieg With watpo of t4 times the eplneth vpluhee, the eluate
is diséé’ltdéd\!'t ng}{&{, %bmﬂé%l}'[ﬁg ﬁbék;hﬁdﬁb&ed %&éﬁ@omﬂg%% €thanol of 2
times i Iugn Vol g angr i e hamo Blfateop (bt 1 he ethanol i
recoverdd dronl tlgpiconmbirfed eéhaol ehrateratr 80¥d wnder reddeeddpressure
. or i nt t t Kjouidh

to givE I PRt At ?@%%&?@%?yzf ]&%igm?”%#“@ﬁt 3“2% ¥performed
at 70 &?J@sot%k@lp Andrgtedraet, which rypubierized s sgegpgdithrough
80-médsh BRke.t hEacwseeis adtieet hatolthé scteéhed Sdptpoweter to prepare
into cgég{lf'ecst liquid is filtered and concentrated under

reduced pressure into a dense extract. Exanple 6

tical formulation with that of the Exanple 5 is
Q! hwih
i ded. The conposition is prepared by the follow ng

e BRI Y 7 T
The cdéﬁ\é@é%?i% isﬁ%gé' ?ﬁds)ﬁ?ith@%lmin%ﬁfi@ﬂﬁbcﬁc utellariae

_ zoma are extracted tw ce by reflux
Extradfifid 8Pecebhardiluf tHO Radi@SdihellnehdWithl widter 64 times the

: f ’5 . L1 quid
weigttl SP3EORadis, SRR 1P, S P B SR extrac
liquid; i adjersting prHf viakuee widheconeenigaterd Isdrochioridagid to 1.5-2.0;
the e%@%iébdli Lialids gt ?’?SC%Br_ZPreFFbtg’ybﬁéhﬂzﬁg'%ﬂlﬂ fip\%ﬂé«ég’,gwashing
the segfifie s witoatsr fitehat] Slie k@ﬁgﬁ%eso?-dfe Hjifigepulverizing
the obtaineddduysextract rndirargeeniigidbroughl 80-mesh pieve taegive the
extradtOORY &St @Rhrikbquid (2). The extract liquid (2) is

concentrated into a concentrated extract liquid with

Extra%t’rﬂﬁ gﬂvﬁfﬁg B?'r‘f’l‘ﬁpi( k’-}}ure tlﬁlf&h@zfai @bf:aliiéiAsn Y]Vﬁigl? 'g?;@gﬁtﬁgﬁg’ﬁ Q)fslo times
the wighof TR/ Pre Copfliiton2 Bofunafth SR 5om bR e extract
liquidf, diltétingheecoveringpetlianialguntié rabflaw ozxaefr edanaloean be smelled,
adjus@ig @80 pHtyAdend it dindeedtiied hydrochloride acid to 1-2, storing
under a cold condition overnight, filtering, washing the sediments with water
until the pH value becomes 5-6, drying, pulverizing the obtained dry extract
and screening through 80-mesh sieve to give the extract of Rhizoma Coptidis.

Exam]

Extracting twice by reflux the other seven crude drugs with water of 10 times
the weight of the seven crude drugs for 1 hour per time; the combined extract
liquid is concentrated into a concentrated extract liquid with a relative
density of 1.03, cooling down, followed by adding 95% ethanol to make the
ethanol content to 70%, standing still, filtering, recovering ethanol to give an
extract with a relative density of 1.25, drying, pulverizing the obtained dry

11
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pressure into a dense extract. Exanple 7 ldentica
formulation with that of the Exanple 5 is provided.
The conposition is prepared by the foll owi ng nethod: 5
The above nine crude drugs are extracted tw ce by
reflux with water, adding 49.5kg water in each
one- hour extraction; cooling down the extract |iquid,
filtering and conbi ni n The conbined filtrate is
extradt@auiedcrﬂelmng thegugth 8@-raeskséeviecr o- por ous adsor pti on
resin in a speed of 6 tinmes the colum vol une per

Combiping melletha/\dsynpfgfvderm frexteacbpbgairiedein the ahmmnhhree steps,

addingJaetSse Ed‘gr@gai?é ihtlﬁcéﬁps@e%cafded Then, the washing
i's conducted again with 95% et hanol of 5 tinmes the

Examglé gmm vol une, and the ethanol eluate is conbi ned. The
anol is recovered fromthe conbi ned et hanol el uate

Formalatié¥ 12005 oeédRadic rigdmunetiis, 9008 ef RudinaBupléidi, 450g of
Pructt%t A@b@%ltzg Jﬁ?@fi#ﬁ'&gﬁ%ﬁf 1§¥?§f$1§@12$§1d Tﬂh\?g:?@@egegf hazoma
Pinelligad 450ge of dRadmr Sawtel ﬂsmgo%ﬁgm& kgong sophidis, 480gdof Radix

Paeoniu@t@lﬁafbﬁqé Faiotup Meghe.t 0 prepare into tablets.
Exanple 8 ldentical fornulation with that of the

The cdippasition isspreputiededy thedotlowinss methdd: prepared by
the foll ow ng rrIﬁe%Mhod 20 Extrac??gng twi ce by reflux

The abb@eRﬁﬁna cSuulteedka saazemkhaw@écbrmﬁseﬂﬂj;tnelﬁh& tweth water of 10

times %egWel t ac?%écg 5:’}’5‘;13%{8353 fgﬁ e eBJtP%%t liquid is

flltereé@mera&ratﬁqhy@né@h| PEESSHIE, Bitp @ copgentrated extract
liquidewtittaehe firmalivolusnkgp)) tatth8iQifial weibbtiof theandidedrugs (kg) in

ratio C?ftjt 4l ap%\é)&rfqrdé?bh 5291 d 88 ‘?135118 he é@rft@n%tf%rt ﬁ%ggl to 75%.

eco
btamﬂd @b&rach ylsefé ﬁeaeae Cémfé‘é‘rﬁfﬁ df Horessure

into addeawe éxtrgcve the extract of Radix Scutellari ae
Extracting twice by reflux the Rhizoma Coptidis with
Exam%’ﬁé%ﬁet hanol of 10 tines the weight of the Rhizonmm
ptidis for 2 hours per tine; conbining the extract
Identicahfoxmuflatioarwig thaoof/ée Eyasphnblis provided. f | avor
‘ of ethanol can be snelled, 30 adjusting the pH val ue
The cmnpomummﬁpmwa@bydhalfoﬂoa@mg:meﬂmch- , storing
under a cold condition overnl filterin mashln%
The foHeveag sbntarudie WrvugsefRadini uvailfetrpHRﬂdm aseviieedlba, Fructus

Auran3ii® Im@atuids, RUML bE I R¥gizbh Ried) T $cetllapile and Rhizoma

Coptnﬁ@r Jre s n%@ﬁ?@@ lt!'g/hlcg %ynfeﬁ?i Rgltﬁ/\?@“@ %r@eqm hzﬁés the weight

of theogmude skvigs tomubid heugpen timevke givertheoextrast ligid (1) and the
drug ¥&ide. ‘I‘heté%@tré@blﬁgu@d YUpigfiltesed For Yubthr wes. time;

the conbined extract liquid is concentrated into a
Addirs® Rl ' Bigkosexithis Triik s Mok tared RAisdinvePdeildad intof the drug

remdqlﬁa&ée q&?é&t@@ﬂ%é{l&ﬁ{ Jg nﬁ‘@&g?iﬁ@f 3\5 # ?'ﬁ:ﬂf&)f 16 times the

total wieight iodgthe sarre erade cdrigoand ev@rlggl r@ﬁldla%tfowlt  hour per
time & 'gVat éxgadeigud QZ) ITRS, exttirstén %ﬁd' Y2Y ig icohcehgrated into a

conceglfriq%'g et HRAC Vit HrRCHRET Viiu é‘tﬁ‘}iht Bt dreiftial weight of
the crude drugs (kg) in ratio of 1:1. Anhydrous ethanol is added to make the
content of ethanol to 75%, filtering for further use.

Combining the above extract liquid, and concentrating under reduced

12
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Combi ning well the dry powder of extract obtained in

t he above three steps, adding starch and preparing

into tablets. 10 Exanple 9 Fornul ation: 630g of Radix

Trichosan this, 840g of Radi x Bupleuri, 630g of

Fructus Aurantii |mmturus, 210g of Radi x et Rhizonmm

Rhei, 420g of Rhizoma Pine/line, 630g of Radix

Scutel lariae, 420g of Rhizoma Coptidis, 630g of Radix
press@eetnicaa derse extdael30g of Fructus Mume. 15 The

conmposition is prepared by the follow ng nethod: The
E&mﬁe nine crude drugs are extracted tw ce by reflux
with water of 10 tines the weight of the crude drugs,

Identical fammulption with thakotihe Feamplrip ds iprovideds ed,
concent rat ed under duced essure into.a
The cepHeesition P ESRAES DY 'fiitﬂ fol WHIg mecthod vol une (L)
othe initial i ght of the crude drugs (kg) i.n zo i
The abgreciste arude sliuigh A eKtACteR dutice PyrarBuK Wit frater, adding
49.5kgfxga1ténarinl edch We-hQuraextrdctior; acdolinguiddwrs thel éetredt liquid,
filterifiBafANESARE. {RE°CosHiEATMER? K Tordbd GnllfTAcy of AB-8
type mggroqporaits adanpppion resinapa gpeedof Gramesthesalugan volume
per hoar pA¢gar wdshyng hwittowatet of 6reinhes thd kelfioih wlame the eluate
is disEHed " fierk Y FraBRhBL coRloted RO A 2% ethanol of 5
times pehei solganneyphrmnge ansthe eilawacloaluate 1s)cambingd s Abesethanol is
recovéﬂé&%@mf ﬂ?é lcombiridd eehagbhalpdteldt PO°CiiRdet Ii*égiuced pressure
. \Wel 0 C u . OUR [ . .

to giviAB eyt WL FePsliciaBnbRY of PRA°S ARl MEidshis performed
at 90°(hdoebtaict al dyyi extrayt,i whichtisr pulverizedr andr saeened through
80-metsipgeRadpardh iis AeRR h‘i‘t!osthézééi‘eteﬁgd'\@f‘? poWdRRitépRepare into

¢ bltPlnelllae into the drug residue, t
ablet&xtraction-by-reflux is performed twice with water of
1 %ines the total weight of the three crude drugs and

rug residue for 1.5 hour per tinme to give

enB3}FBEFVLBBEMAEN s B FRRPIS IO A8 i
The cofifpedifitn I6hirated PRAHSUVIAS jadfl. 01 1 2% dded

Extra#t‘?n iéé*%ycg@f&gszt t1d @ﬂﬁ%tﬁ&ﬂaﬁf?g‘hﬂﬂ{ Qfﬁﬂeggodf 20 fimes the

weigH{onE e, Wi, St SRR o RS so ooty it exact
liquidexadjasting=pddpvaluel with concentrated hydrochloride acid to 1.5-2.0;
the extract liquid is kept at 85°C for 1 hour, standing still, filtering, washing
the sediments with water until the pH value becomes 5-6, drying, pulverizing
the obtained dry extract and screening through 80-mesh sieve to give the

extract of Radix Scutellariae.

¥

Exa

Extracting twice by reflux the Rhizoma Coptidis with 85% ethanol of 10 times
the weight of the Rhizoma Coptidis for 2 hours per time; combining the extract
liquid, filtering, recovering ethanol until no flavor of ethanol can be smelled,
adjusting the pH value with concentrated hydrochloride acid to 1-2, storing
under a cold condition overnight, filtering, washing the sediments with water
until the pH value becomes 5-6, drying, pulverizing the obtained dry extract
and screening through 80-mesh sieve to give the extract of Rhizoma Coptidis.

13
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Identical fornmulation with that of the Exanple 9 is

provi ded. The conposition is prepared by the foll ow ng

nmet hod: 10 The above nine crude drugs are extracted

twice by reflux with water, adding 50.4kg water in

each one-hour extraction; cooling down the extract

l[iquid, filtering and conbi ning. The conbined filtrate

is | oaded onto 2.52kg of AB-8 type nmcro- porous
Extraciingripricerby esflux thexotiperesewdn srudesdruge wdth wrater of 10 times
the w¥ Hf‘Bf PR SEQIéh crﬁfdeﬁﬂn‘ﬁ'g§ 1bPa ]@bﬁp }ﬂgﬁ‘tt‘?ﬁleo‘ctlaé dﬂ{ﬂﬁ?ned extract

um vo uate scar

hquldf Heé GRBRERYate cbm%& PSR 4 f?’@@%tetl’ffﬂ-h’d ‘6’11'5 a relative
density mésl.OFge coolimgn dm{rnnﬁ)llawéd bg' atltdangl 95% uetharicl to make the

ethanB? 'EB'n@?ﬂ tg hﬁ) 9et F%r{ stifi¢ ﬁ‘I%E‘?‘g%,f fé’éa\}é}%g a?l%‘ii to give an

ssyre
extrac‘ethéﬁwa A dgnyaiya0 \ﬂeéae mrygop V@Uzmg hé obtained dry

extra&amuh@tﬁhserﬁd\ thrioridloB0ethesh €¢et o obtain a dry

extract, 'S pulverlzed and screened through 20
ComMifking sheki tfheedryvl wdeyscbfaék’traet obithinegh én itheadloleve three steps,
addir! :Et%r&iﬁ% gﬁ@pﬁ é t° prepare into

ncentrate I dentical formulation

Exam@lé@ t hat of the Exan'pl e 9 IS prow ded. The

sition is prepared by the follow ng nethod: 25
Formﬁl‘&ft'i@ﬁt '6’3@ ‘MfCRa@YerfzkHéfsMﬁzs SRR Bagletrin 630g of

Fruchfg g seiatirs, LS Radhx (8 REEP Tiithta0k oF Rhizoma
Pinellme} &S0ignof pRiadi Seumlmzaeoméé\gt oht Bhizoydr dﬁjptaﬁs,déBOg of Radix

Paeonfh%'AZHaoaﬁd ?g)gg fppﬁ?%tmﬁﬁel iquid is kept at 80C for

hour, sta g sti filtering, washing the

The céﬁglbaﬁﬁ'foim V%fbﬁﬁte%rbg%lelfoqwm%méﬂﬁ)@ecowes 5- 6,

ng, pulveri'zing 30 the obtained dry extract and
The adPRfReRiRG drblrdw druBQ- AiRS bx fraRv&d tt@vﬁeVBytféﬂ@xtwm widter of 10

times FA% {rex6HE G 4 aﬁw@ﬁa ) 'ﬂi&?ﬂ%ﬁoeﬁ%ﬂﬁ%@? ltfact liquid is

filteregbi gpncentrated Rundetrarabpcedi pressure Hoer & soncenteated extract
li uldCWIHh Fﬂh@qlﬁeﬂev@ﬁlhé%) 16 thiel iitidll wéibtedfithe crude drugs (kg) in

o (ERIESS FRUAIT o S N L SIRRAY of Bl o 0%

Obtaingdr extract | upnaiciajfldter@dzandtmmrﬂ;ltm den geduced pressure

into aqpé}qlgé ERRrapYernight, filtering, washing the sedi ment s
water until the pH val ue beconmes 5-6, drying,

Exam$qerl zi ng the obtained dry extract 5 and screening
rough 80-nesh sieve to give the extract of Rhizonma

Identicap formivdatibxt wath that dfvlee Epnnpld 94s prevadédr seven
crude drugs with water of 10 tinmes the weight of the

The ceayositioudis preparddby thedollqwing methdadre conbi ned
extract liquidis concentrated into a concentrated
The fekomeirtg Isn:qu:tmhd/e tdrwgsr ERadiny Bugdmeriit Raolix 1P@®niae Alba, Fructus

Aumrﬁ‘ﬁ; : cont t 01;}%2(‘?/'1{7%19 Fhgkhapn )iellfa?ldéabﬁd Rhizoma
4

Coptidi) pis ?ﬁ‘t& F@ﬁ Sre Y & %arflt#bé@‘?w%t'f%v } g tiraps ghe weight

of theacredatdrvezsiforsi Syhotir p&Otinue yorgjvepikiesextrachdiquie (1) and the

drug f@lﬁh@e&% ikt &gbllér(ﬁéf‘scﬁﬁ%?éa oIz ?’f}gé} §8e mesh

sieve I ni ng dry powder of extract
Addi® tl@dloﬁ%d]"h@h é&%tﬁBO\P@uEﬁIseMﬁM@%d RHBfa Pinelliae into the drug

residye, f{i‘@n@ ey g'%lf ok f)sSSelt'f%rﬁ{eec? UGk Wih water of 10 times the

total weight of the t ee crude drugs and the drug residue for 1.5 hour per
14
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15 Exanple 13 Fornul ation: 7509 of Radi x Trichosan
this, 1500g of Radi x Bupl euri, 450g of Fructus
Aurantii | nmmturus, 150g of Radi x et Rhizoma Rhei,
150g of . Rhi zoma Pinelliae, 450g of Radi x Scutellariae,
150g of Rhizoma Cop tidis, 450g of Radi x Paeoni ae
Al ba, 750g of Fructus Mume and 450g of Fructus
Crataegi. 20 The conposition is prepared by the
time tolgive extrast Huqmdrgg) abbeeexact digieidd(Apds arancentrated into a

conceffdtael §Qtﬂa\@'t qu@i}d W’fth%é"'fi‘irﬁl‘%l%fm@f(ﬂ)otd ‘tH@Smtlﬁﬁl weight of

e

d
the criiedengs;(h) dR B0 OF 4o La05 %ortamalae i diado Metkste content
of ethpnseﬂstoﬁé)%nfﬂ:temn:g)ﬂmeﬁnrthleedmext ract liquid with the

final volunme (L) to the initial weight of the crude
Comhininyg thg) abovas exiract diquid, @0de eohaentratingduedlero reduced

ressﬁ?é( _ di%[!s’eeéﬁ frethanol to 65% Obtained extract
p lquid 1s |Itereg and concentrated under reduced
Exam@@qqure into a dense extract. Exanple 14

entical fornmulation with that of the Exanple 13 is

Identi@:b@%ﬁ@ﬁﬂaﬁ@ﬂmtm ehrosf th@ Exagnpleepas eokydéde
| owi ng nethod: The follow ng six crude drugs (Radix

The cBuppésition %répﬁa@b aheAoiowingehethddr ant i i
| mTat ur us, di'x et i zoma Rhei, Radi x Scutellariae

The abo¥eRhireoorudonti ssalreaegtmte@ctmdetby eeflox weth wxater, adding

50. 4k%“rx&7%§gr5 eé&flg né* qr]%g‘ rEka%%tl'tb?\e é’lfélgﬁé &Swﬁfthtehgxtrtact liquid,

drug
fﬂtermgqam qombining n arqspgnbm@éd atRdsden ornt‘a@ &kg of AB-8
type Ihh)cro (f>1rdll§addo'f:ptlohufet§nﬂrmtess peéding tiRadsxhe column volume

per h R?ﬁeq"\a{ %gﬁ]p t%tgg @g;ﬁqﬁg@é fRL '?:%hﬁ)hﬁ’? l\)(;(l)tzg&e, the eluate

isp@r dheashinger endociedas Ainewsth Q0% ethanol of 3
tlmes\/’dhlegéﬁlmﬁnt‘iﬂﬁldm@; agidutiee éth@iohéﬂlettbasctrdmbﬁﬁéddwhe ethanol is

recoveiid Fgni B, Cﬁ%iﬂ%@ iﬁ%@éﬁ?— ‘i CZP ﬁflégﬁé i%ﬁ}%{e@dwessure

to givexan gxtract quith avelativieedensidy ok (Mgcuwm-geied is performed
at 809Qidd abti®i ahtr feitﬁ*ﬁcfifwﬁcﬁfﬂéggul‘k@ﬁlzé& sadi QCI@%ned through

B0-mesi5iges o MaIcry Relinged BBy i 1Rl i e screened dry

powd@mrtmpﬂrergmehmtammemmadtpﬂlsqw d, and concentrating
under. reduced pressure into a dense extract.

Example 12
Identical formulation with that of the Example 9 is provided.

The composition is prepared by the following method:

Extracting twice by reflux the Radix Scutellariae with water of 10 times the
weight of the Radix Scutellariae for 1 hour per time; combining the extract
liquid, adjusting pH value with concentrated hydrochloride acid to 1.5-2.0;
the extract liquid is kept at 80°C for 1 hour, standing still, filtering, washing
the sediments with water until the pH value becomes 5-6, drying, pulverizing
the obtained dry extract and screening through 80-mesh sieve to give the
extract of Radix Scutellariae.

Extracting twice by reflux the Rhizoma Coptidis with 75% ethanol of 10 times

the weight of the Rhizoma Coptidis for 2 hours per time; combining the extract
15



10

15

20

25

30

Exanple 15 |Identical forrmulation wth that of the
Exanple 13 is provided. The conposition is prepared by
the followi ng nmethod: 15 The above ten crude drugs are
extracted twice by reflux wth water, adding 52. 5kg
water in each one-hour extraction; cooling down the
extract liquid, filtering and conbi ning. The conbi ned

~ _filtrate is loaded onto 3.5kg of AB-8 type
liquidpdilteripg, cesoudsiovgpethanolkwiniil ino ﬁasmredf ethanol cas be smelled,

adjusﬁ?%drﬂ?({: PF YO RR cdifiéntrdfdE hytRoRhlgride! AcitPt61-2, storing

0 the col um vol . the’eluate 20 1s. .
underjp ol ganditam OveRBighk Kfgring WariliBechiesedimants,with water
until #eqdthealoie béec@mesn®, ihying] pulvenizing, thendbtdimed dry extract
and sl it 80,5000 A0de My EUNSer s SR Copiis

under reduce
Extra&iﬁgst%ﬁeh%ggﬂ%n@ﬂa@bm@ﬁEe\‘fé %rtadgg%ﬁ%%y gg@ﬁ%b&é& 8f 10 times

1. ried |s,perfar a ain a,dr
the wgighbel THAAPLRN sl JETES S0r drOUE FEE 1B ha epmbindd extract
liquidBdsneshcentreted L antoose donaatedtdchtextiraet diqerhedritya relative

densOT 0RO A TRy, SHTLS, ) ke
ethanqaﬁéog&ﬁ%@u v ﬁ%aftfiia&ﬁti . BJtaTiags Bfr%wrﬁﬁgrﬁetwl to give an
extracdOwizit reacelatiy e dersityy of eF.BOx dripenBapivtvenizing | thel ebtained dry
ex’cracg‘ce[l}?qe | @éni?lfgf%%otiig]lggot—ﬁ\%s%i@ b, of the Radix

ariae’ “hour ‘per tinme; conbining the
i n
CO@bﬁﬁ%ﬁﬁﬁ*ﬁFQr?ﬁﬁ%ﬁ%"i’*’ﬂéﬁ‘f&- Gipuey ebtalicy SAnFe P Fhree steps,
addingpyiciperystafiine sellglpse & Riepats M0 songantratichgills.
E \é@sgbng the sedinents with water until the pH val ue
Xa s 5-6, drying, pulverizing the obtained dry
ext,ract d sgreening-t.hr o 0- ice toQive .
Form{ifiig; /208 3" RaA: Seiclicbf s ad0R, ?écﬁﬁﬁlgﬁwﬁ%uﬁg 450g of
FructystAupantiie[mmatuims, CbpRg oofs Radin et oBssorun dlhess 120g of Rhizoma
PinellidemaS (e O SRS 8dlldrivee, RIB0ROWE RAR oA Goptidis 2 450¢ of Radix

Paconfff & | 250 T 'é\”f@?'%g%%ﬁ 4itle B Eeit‘?ﬁ%'vl gt

The cGhiRaRHT BB A PS, RclofRh g IR 01 D "Lndier

The il S5600K10 ek Bladdeld 9450y S8R0 IR seater of 10
timesdthg weigpbiafet ezph@dﬁnir%% -Ee‘ﬂoﬂffeé'xtl%tﬁﬁ extgact liquid is
filtere’l;r eencegtriabedughdee- n@@it:icedi epeedsurgl vietd e coridemttatetd extract
o TR G P 3 R B s i
ratio @i Lkt WK aacglhts a dpugkethe eputentept ﬁtﬁ@,nol to 65%.
Obtaihbe extracbdiiyeid iséiltdreduadd sonceigatedtiatdéntedaced pressure

. C extract liquid with a relative density of
Into aﬁ%@?@%%@{a?ﬁg down, followed by adding 95% et hanol to

Examﬁiéqﬁf he 15 et hanol content to 70% standing still,

' i ng, recovering ethanol to give an extract wth
, . ; . o t he

Identital %ﬁfr{éﬂgu%?{‘wlﬂé( tRAt &f BRe E%Xhﬁge tlﬁ?% ?g?‘vé%?&.

al ne ry extract and screeni mesh

The c%lgfﬁ@sitigﬁﬂ? ?ii;ggai’&i byt BlloweHsehetio@xtract

al ned above“three steps; adding |lactose to
The fBIRRAMIEy dtk QcrRals Wiktes ZRaE¥@Blpleill, Radix Paeoniae Alba, Fructus
Aurantii Immaturus, Radix et Rhizoma Rhei, Radix Scutellariae and Rhizoma

Coptidis) are extracted twice by reflux with 75% ethanol of 10 times the weight
16
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Formul ati on: 1200g of Radi x Trichosanthis, 900g of

Radi x Bupl euri, 450g of Fructus Aurantii | nmaturus,
180g of Radi x et Rhizoma Rhei, 360g of Rhizonm
Pinelliae, 450g of Radix Scutellariae, 360g of Rhizoma
Coptidis, 450g of Radi x Paeoni ae Al ba, 600g of Fructus
Munme and 450g of Fructus Crataegi. 25 The conposition
is prepared by the follow ng nethod: The above ten

of thecemude dhrugs forel Sxhoustper time doigiveethaigxtvach liguiek (1) and the

drug fisidel Wﬂ%seiﬁﬁcﬂﬁg{%cﬁl (23 id Fiftered dBr Fuvliter ds@ hour

per tinme. The extract liquid is filtered, concentrated

Adding eIl SThERSaPRRSS Pracil Nibve SICERAID6AE BNIARA into the drug
. | . | V U . | | .
residyg, WeletfrboioRrttaefi & Hegrmed Bife yith wiietiBE 30 times the
total wietightlofi theddud cmidmidrugscandnthatdrerg eesishe foo 1.5 hour per
time %&%g@?%ﬁ%rggg ln eir"da‘r{%).' "([;Hg' é’)ﬁﬂéﬁgtﬁ 'rlie(ﬁlﬁﬁ 2)9“i‘§|(;I cr%lé:entrated into a
concegfiian: eXppah g Wit BaRT aRmna: Lk initiel weight of
the cratlet deugs dkg) énratics oprlcl. W, ethenal depabded do inske the content
of ethRh&P 36 F%9 Yfi%tﬁ?i .ikdélﬂﬁﬁg‘e%@d: The foll owi ng six

crude drugs (Ra euri, Radix Paeoniae Al ba,
Comtﬁﬁﬁ_‘r‘%:fhé\u hBokie dTradu rlﬁ’(iuicffacﬁﬁﬁ eEoﬁBéﬁﬁﬁ@ir@‘ eunder reduced

Radi’Xx Scutell ariae and Rhrzoma 5 Coptidis) ar
pressytg PO A 4lenSeE - ef | ux with 90% et hanol of 10 tines
E ttfelgei ght of the crude drugs for 1.5 hour per tinme to
XamBi‘?/\. the extract liquid (1) and the drug residue. The

: Lgui d ' i : Addi ng
tdentiggh FORhrTafKC et st of U EEnidle 1955 DERYI B e

: | T [ due, the
The C(ngﬁ?dg%ﬁb%ﬁ- -‘%%a u?yr{?%pfgrm)g? {r}%nﬁ(\%&{ccgd{o wi th water
(O ' f - oqlr :

The aBy® et GFade i e SRR IR bO HefTAX 3Pt WiRter, adding
52.5kgwalei i ek QU NoWTeexkiarten; |qdling (dgwis the extract liquid,
filterin%rmedtarc&héﬂnirtg.oTheomméﬁnedtféttr&bet isabvaded wmtoBtikg of AB-8

i hnt U ' f
ype G AP LR e B Epoma votume
per haiahedftes Warbingavibrvaier of LHmAHHG 50 i ‘tlm‘?rn@‘e eluate
is distarddduir t idren)she Wasbingi i5i condbetabagainxwide80% ethanol of 2

_ e ! ; .
times échgéﬂdsflgngﬂ?\{ IR E&gﬂt ‘f}ﬂg (igr‘?ﬂ?%le% | Céqg cQﬁﬁBfH%clf TRE%thanol is
recovefeach fromy txhﬁ

coRabi ﬂgalpl ?L‘l%ﬁoﬁﬁ Q&;ﬁ me? reglqced pressure

to giv@@ﬁ’p@ﬁtﬂaic@ wvith prelagivedd byisit effloBbowiVerueiirddie 2% performed
o ahpye ten.cru rugs1are ex

o PO UGS S ST AR s o

80-maeskt sigste. ont-actosei wgadoed imto dhersszeened ey powder tq prepare

into Cgpgupéyjrbi ning. The conbined filtrate is | oaded onto
1. 8kg of AB-8 type macro-porous adsorption resin in a

Examgﬂ)@gg of 6 tinmes the colum vol unme per hour. After
washing with water of 6 tines the columm vol une, the

IdentiehliédEmulation with that of the Example 13 is provided.
The composition is prepared by the following method:

Extracting twice by reflux the Radix Scutellariae with water of 10 times the
weight of the Radix Scutellariae for 1 hour per time; combining the extract
liquid, adjusting pH value with concentrated hydrochloride acid to 1.5-2.0;

the extract liquid is kept at 75°C for 1 hour, standing still, filtering, washing
17
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25 is discarded. Then, the washing is conducted again
wWth 95% et hanol of 5 tines the colum volune, and the
et hanol eluate is conbined. The ethanol is recovered
fromthe conbi ned et hanol eluate at 70C under reduced
pressure to give an extract with a relative density of
1.25. Vacuumdried is perforned at 90C to obtain a dry
extract, which is pulverized and screened through 30

the segtinmassts wily wateaatriskthe phtivadue fteconhes Se,edrangipulverizing

the o Péﬂ?'\%ﬂ € AMd %GR Sbhr@ﬁgH) -AfbsH @f‘é\?é 48! give the
extraiwgn]geaﬂggp%\gzﬁl E}r Cfcré ﬁm% ‘§®| S provi ded.

Aripe. prepared by the fol | owi ng rret hod

ExtraQingr icery it the Ritini ot Wit s bangt 4010 times

the weightiohthe RlarotianEoptidistioni 2ipouirs et tinwe; domﬂmrimg the extract

hqu1c?dﬂﬂgéf1 §Hg Vgh&‘g c‘éﬂﬁe‘h&loﬁﬁﬁ'l‘t PR éﬁ ﬂliaI%P E’ e smelled,

e ext raC
adjusfife the ith crqantqia b%r@chi%eﬁﬁ@%éo -2, storing
undelsadjd}dnkmdmttdn w&'tem ifiltetriine gpWaskling thecsedisnénts with water

until §¢/'pH Pl Bééagr@g %ﬁg@%%ﬁ;@@ gt quned dry extract

and seggeningchren dhisvetes %wwt axfragrolRiagana Coptidis.

Extragungyvise DHECEPo tie Oéﬁo/% BigaY Pryndo diigss Witk WWalg of 10 times

the Wergﬂtn’t of the tdlghbrcrudetdrrugwf@r; 1thowe pendimeg themombined extract
hqulcFt EaEthHﬂh‘lateaolﬁﬂ Ve, &&Pm Saabe | 'd &ith A relative

S e entrate rochl gri
densif ot DY cono R o LS slwag??t{% loig make the
ethanbi lcoertent to Wikj a’gmdrm stlljréibterimgt i'ecmxeemngr&thlartdieto give an

extrachrAMﬁJl Lé?r@f%ﬁiilggln s@bé/ £Y1.09, ggyhi{%hpg \'}‘QHELE% ClweabBEﬁned dry

xtract en| n I eve

extragy; SRECRINNEIT S (%%Y?dr s. Extracting tvvr ce

Combtfiag wal (i gfy Rewild of e XHGEF Qe e Sboggthree steps,

add1rxga}acltoa®totprepapa‘mntcedapxu ct liquid is concentrated
into a concentrated extract liquid with a relative
Examgdedit y of 1.03, cooling down, followed by adding 95%
et hanol to rmake the 20 ethanol content to 70%

Formulatiannd 260gl 10of RudierinigiosaedtseP0Rg of NRAGIX Bunlend, 450g of
Fructigh Mﬁdrﬂﬁ"ﬁ Inidtupus,e180¢ V6f Redlsx tey Rhizbn@b RiiyB60g of Rhizoma

poc ¢ ORI, SRS B A S s o e

Paeonisie A, £00govk bruddsiMumeand gﬁ Eeuglusdsrataegii ng
| actose to prepare into catp Ies I?l(arrpl e 21
The composition is prepared by the following met

The above ten crude drugs are extracted twice by reflux with water of 10
times the weight of the crude drugs, 1.5 hour per time. The extract liquid is
filtered, concentrated under reduced pressure into a concentrated extract
liquid with the final volume (L) to the initial weight of the crude drugs (kg) in
ratio of 1:1, anhydrous ethanol is added to make the content of ethanol to 75%.
Obtained extract liquid is filtered and concentrated under reduced pressure
into a dense extract.

Example 18
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Formul ati on: 833g of Radix Trichosanthis, 667g of
Radi x Bupl euri, 500g of Fructus Aurantii | nmaturus,
167g of Radix et Rhizoma Rhei, 333g of Rhizonm
Pinelliae, 500g of Radix Scutellariae, 333g of RfiLoMa
coptidis, 500g of Radi x Paeoni ae Al ba, 833g of Fructus
Munme and 500g of FrucluS Crataegi. 30 The conposition
is prepared by the follow ng nethod: The above ten
Idential dermhulgsiocar with that of the \bxa@enpye 1 &fis provaded. wat er
of 10 tines the vvegght of the crude drugs, 1.5 hour

The composition Ehpreparest byl theuiallowingimetleaed: concent rat ed
under reduced pressure into a concentrated extract

The follgwingisin ehedd idraigss ¢Radix Buplewris Kadixi Paedniseidtba, Fructus
Aurariii qnﬁg%f%@ R ey @Fg%ﬁizgmcﬁglfwezofliddz& Seakeleiandnd Rhizoma
Coptidig) 35S eyt TR S5kl Tyr SRy B, 00201k L1 timmeg the weight
of theuadede rthdlg&ﬁb]pﬂéshom pert tine dengiveethe axtrack ligpaith(B) and the
drug ?éld'u‘ée'lihééktr%@f gg]nll% 13"’ﬁ‘lférbﬂaffor%rdﬁ%r ﬁ”’m e 21

IS prOV|ded The lon 1S prepare

Addnfé% r?gmpgﬂg@ﬁfgﬁkmwmanﬁé Xzi%y&ﬁa d%’z’ﬁeﬂllﬁBth& Fructus
Crataggiranig, the "R5ug Aty FHEneRiACHORS Y ShiY del Beriarmed twice
with W&teRmleﬁrmmes:ctheVumtel) weaightafr et four wigdebyrugs amd the drug
res1dd>é tbr iig%frh%ﬁﬁap@} tithe 18 %1:\7'%‘1?9%&3& Iugat(z fThE%ﬁf&&eh%md ) is
concepiitzd tpgi epngem@%?%@@xmqﬁ% with, % Gty o dihe L) to the
initialf weighédof thefamtdee drugs. (kgdingakialiof Tili a‘hn bius, ethanol is
addecf"tH%Hﬁel\ﬂa‘l oxﬁ%h%g%tﬁhﬂ%n kb 7% 9BNG1EY fﬁﬁh@?%e
r ue

Into t ug resi e extraction- ux Is

Comkﬁﬁ'iﬁ%r wRe ta‘Hd?v% 1&ctphéh M‘@ﬁfd Cﬁndocbh@'@ﬁtﬂfﬁméohﬁger reduced

e four crude drugs and the drug re

pressygs %t%amsep@ft fhe to give extract liquid (2). The
E amiﬁé Egct l'iquid (2) is concentrated into a concentrated
X extfract liquid with the final volume (L) to the
Identlgd) fogxytEHipn witth tREL GE WS ERRIG 9he iR 2{*&8 o
The c@{gﬂg@ﬁltﬂip%sné{&%éfé& b t'Pﬂe fid O\X/Hﬁ%?ﬁ

ove e tract | qui concent rating

The ag)g)%%r tért @Fﬁa@ RFESS W€ HAFERIENTE BY! Fathx WM W &er, adding
54kg water in each one-hour extraction; cooling down the extract liquid,
filtering and combining. The combined filtrate is loaded onto 1.8kg of AB-8
type macro-porous adsorption resin in a speed of 6 times the column volume
per hour. After washing with water of 6 times the column volume, the eluate
is discarded. Then, the washing is conducted again with 95% ethanol of 5
times the column volume, and the ethanol eluate is combined. The ethanol is
recovered from the combined ethanol eluate at 70°C under reduced pressure
to give an extract with a relative density of 1.25. Vacuum-dried is performed
at 90°C to obtain a dry extract, which is pulverized and screened through
80-mesh sieve. Lactose is added into the screened dry powder to prepare
into capsules.

Example 20

Identical formulation with that of the Example 17 is provided.
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Identical formulation with that of the Exanple 21 is
provi ded. The conposition is prepared by the foll ow ng
nmet hod: 25 The above ten crude drugs are extracted
twice by reflux with water, adding 51.7kg water in
each one-hour extraction; cooling down the extract
l[iquid, filtering and conbi ning. The conbined filtrate
is |loaded onto 2.6kg of AB-8 type macro- porous

The ceggsdditioanis peepatead by a:bed@lhfwm imethddre col um
vol'ume per hour. After washi ng h water of 5 tines

Extractireg coliven byoreffax thee Reidmt&tﬂﬁllﬂﬂaejlwﬁh seater Ted) times the
we1g}‘£th8f V{@}%hmglg% SS&BWL?W&@ ‘fof“gla' ?%fﬁrﬁ@t glg?ém?ﬁgsthe extract
liquice jIssME T B0 h oV IthscoBCaVaR aehlogutiviasid to 1.5-2.0;
the eﬁ?ﬁ@ﬁhtﬁﬂ%ﬂ@e a¥ @0oantar 1 riesiue estapdeasustell! filt@iries, washing

he e MRS P dtbrlesii ang, pulverising
the obtainget erhEKh‘aICt gnd \asireeBing throvigke 8dmeshogigtve to give the

extra&%mg@lxsggy@”a%@rocryst alline cellul ose is added
into the screened dry powder to prepare into

Extra®@Ageivicet By miflise the aRplzen#ACoptilifientitle 0 % asthalna] isfn10 times

e i el %@“@@%@%&@oﬂm fpdgpining the extract

liqui ﬂrtemugngecweunkgyet nolusntihRElavorfiethanel ean be smelled,
adjustthet@ g PalukOwithR®oridétrated hydrochloride acid to 1-2, storing

under a cold condition overnight, filtering, washing the sediments with water
until the pH value becomes 5-6, drying, pulverizing the obtained dry extract
and screening through 80-mesh sieve to give the extract of Rhizoma Coptidis.

Extracting twice by reflux the other eight crude drugs with water of 10 times
the weight of the eight crude drugs for 1 hour per time; the combined extract
liquid is concentrated into a concentrated extract liquid with a relative
density of 1.03, cooling down, followed by adding 95% ethanol to make the
ethanol content to 70%, standing still, filtering, recovering ethanol to give an
extract with a relative density of 1.35, drying, pulverizing the obtained dry
extract and screening through 80-mesh sieve.

Combining well the dry powder of extract obtained in the above three steps,
adding lactose to prepare into capsules.

Example 21

Formulation: 833g of Radix Trichosanthis, 667g of Radix Bupleuri, 500g of
Fructus Aurantii Immaturus, 167g of Radix et R@ma Rhei, 333g of Rhizoma
Pinelliae, 500g of Radix Scutellariae, 333g of Rh zoA{iz optzdzs 500g of Radix
Paeoniae Alba, 833g of Fructus Mume and 500g of Fruc s Crataegi.

The composition is prepared by the following method:

The above ten crude drugs are extracted twice by reflux with water of 10
times the weight of the crude drugs, 1.5 hour per time. The extract liquid is
filtered, concentrated under reduced pressure into a concentrated extract
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wei ght of the Radix Scutellariae for 1 hour per tine;
conbi ning the extract |iquid, adjusting pH value with
concentrated hydrochloride acid to 1.5-2.0; io the
extract liquid is kept at 80C for 1 hour, standing
still, filtering, washing the sedinents wth water
until the pH val ue beconmes 5-6, drying, pulverizing
the obtained dry extract and screening through 80-nesh

liquidsivewte the finalevdlveneXL)) aotthefinfddl webght eif theiaede drugs (kg) in

ratio (Sgt}r Z‘t ?gr@ étgf@?%bﬁé ﬁgae%@t&%@'ﬂﬁ? '&n@?ﬂtt (%q?—:tﬂﬁﬁgl to 70%.

Obtaineg: extirect &mqmdhtmfléte@@ amdrecor&ﬁfgmt unserexedueed pressure

into a'démééjexfrhbi ering, recovering ethanol until no flavor
of ethanol can be snelled, adjusting the pH value wth

Exanngggggntrated hydrochlorlde acid to 1-2, storing under
cold condition overnight, filtering, washing the

Identisat fomnidatibhhwigt tiatuof the ERanpplev2l iepbecided. 5- 6,
drying, pulverizing the obtained dry extract 20 and

The contsesition ishpreymiredDbybk folleweingngetheod:he extract of
Rhi'zoma Coptidis. Extracting tw ce by reflux the other

The fellohvirgy site ahudgs damigs (Radioc Buplanri Resix HeomiaghtAlbh, Fructus

Aumnttn rﬁ uq@acﬁ IUQF Kﬁ%gﬂnggg%ﬁez,pq{c%dzk ”Scuiéﬁﬁlrzae and Rhizoma
Coptid @%?%H@é&e iwiise b3 efliny RIREser %tﬁﬁtr}qri&fd@?]&m s §he weight
of thelciifde croigsnfprdbbnhotiol pervidhd yo sgitenthedétratch z]mphdt ¢l) and the
drug f@aﬁligutehq” eﬁ&ﬁ@?ﬁhu‘f&gﬂﬁfg fl}t‘érgg%ﬁh?ﬁfgrnﬁsé“ H,

ering, recovering anol to give an extract VVI th

Addng%f ﬁaabt V?nféﬁséﬂﬁtmsof F;Lué’t% Aig, RPORE | Pindlikdeand - Fructus

Crato e B Feh B0 S SE N U B0 el ormed. i
with whiter 0édl0 tinhee thedotal Wreaght oéghe fmw agude drugs and the drug
resuhf@ %Pi{%’ gliogfg 1?1?% Y/ ve #)&rgéteﬁ F} ?II%% extract 11(%111(1 (2) is
conceRgrAtR RSN C?Wifé sxbrast liguid Wt e Malegelipg (L) to the
1n1t1a1FW51 hs oAuhenciudé rdmm: ﬁsmgtmfoﬁ?&ndl 5% éﬂhazmias added to

f {:‘&gﬁ] bX
make grﬁg?@gg etggigé?? 7§h| ?ﬂéir%ﬁ% [ sﬂhggglg of Radi x
Comﬁaﬁ?ﬂg {Re a%véo@&rﬁét idis dMdrecenderlodi under reduced
ruc us at ae The co osi'tion is prepared Dy t
pressygg IRt ﬂgemﬁeh%ﬂi a4he above ten crude drugs are
E extracted twice by reflux with water of 10 tines the
ﬂ@i@?ﬁ of the crude drugs, 1.5 hour per time. The
IdentiX] F8Fhd b8 With that of the Example 21 is provided.
The composition is prepared by the following method:

The above ten crude drugs are extracted twice by reflux with water, adding
51.7kg water in each one-hour extraction; cooling down the extract liquid,
filtering and combining. The combined filtrate is loaded onto 2.6kg of AB-8
type macro-porous adsorption resin in a speed of 5 times the column volume
per hour. After washing with water of 5 times the column volume, the eluate
is discarded. Then, the washing is conducted again with 90% ethanol of 3
times the column volume, and the ethanol eluate is combined. The ethanol is
recovered from the combined ethanol eluate at 70°C under reduced pressure

to give an extract with a relative density of 1.30. Vacuum-dried is performed
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5 filtered, concentrated under reduced pressure into a

concentrated extract liquid with the final volunme (L)

to the initial weight of the crude drugs (kg) in ratio

of 1:1, 95%ethanol is added to nake the content of

et hanol to 70% Obtained extract liquid is filtered

and concentrated under reduced pressure into a dense

extract. to Exanple __ ldentical fornulation with that
at 80°@ tbhebfaiampl drSextsaqy, avhied .is dpalmm@dl i amndrsdreened through

e n T, - QM [

80_m€§;1u§%‘géj Ml(%ggl(ﬁ,&ag? egefmrﬁ d| x {gggﬁi glg%Alr‘%lg,s streened dry
pow Eflﬁ@tRI@PMﬁdﬁWlCO W@dp di x et Rhizoma Rhei,

Example 2dcred twi ce by reflux win 80%othanol of 10 ti s
Iden’figﬁle/@ﬁrﬁglrféﬁétg;la‘gf?% fligh %ﬁjﬂiﬁ%‘l’ék&zﬁa%@ Wede. The”
e i bt B G AR, 5, L
Extra i fot by, FOHAR ARG it (Gl ROt of,10, times the

weightf ofi @hei Redix SeutdimtioadoyHt hefun p@rfbme,cwﬂmﬁnmlmgsthe extract
hquld:'hfa ta,ﬁrfg éﬁirﬁﬂé@%ﬂgﬁfc&&{?&fﬁ@g’f dfdﬂhlbﬁdé weid to 1.5-2.0;
the e@@%&fgﬁﬂ%@ ‘enoah 800ncEH | Hiowr olandite ﬁt&fn filigring washing
the sedimédritsavithoiwater Gintilt thet pEl value blecmmeﬁ15 Gfdmting, pulverizing
the o?feﬂﬂ%&ld H&fzﬁé‘%t 'dhd aécgté?]ﬂi‘n(ﬁl thoﬁgo SUhfi‘{é%h ‘sr%v%d @Sdglve the

rﬁﬁ%‘i nt.ent of to 7 filtering f
extraqtlg}ft &1&nbi ni ng the above extract |i qU| d

Extra g TS o B8 EAS S BT SIS 720 2ARaEI 2510 times
the wetghttafitipé é%hasomg @optvdiddor 2rhours meostimesrearsbining the extract
liquidP? ffﬁg@ﬁ@g %cév@nh émaﬁtﬂ ﬂﬁﬁl‘% fIRQ OIS eIt &h be smelled,

ract ed
adjusiing Hie SOy asech Eh SCuKhrSHEHo By Bt Pl Atifbhf 1 storing
underdawold e rekiticat bveroight, filterirg wpshidgdbets edm@entshwlth water

until ﬁn%?ﬂq e\fjal{ﬂugbéc%ﬁés%%o@}gﬁq% Pﬁl@eﬁ%ﬂn fthé%@tallﬂggedry extract
and Sﬂ?@IEBg RORET - Beslitre ogide The ?Fﬁgﬂqwfﬁﬁ {#afg Coptidis.

5 t th t
exadod SRS VLB PR S B SERGESH 10 tmes
the weightt of tibs eight couderdmgafer, 1 zh(mlt per éimen the gomabined extract

liquid, SlsCEBHb@ﬁﬁ‘até_Be1&5&3&1%011&@&1%%?%3&?&@“ fl H‘Gmth a relative

| nol ,el uat und fy. € ur e
denﬂ%rgg ﬂ@gaﬁogﬁ dowgL ﬁc’]i Dy gé]ﬁg o make the
ethanghcomtedt ted(%, p’enfd:m@sltl t fidgcing, m:ﬂaﬁernag(ﬁt anol to give an
extrad¥Wifltla réfditRfe 'd“‘er{%&‘ﬂy" of i Zsg a&*?m‘»g pam@éinkm% 4l obtained dry

sl eve. .Dextrrrgasl s a ‘o the scre@ned dry
extracptcﬁﬁrsmf ning:droush §0mas

Combining well the dry powder of extract obtained in the above three steps,
adding microcrystalline cellulose to prepare into concentrated pills.

Example 25

Formulation: 500g of Radix Trichosanthis, 750g of Radix Bupleuri, 500g of
Fructus Aurantii Immaturus, 250g of Radix et Rhizoma Rhei, 500g of Rhizoma
Pinelliae, 500g of Radix Scutellariae, 500g of Rhizoma Coptidis, 500g of Radix
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to Exanple 28 fornulation with that of the Exanple 25
is provided. The conposition is prepared by the
foll owi ng nethod: Extracting twice by reflux the Radix
Scutellariae with water of 10 tines the weight of the
Radi x Scutellariae for 1 hour per tinme; conbining the
extract 15 liquid, adjusting pH value with
concentrated hydrochloride acid to 1.5-2.0; the

Pacontiet ARl 5008w dFfiectle plunte S5& 500% § af RewetusCaitdedig
still, filTering, washing the sedinents wth water

The conip (b51t1|@>@1 w&pd mparedbydesodtdiving yhehodwul veri zi ng
r

the obt ai ne y extract and screening through 80-nesh
The abioare tén gude idreigsx araaxtedctBddiwiGe yelrefluibasvitROwater of 10

tlmesgﬁg} @ﬁ%gﬂg dfvgféigpddﬁgisﬁ%sétlhs }ﬁlﬁuf gﬂ@t ﬁﬁﬂ%h’ﬁhé Mthdet liquid is

filteredy pearenirate HBdes {féﬂu@@%pr%wn%@ ehaongeRigated extract
hqu1d| with dhe ffindlevolhgner e;)ctmeuhernguaahwmghw ifi ’dhemru‘d@d@ugs (kg) in

ratio §f 11,95 e%r@qoamﬁm. G, kil e @il Wil 0 70%
Obtalae@lo«mtrashénqulélnls() léthpéh@nafmna%@mﬁ@te ergr@a@ced pressure

into ashshdeskgast.t h water 25 until the pH val ue becones
5-6, drying, pulverizing the obtained dry extract and

Exam%geni ng through 80-nmesh sieve to give the extract of
I zoma Coptidis. Extracting twice by reflux the other

Identiead formuldtiodr with thahofwhe Exaimple 25 neprovédedi ght of
the eight crude drugs for 1 hour per tinme; the
The conyhositidreist pneqnaﬂecgbycthesfodhwwmg maedwdnt o a

concentrated extract liquid with a relative 30 density

The followgg sixatiude dbwgs (Brdisnwddipbsurad Raddx Bagowisenddba, Fructus
Auraritfl Waﬁﬁﬁsﬂm@d’i&' eE RERBInd RALYRatinScntelBiride! and Rhizoma

t
Copid s Y S B! It e woigh
of theotuedenetrugsyfani Babouarpers tinee #prgj venthsu grteet disghd (1) and the
drug Péitee. FDERIrBE 1dt(ﬂ? iglfiVteROWder folrtiet 136!

obtained in the above thfee steps, 24 adding dextrin
Addlltlg Rfa@lpﬁr?richbémitﬁbsl eF?ucf@SaMhme%Rlﬁ@dehaPtMZzaéZ@ﬂd Fructus

ctu AL W Ay el i
with Watened’ 1(Rbienes 4hegto@al RighAD {gr cradg d)lﬂlg&énﬁl the drug

re51d1§9 EHL 1 BHRE: @P@i@n@fto 'vé%i&ré‘@@h dig' (25*0Dhe eixtRadi liquid (2) is

Al b 32
el i iRl 1) o
initialf wtdighit rof the foac Gvg) irgatiouak 1 oae,’rélanol is added to
make&he @i tRtht Of é’cﬁahbl ) 1"7(1%l Xfl%kﬁg\@éﬁfuﬁhei Qse.

Combining the above extract liquid, and concentrating under reduced
pressure into a dense extract.

Example 27
Identical formulation with that of the Example 25 is provided.
The composition is prepared by the following method:

The above ten crude drugs are extracted twice by reflux with water, adding
50kg water in each one-hour extraction; cooling down the extract liquid,
filtering and combining. The combined filtrate is loaded onto 2.5kg of AB-8
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times the weight of the crude drugs, 1.5 hour per
time. The extract liquid is io filtered, concentrated
under reduced pressure into a concentrated extract
liquid with the final volume (L) to the initial weight
of the crude drugs (kg) inratio of 1:1, 90% et hano
is added to nmake the content of ethanol to 68%
otained extract liquid is filtered and concentrated

pe ma@eo-p@ﬁbmddsb tioherdsith dnaa spasd a4 tanes the column volume

per h@gz%fgerzgqsg éé)vg% gpgtg#e% 8?1(1)33‘% IF% tﬁ%?léngﬁ é/tolTﬁ the eluate
is diseandedi | dhiery thet weashimgeist epnductryl againr wath &f%@set%anol of 4
times (tR@%dlu@hhpd/@HIme, Radi th@éﬁ@éh@helﬂdl@ isfkdotabissed. The ethanol is

I e

to givewdrt extact avithux reliativesdensityiafol 28 Macuweedried is performed
at 85°119"bbAir 'aed'f " AEHOV IR & BulllizPa! ahdBerelned through

gL ve. t xtrac resi
80-mehy sigee. [iran esl?d%@d? it aTs et A PALEET Agdipare into
tabletRadi x Tri chosan this, Fructus Mume, Rhizoina Pi ne/ | i ne

and Fructus Crataegi into the drug residue, the
Examele 28cti on-by-reflux is performed twice 25 with water

of 10 tinmes the total weight of the four crude_drugs
Identizadl formudatigrr withitleat of the Exaouple2p is previdedi ve

extract liquid (2). The extract liquid (2) is
The cempesition wprep@reai byrt&@rﬁqlhwmgmedmm iquid with

the final volu qtgp énlt t of the
Extragiingetwiegy®y( K UP<n hQultR 1§fScute lﬂ@@%‘@t weatersoh dfetimes the

weightoofetke Rieli Buigallanfe ébhandlouo pedtinié;l tenibigifigrthe extract

11qu1d; %ﬁﬂ%ﬁgﬁ %ﬁf’gaﬁf’Mﬂhngolguce Q?é’c? I‘gﬁﬁf@ﬂjﬂoﬁ&’é’ &%ld to 1.5-2.0;

under_ re

the e)dxaﬁ’ahqwéxlérﬂpﬂét 81 85°C fni |1¢Qllll',f ﬁiﬁﬁdlﬁgl Sihﬁmﬁh‘?ft%twasmng
the seffini&¥etsExaWaate? drstilPfiy pEEdald8decomesbio, alrying, %)ulverlzmg

e oBLSER i SANE KB ol A Sl e o

extrad wdbebcltgllarigp. one- hour extraction; cool i ng dovvn

the extract liquid, 5 fjltering and co Ng... The
Extra@angu ntres bytlfeghéx ithe| Rlgeto pytldlsowrigff% %e-ethaped of 10 times

weREh P oP ®he Ushiaonar Qbpfildis' fegi Dhotirs ﬁl@fccﬁnbllmsg the extract

i AL AT P iy ol
adjustingnthe pdHwaehienwvith coReiTae Sw orideopeichtndr2, storing
undePh cdlHi deraditlsh everripvgifilt@ingnirdshingt thensddieheatsewith water

until He p(iqbélgﬁl% bd08n s h@%()ldﬂy?ng, pulverizing the obtained dry extract

~ and screening through 80-mesh sieve to give the extract of Rhizoma Coptidis.

Extracting twice by reflux the other eight crude drugs with water of 10 times
the weight of the eight crude drugs for 1 hour per time; the combined extract
liquid is concentrated into a concentrated extract liquid with a relative
density of 1.05, cooling down, followed by adding 95% ethanol to make the
ethanol content to 70%, standing still, filtering, recovering ethanol to give an
extract with a relative density of 1.25, drying, pulverizing the obtained dry
extract and screening through 80-mesh sieve.

Combining well the dry powder of extract obtained in the above three steps,
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10 recovered fromthe conbi ned ethanol eluate at 65C

under reduced pressure to give an extract with a

relative density of 1.30. Vacuumdried is performed at

75C to obtain a dry extract, which is pulverized and

screened through 80-nmesh sieve. Lactose is added into

the screened dry powder to prepare into capsules. 15

Exanpl e Identical formulation with that of the Exanple
addin?ddegtivh @vi separeiatceabhastion is prepared by the

ol  owi ng nethod: Extracting twi ce by reflux the RadiXx
Exampleivel | ariae with water of 10 tines the wei ght of the
—  Radix Scutellariae for 1 hour per tine; conbining the
Formekdtient 1200ki ofii Radadjlysdliosgntitds v 800¢g wof t Radix Bupleuri, 600g of

t h i el t - Rihe :

Eructif Eelle qurgﬁﬁéﬁieﬁff%?@%d%%’ﬁ%aﬁﬂp 1%’*5‘!‘%.4908 S
Pinelluge; 400gf of 1 18¢ lﬁ’g;gcué‘fg T, 140 2 Odi RBrogg capt 60A00g of Radix
Paeoniiet Albd, A60ptb{VEH b ddamrsand 6l00g st Feuciusl Vertnzding

t he obtained dry extract and screening through 80-nesh
The cehgyesit@roisvpréperezkbyatie follRadhg nSethadi ari ae. 25

Extracting twice by reflux the Rhizoma Coptidis with
The ateeetbanotudd ditigs aes exteacteidghwiod bheeRhixxomith water of 10

times SR {Agé@pfc Yt ﬁqé‘gi‘ﬁﬁaeﬂffuegé,"PB I‘Eﬁﬂ?g{&”ﬁrﬁ{.efﬁét @thct liquid is
; l[jquid, ®filtering,, reco I'ng et hanadl .until no flavor

filteregt, cpREBITales BBOSHOIPAHCedAPTRTIHE (MO gH PRIGatiRles extract
liquidcariclenhediral hyhroehlgrioddeninitial ovaight cftibre agidedeugs (kg) in

i SEFIE AR o P et arcl v 5%

, I8 S
Obtaiged, cumgrhdlqwial VeliTRg ARE SRRENEALeH JIRslek dEritisRg pressure
into asd¢éenerpraichr ough 80-nmesh sieve to give the extract of

Rhi zoma Coptidis. Extracting twce by reflux the other
Examgil@B0 crude drugs with water of 10 tinmes the weight of

the eight crude drugs for 1 hour per time; the
Identmatiforedilexiornawtith thauofl the Feemope 29tis ¢priovided.

concentrated extract liquid with a relative density of
The cangpositn inmprepared byl thevkedlasyinganathedss et hanol "t o

make the ethanol content to 70% standing still,.

The follcveinggix r@‘dbi%rdl‘r\{gset(ﬁad@fl Btlﬂ’l@lme e xbremtiagiAlva, Fructus
Aurar?th Qhﬁhgﬁg't@,enﬁadz?t et RhdomdrRhaig, Rpdiv Scutdlhgidhend Rhizoma
: ai_ ned, dr tr : 8E8E 5] g - .
Coptiph g5 eassﬁﬁa%‘ﬁﬁnr;ﬁxs?@ rRE G O R HFRIEPL B IR the weight
of theobradlaedrugs feie Ldhbesir persinge dpsgivethe gxieaatdiguid (1) and the

drug PégipiRice THY exaapslieeid @)aspileerdd fdrdiumthet tes; 1000g
of Radi x Trichosan this, 600g of Radi x Bupleuri, 600g

Addifb Radix ulvisobuwimng,i Friotst Wiuske, 25gzamaR#dnalliat and Fructus
a9 R SR Bt e i i v
with peateticfel Wthaes 3begtanl mreighto QWH CBY (gfugs and the drug
residré ¥6¢ Uss BHat@pet time to give extract liquid (2). The extract liquid (2) is
concentrated into a concentrated extract liquid with the final volume (L) to the
initial weight of the crude drugs (kg) in ratio of 1:1. 90% ethanol is added to

make the content of ethanol to 68%, filtering for further use.

Combining the above extract liquid, and concentrating under reduced
pressure into a dense extract.

Example 31
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The conposition is prepared by the foll ow ng nethod:
The above ten crude drugs are extracted tw ce by
reflux with water of 10 15 tines the wei ght of the
crude drugs, 1.5 hour per tinme. The extract liquidis
filtered, concentrated under reduced pressure into a
concentrated extract liquid with the final volunme (L)
to the initial weight of the crude drugs (kg) in ratio
Identleél ﬂor%nu?%@ﬁtwmpfhaﬁomﬂthm idpreodedt of

hanol to 74% Obtained extract liquidis filtered
The c@@ﬁad&ﬂ@m“tsr@te@ihreddby thedolledvirigasettoP0 into a

dense extract. "Exanple 34 Identical formulation with

The abbet @ggth@d E?g}]é ]sgﬁé ex$rem’citedl ‘d/eﬂzfgﬁ ?re(ﬁhﬂp%lth wateg, adding
50kg Bvaly’ f Qgra@? deg fig & o) it e xtract liquid,
f1 termgm@scoggs;{m%t The ¢ambin e 510548 cs?mORRé]kg of AB-8

pe Iﬁadtd-p'iﬁ‘dﬁﬁ 4dsoAstieNndresin Zﬂ@sfiggﬂlldfl 6 tiraee thatdodahed volume

per h% te%fw?ﬁbﬁig %ét Y%%S%le bgﬁn %ﬂe? %lﬁﬁﬁ (rgf?me the eluate

is disganded.heTher; 4be waghiag(is) camductesd agadnrwathud2% mthanol of 3
times th r@ﬂhﬁh%l@lrﬁé) ahd fHd egiasblf Srudteris kembited AHErgthanol is

recovEgil Bkl G0 SPRbet, g0 e e, S AR PHORLINY pressure
to givexrr axmachvmhraetelamWesdmmjb fdd30wi dacrum-datest isperformed
at 75°% tb' HB’éalhhS ggﬁx%ﬁ&@% éhtle ﬁ%mﬁé&%&ré@%eﬁ@é through

80-mesfigrieye( bpc Qﬂ?elseaﬁdsétmtpqtﬁﬁ c(rgﬁ—nﬁae LhERIY st £ Prepare into

capsules.o a concentrated extract liquid with the final
volume (L) to the initial weight of the crude drugs

Examplke$2in ratio of 1:1. 99% ethanol is added to make the
content of ethanol to 74% fllterlnS%for further use.

Identicehfomudatine widythatkef the Exaguple Z2asiprovidedy at i ng

The Cclglg&)e(;51{1%%ulcsegre%§rsésdu{)}e thgtfgll%vsfr?g ?ng )ﬁ rc? ct. 5 Example
Extracting twice by reflux the Radix Scutellariae with water of 10 times the
weight of the Radix Scutellarige for 1 hour per time; combining the extract
liquid, adjusting pH value with concentrated hydrochloride acid to 1.5-2.0;
the extract liquid is kept at 75°C for 1 hour, standing still, filtering, washing
the sediments with water until the pH value becomes 5-6, drying, pulverizing
the obtained dry extract and screening through 80-mesh sieve to give the
extract of Radix Scutellariae.

Extracting twice by reflux the Rhizoma Coptidis with 75% ethanol of 10 times
the weight of the Rhizoma Coptidis for 2 hours per time; combining the extract
liquid, filtering, recovering ethanol until no flavor of ethanol can be smelled,
adjusting the pH value with concentrated hydrochloride acid to 1-2, storing
under a cold condition overnight, filtering, washing the sediments with water
until the pH value becomes 5-6, drying, pulverizing the obtained dry extract
and screening through 80-mesh sieve to give the extract of Rhizoma Coptidis.

Extracting twice by reflux the other eight crude drugs with water of 10 times
the weight of the eight crude drugs for 1 hour per time; the combined extract
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Identical fornulation with that of the Exanple 33 is
provi ded. The conposition is prepared by the foll ow ng
nmet hod: The above ten crude drugs are extracted tw ce
by reflux with water, adding 48.5kg water in each

one- hour extraction; cooling down the extract |iquid,
10 filtering and conbining. The conbined filtrate is

| oaded onto 1.7kg of AB-8 type nmcro-porous adsorption

liquid? §§| &bhﬁeﬁtt&ﬁ@&dnﬁb 2 tddiﬁ%rﬁf@te@'é#&f‘aé’coﬂ dPSkith a relative

densito ok 1051 fhoiRgnaBR Y FIARE RS addl é“'??ef Epdql Ty make the

ethanobndnterttad%, startdiagostel hfiltering, Saovering leéheoblite give an
extrac‘f%‘l‘ﬂ?a ?&Qtﬁ*@d@h@%&ébf ql & Gryﬁn%ggﬂhﬂﬁ%lr%‘l%he obtained dry

15 d et
extraczmﬁfé%ée%mé tgﬁcov ;ﬁl%‘é‘as“ure tgegl Se an

ext ract h rel ativ ns,i t uump dr i
Combigingiyeltii 3 FEvet st artodt QbiAintd) i ehe Ryt Foree steps,
addingulavtoser tal prepase intneapsities ugh 80- mesh sieve. Lactose

IS added into the screened dry powder to prepare into

Examplpddl es. 20 Exanple 36 Identical fornulation with
that of the Exanﬁl e 33 is provided, The conp05|t| on is

Formuledinned080gt pé RedioirtdosenHis: 60Qgr af tRedixt Bruglewsy, 600g of
Fructuse Anpantehi elritaitoiring 250 & Eb"fl Radm teh mtz@maoﬂzhw 300&sof Rhizoma

Pmeumbﬁggetg@a%@%zm&b@ g it o i

Paeoniagl AlbanbO raddameand300g olEradig Cratacs- 2. o;
the extract liquid js kept, at 800 for 1 hour, standing
The cempaositipn mepr&rgaradabmthg fohlove g methodii t h wat er

ntil the ue becones 5-6,. dryin
The o 16 ?:{rug& AER tX4FRCted, g@%%}i @ b eter of 10
times gheveetighgiofethieherwede rdat spfl B ur tiehiearThe exdfact liquid is
flltere t }&gﬁ%ﬁ}@p‘cé@ Cﬁaﬁﬁrrﬁgd 'L&Q][Tﬁpﬁo Bh%eWtH’ced extract
liquidcwth ghe ! ‘zolm}re n‘é‘l ig mﬁlghﬁ@ ‘@dedrugs (kg) in
ratio bf dyil d.99% |ét¢falriki;ﬂ isr addxegl” togmeikeatle aortentnof fethanol to 74%.
.0f ‘e
vt hgebEEL IR, BRGNP L resre
into aglefsesexagh-ti on overnight, filtering, washing the

T Zents with water until the pH val ue becones 5-6,
Examp pul veri zing the obtained dry extract and

Idenﬁﬁﬁ ?@rﬁiﬂ\&éhro &%@#in%&eve b & 15 o PRI ot ner
The c n: %frﬂfﬁgiéj ngfvxgtﬁ%ff% ViR . the o
e GRS Il UM GHECIARIAL AT i gy Fic
Aurantiiobmnettoiruag Rusdins, et dRbigeud Rhead RRadix o5on tellaziae) aml Rhizoma
Coptz Srd BRuiched atviee "Béﬁf’éﬂﬁﬁ Wik 96%aetHapltfl 10 times the weight

of the S g G501 HEr P20 15 SO GSHSER Yl 1) and the

drug mmduee{ﬂnthrac‘e iguadt(1 hisifiltered dondurthenigse.80- mesh

i eve. Conmbining well the dry powder of extract
Addnmgt Rorie Trichpeardhes e Frvetes ﬁ\(l@w, Rbtrare | Beredliee yand  Fructus

Cratad¥ieRoe thet@re@peasidtie, the extraction-by-reflux is performed twice
with water of 10 times the total weight of the four crude drugs and the drug
residue for 1.5 hour per time to give extract liquid (2). The extract liquid (2) is

concentrated into a concentrated extract liquid with the final volume (L) to the
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Experiment exanple 1 Efficacy test 1. Animals 15 Sixty
of male SD rats with SPF grade, wei ghed 200-220g. 2.
Reagents, drugs and apparatus Streptozotocin (STZ) was
pur chased from Signma (USA) with batch nunber of ‘
024K1211. Anhydrous citric acid (C6H8071-120) was
purchased from Tianjin Chem cal 20 Reagent No. 1
Factory with batch nunmber of 011121. Sodiumcitrate

initiak Was GBIt t1ed 2P0 d wadrides leg e rheenofi llaIU 99%BEEKE is added to

make R eHeRt ozl i 72% il FAERERr oot 2 1 1
Comifffht, %1&9 HuA SRR iRty nd Fonsthihe) finder reduced

pressure Btawardenssneetract. t he extract respectively prepared
by Exanples 3, 8 and 9. Stable bl ood glucose neter
M@i STouch U tra) was purchased fromLifescan Inc.
with certificate nunber of 20 2400735
Identﬁaféarmuléﬁ%ﬂr “ﬁﬂ@léﬁabﬁf e X@@nsfse 83@, prevadedst ed
overni ght after one: a ation, intraperitoneal
The cgmpesitiu siPseRrad %nt%Pﬁﬁewwmmsﬂpéf epared with
I/L cijtri,c acid buffer

The a?w%g gy Frisle: dEugis pae) eiftzactedh b Ty %@%a‘ﬁ%ﬂbavater adding
48.5kgrwmtenith each cbme-étmuy ei&hmtﬂlogi,uwslengTdom ahiemektract liquid,

fﬂten%?ﬁ‘ﬁl @%kﬂhlr!ﬁ XanlﬁEieal fﬂt‘i?a’EH 'lgé?&gdt('}ﬂ{b ¥67¥g of AB-8

were C ere Succe

S
type I@GrarRereHs 8 SF?EPH@@SI'%B 15173 éP@Sa %ﬁ itHaeR ’@eﬂ?@“mn volume
per houdeAdter mashmga/vnﬁthIey ofi4 tigdads ithe @olndeh vyrlame, the eluate

is dlsg/igqé];gﬁor : éfpon wabhif goﬁboghgﬁau@'t%(ﬁ ee{geﬁs‘?@ r5;;%;’:?8”53‘7“ethanol of 5

times Ra¥piiney ﬁlrléingh@ 5 tbqtgclg e ethanol is
recovepd@ frent thdwombired@thinodeluate anV03Commdenaedaiced pressure

to glv‘éa:%’n e%}tac% withé géféQﬁfé’\ﬁEﬁs ldiifgﬁ\é“r t\?‘a&ﬁ‘é{fﬁ A&l §8berformed

repare 1 nto suspensj on
at 90%dntion pbttam .aodrymxiaﬁﬁt:, waiiehs iscpul verigedsangdr seisgmed through

80-mevHisitaiee 4o @s hileetbirtteytHeestrcenepedip @mﬁie&*f’c@) prepare into

ca Suieventh and fourteenth day after adm nistration,
PSUS%s were fasted for two hours after admnlstratlon

Examﬁqg@%‘:t ively, blood was sanpled fromtail vein to

bl ood gl ucose with bl ood gl ucose neter

Identl(é:%T ?ﬂlé : a?’él%?\fg%h thht bPehé BBIhpIE33 18 HrBoFdede! 9nt s

The composition is prepared by the following method:

Extracting twice by reflux the Radix Scutellariae with water of 10 times the
weight of the Radix Scutellariae for 1 hour per time; combining the extract
liquid, adjusting pH value with concentrated hydrochloride acid to 1.5-2.0;
the extract liquid is kept at 80°C for 1 hour, standing still, filtering, washing
the sediments with water until the pH value becomes 5-6, drying, pulverizing
the obtained dry extract and screening through 80-mesh sieve to give the
extract of Radix Scutellariae.

Extracting twice by reflux the Rhizoma Coptidis with 80% ethanol of 10 times
the weight of the Rhizoma Coptidis for 2 hours per time; combining the extract
liquid, filtering, recovering ethanol until no flavor of ethanol can be smelled,

adjusting the pH value with concentrated hydrochloride acid to 1-2, storing
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15 neasured. 5. Statistics Results were expressed as
nmeanSD (2 SD), and t-test was used to evaluate the
significant difference of neasurenent data between two
groups. 6. Results 20 As shown in Table 1, seven and
fourteen days after adm nistration, it is indicated

t hat bl ood gl ucose | evel of STZ high-bl ood-gl ucose
rats decreased significantly (P<0.01) in the different

undert & %@qa}eﬂgr}]cﬁ%pgxgﬁni f, ﬁgﬁeghg oﬁ%s@fiﬁ ghe sled%ﬁ@ﬂé&, with water
. Vel

until §REPAT SN REmRRYss, Yayife mPftaiig b Gepined Ay extract

and ser¢eimngtthaough §0rmesibsiexeto igive dhglexdrmet ofeRbizoBIDCdptidis.

gl ucose | evel, 7daysafter 1l4daysafter '
Extracting tveicedry saflan the other eighthentdeodrmgs widvrvater of 10 times

the welgWPof hdWgRP2rédeeuEPfor 1 hour per time; the combined extract
liquid is concentrated into a concentrated extract liquid with a relative
density of 1.05, cooling down, followed by adding 95% ethanol to make the
ethanol content to 70%, standing still, filtering, recovering ethanol to give an
extract with a relative density of 1.30, drying, pulverizing the obtained dry
extract and screening through 80-mesh sieve.

Combining well the dry powder of extract obtained in the above three steps,
adding lactose to prepare into capsules.

Experiment example 1 Efficacy test

1. Animals
Sixty of male SD rats with SPF grade, weighed 200-220g.
2. Reagents, drugs and apparatus

Streptozotocin (STZ) was purchased from Sigma (USA) with batch number of
024K1211.

Anhydrous citric acid (C¢HsO7-H,0O) was purchased from Tianjin Chemical
Reagent No. 1 Factory with batch number of 011121.

Sodium citrate (NazCsHs07-2H,O) was purchased from Tianjin Chemical
Reagent No. 1 Factory with batch number of 011219.

Metformin (250mg/tablet) was purchased from Tianjin Pacific Ocean
Pharmaceutical Co., Ltd. with batch number of 040121.

Tested drugs (TL-1, TL-2 and TL-3) were powder of the extract respectively
prepared by Examples 3, 8 and 9.

Stable blood glucose meter (One-Touch Ultra) was purchased from Lifescan
Inc. (USA) with certificate number of 20032400735.

3. Preparation of model animals

SD rats were fasted overnight after one-week adaptation, intraperitoneal and
injected a solution of 2% (W/V) STZ prepared with 0.lmmol/L citric acid
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6. 010 223 Model group -21.472.351* 22.351. 707

22.331. 614" Metform n group 125ng/ kg21. 612. 066°

18. 640.783*1 17.541.2274 TL-1 15.5g crude drugs/kg
21.481.686* 18.131.103.k 17.211.214** TL-2 15.5g crude
drugs/ kg 21.621.734* 17.970, 6874 17.041.431*1

buffer solution (pH 4.4) (65mg/kg). Three days later, the blood was sampled
from tail vein to assay blood glucose. Those animals with blood glucose level
equal to or higher than 16.7 mmol/L were considered to be successful model.

4. Administration methods and observation index

The modeled rats were randomly divided into model group, Metformin
(125mg/kg) group and different treatment groups (corresponding to 15.5g
crude drugs/kg). After one-week adaptation and the blood glucose detection,
rats were administered by gastric infusion, once a day. All of the drugs were
diluted with physiological saline to prepare into suspension for
administration. Aniamls were free to access of food and water during the
15-day testing period. At the seventh and fourteenth day after administration,
the rats were fasted for two hours after administration. Respectively, blood
was sampled from tail vein to assay blood glucose with blood glucose meter
(one-touch ultra). At the same time, the body weights of the rats were
measured.

5. Statistics

Results were expressed as mean+SD (X £5D), and t-test was used to evaluate
the significant difference of measurement data between two groups.

6. Results

As shown in Table 1, seven and fourteen days after administration, it is
indicated that blood glucose level of STZ high-blood-glucose rats decreased
significantly (P<0.01) in the different treatment groups at the dose of
15.5¢/kg.

Table 1 Comparison and change in the blood glucose level among groups
(X+SD n=10)

Dosage Blood glucose level blood glucose level, Blood glucose level,
before 7 days after 14 days  after
administration administration administration

(mmol/1) (mmol/1) (mmol/1)
Control group - 5.99+0.202 6.06+0.165 6.01+£0.223
Model group — 21.47+2.351" 22.35+1.707* 22.33+1.614"
Metformin group 125mg/kg 21.61+2.066 18.64+0.783"4 17.54+£1.222°4
TL-1 15.5¢g crude drugs/kg 21.48+1.686 18.13£1.103"4 17.21+£1.214°A
TL-2 15.5g crude drugs/kg 21.62+1.734" 17.97+0.687°4 17.04+1.431°4
TL-3 15.5¢ crude drugs/kg 21.53+1.752° 17.3240.625°4 17.02+1.256°4

*Compared with the control group, p<0.01; ACompared with the model group, p<0.01.
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TL-3 15.5g crude drugs/kg 21.531. 757 17.320. 625"
17.021.256° What is clainmed is: 1. A nmethod for
prepari ng a pharmaceutical conposition for treatnent
of diabetes nellitus, the pharmaceutical conposition
conprises extracts of the follow ng crude drugs: 5-40

wlw'{gﬂﬂaﬁﬁli digf Radix Trichosan this 5 (Tianhuafen),
0-30 wel ght parts of Radi x Bupleuri (Chaihu), 3-15

1 RN R Blofsni, phosniscolimal wonpbiol o eatment
of diabetgs: Ballifus: e PharTGrEBGA) FOmPY s'}fw poiglises extracts
of whégh%llwit{g %‘%ddxu@sg@ﬂ_{)%wa Htl—lpalltjll’_gsq iof) Radin A richosanthis
(Tim%fe 3 18- gﬁ&"ﬁalg&%f i§ Chatht, 3-15 weight
paﬁszpf Egﬁ%@ﬂ%{s ﬂ%ragt@flwég%akmsgﬁﬁé )(;%Zeé%? %};)ar?s? ch)lf Radix et
Rh&)@?&@ﬂ@ie{i}(%@mh 51 PIRRE ]g@@té wf RkiphabPenellise (Banxia),
o1 o KR S A B BB 1P G EH parts o
Rhizonmp i((%j@ﬁtidlﬂs_e(lﬂmangﬁiamg),sﬁe}_ﬁ :;vnzﬁg]at pedyiefl KpdinelPaeoniae Alba
: CCOL: :
G400 UL BTSSR NS S AR, B gy, and
optienallypy camprises | Ipharmacemdical Yac@CWEﬁﬂtﬂ an@xcipient; the
phafRERUtRINGoHe6si i L&@e?)repasedr by any one asfdithe following

e&hh%nol into the concentrated extracft liquid to make
METREASH et hanol ﬁon]Eelnt to 65-75%and filtering, d.
t |
Thi Hancnetiodhamrises i FollfiEnd SR v pi ont
a. R0 TS RF) B B 5 abCoBRaRGE iR the weight parts as

described above;

b. extracting the crude drugs with water by reflux, filtering the extract
liquid and concentrating under reduced pressure;

c. adding ethanol into the concentrated extract liquid to make the
ethanol content to 65-75% and filtering;

d. concentrating the filtrate under reduced pressure to produce an
extract;

e. optionally adding excipient into the extract of step (d) to prepare into
pharmaceutically acceptable dosage form;

The second method comprises the following steps:

a. providing the crude drugs in accordance with weight parts as
described above;

b. extracting the crude drugs with water by reflux, cooling down the
extract liquid, filtering and combining to give a filtrate;

c. loading the filtrate onto macro-porous adsorption resin, firstly
washing with water, discarding the eluate, continuing to wash with
ethanol having a certain concentration, combining the ethanol eluate and
recovering ethanol under reduced pressure to give an extract;

d. optionally adding excipient into the extract of step (c) to prepare into
31



10

15

20

25

30

25 The second net hod conprises the follow ng steps: a.
provi ding the crude drugs in accordance with wei ght
parts as descri bed above; b. extracting the crude
drugs with water by reflux, cooling down the extract

f I [ fil 30
phartiassnty liﬁéa'c'ﬁﬁp?%’ﬁ S80RpBeeS: Dor oue adsor pt i on
hi t d th
Thsﬁim %ﬁ enRpries e B s S avi ng o
a. GrovAdERGethRg s oI Ui AUAPEIABFBL UL (HEIERE parts as

desdribetralsdved. optionally addi ng excipient into the
extract of step (c) to prepare into 31

b. ekeraciry ttmlfbylcﬁvm%abi@eddm gs Withnethiamalhhasting a certain

coﬁf%@%&fq%gpf)ys ?gciﬂ@ 4R géfwm%?ﬁ?léﬁﬁps{{aﬂzx PPRYYALPIAIBE Fructus

Audestii ilnsaatows Redy. eleRhizeunnly @lhe,Ra M éwﬁfleazswaoﬁéld Rhizoma
Co?hgl?ss d@dlihdgtdmﬁ»{ thaekeh @ lfqméu filteehis Agra&fcatombhung,

X Bupl euri, Radix Paeoni ae Fructus

r i
écut glrléle Jifialee iy Bi‘ﬂtc)( ’Cr,:lggtclﬁtih% %Bl(ﬂﬁé of é%@ Qb) continuously

e
ex@actiag w@wa | PY R R Rak@nasHARNg the Sudarhdiquid under
redtieedt peessiirgs folowediebyr agldies cﬁthamfolsmtn (e concentrated

G @%&g%&fef@g?ﬂﬂdﬁﬁ%%%ﬁzé@ fitring
o BSFEEHS g O, YFALPr S B R (0 gentraing ino an

ex@agtient to 65-75% and fil ter| ng; . conbi ning the
filtrate of steps (h) .and nd concen%ratl n into

e. apteanalyt adding ewpil%ﬂbmi;p shaiewTack phiskep (Tt Prepare into

ph@¥hi@cdutaliyeieceprable diogagiceforhp pharmaceutical |y
accept abl e dosage form wherein, in the step (b) of

wﬂé‘l%lhh iihdtHeekbag, (b) hef eeridrdomethodsf thix extraction-by-reflux is
gfq}gg e BYltHhétI}lalll&aBP h0°hintEs thE®&dd€ diuffweight of the
step (b) for

5 hour per time; the concentration of ethanol is 75-90%,
preferably 80%;

The forth method comprises the following steps:

a. providing the crude drugs in accordance with weight parts as
described above;

b. extracting the Radix Scutellariae with water by reflux, combining the
extract liquid, adjusting pH value to 1.5-2.0, keeping temperature,
standing still, filtering, washing the sediments with water until the pH
value becomes 5-6, drying to give the dry powder of Radix Scutellariae
extract;

c. extracting the Rhizoma Coptidis with ethanol by reflux, combining the
extract liquid, filtering, recovering ethanol until no flavor of ethanol can
be smelled, adjusting the pH value to 1-2, storing under a cold condition
overnight, filtering, washing the sediments with water until the pH
value becomes 5-6, drying to give the dry powder of Rhizoma Coptidis
extract;
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step (b) for 1.5 hour per tine; the concentration of
et hanol is 75-90% 20 preferably 80% The forth nethod
conprises the follow ng steps: a. providing the crude
drugs in accordance with weight parts as descri bed

B A AW S Sbifing e o

hqamlqiusonngnmatmgueoo ng dawo, felepy &5% ethanol to
meﬂé@”cﬂe” %tﬁ{ath céﬁ{é 'th 70%> '&'ta‘ihgdhli'g §ﬁﬁ' MBItesi ti"‘ecovermg

econes 5=
ethai'@ﬁdﬁq/gﬁéﬁ\égrewa% {¥ieds fo grie the diy e det ot Sract, and;
extr cting i zqma Copti.di s th et han
e. cem mntgamgﬁﬁ .EE é}’spogf%d?’éc@m PEERELS 9 %tabﬁ{eﬁd,gm the above

thr@@CQ 3,nins ht&h%h U@k¢1|pleﬁtflsa‘adrded @pht@mu}can epare into
ustin storing under
Phaf%}ﬂqﬁf“ctbﬁ?g{l}’ |agﬁe§$%$fﬁ QRF)“%FL{?’FQ& ng, washi nggt he

sedinments with water until the pH val ue becones 5-6,
drying to give the dry powder of Rhizoma Coptidis

2. 184 Bethoflef e B 1Rk ﬁb\%ﬁgﬁ%“%éﬁt 1 ifias the weight

pax:txsolofngthd&omudenldmgs bye addi tﬁg osvsethawslight pakts of Radix
TrichGst 1251012 @%}T‘Phﬁgg%l{a%hi‘%ﬂhﬁi J9hve ;(fﬁtt pam,gof Fructus

tzg\el?i[zez, 6 weight

pattzeof fB’(hzl;ZDmtB Pinkllzr; Geveiglit pantsd afnRudEx é?ﬂaw&ilamaeeé weight

paﬁtseﬁi léhﬁe?@”%@ﬁﬁféé L%’l@%ﬁ@%%& ERAASeERorBe Alba and 9
welg htpantsof M&é@ﬁ) Utee-t o cI aim1l, char acterized in
that the weight io parts of the crude drugs are as

follows: 9 weight parts of Radix Trichosan this, 12
wei ght parts of Radi x Bupl euri ght part

3. Ehecmethad aseordimgdoueiaim 3 %ngil %ﬂéﬁaﬁév thagthe crude
% 530 PRCIRRRE ufed@d %%m'é ’éh@ kﬂﬁrﬁaﬂ@uﬁlcal%bb osiion further

complagﬁ,f ars Sﬁgqfhgl?aglg uhs tﬁg“@ﬁ&é& étg c??‘ the crude

dréapbaaseda® fbﬂl(wwsgrﬁ-%hwel t qm;ztsUQf Mindix Brichesanthis, 10-30
wétlg}wttﬂoﬁﬁ?f‘s‘:?ffd i% OB Gl PR 1 31‘152Wé'1 t2padtd 280 Frikctus Aurantii

e ru e are, it he .
Il b eRs R oA ¢hE Tz kG Be12 Meight parts of
Rhﬁ%@h@@neﬂﬁi@@zh@weﬁgﬁt hetsnef RaudipScueldiringel -d2udeight parts

of %’7 gﬂ%%a@{yﬁ{izss 4 85' ?@Qgh% #ﬁtﬁfgﬁhg ﬁ@e%@[ya’( 5-20 weight
pastsief hetghits Mumg agn ﬁ\-&étwelght patts of ?t]«é%gjmtﬂfg
wei ght parts of Radix et Rhizoma Rhei, 1-12 weight

parts of Rhizoma Pinelliae, 3-15 wei ght parts of RadiXx
. Scutellariae, 1- 12 wei ght _parts of Rhi zoma

|
4. The method parosding Ravickamaednicharackerize 2mv¢$}a§h¥he weight
paghs R e Oérlfdélcﬁt'ﬁgyuﬁﬁe il fallbweeil@80pwdighef parts of Radix

Fructu

Trzchosanfhzs, b359" weight parts of Radix Bupleuri, 3-15 weight parts of
Fructus Aurantii Immaturus, 1-6 weight parts of Radix et Rhizoma Rhei,

- 1-12 weight parts of Rhizoma Pinellize, 3-15 weight parts of Radix

Scutellariae, 1-12 weight parts of Rhizoma Coptidis, 3-15 weight parts of
Radix Paeoniae Alba, 5-20 weight parts of Fructus Mume and 3-15 weight
parts of Fructus Crataegi.

5. The method according to claim 4, characterized in that the weight
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4. The method according to claim 3, characterized in
that the weight parts of the crude drugs are as
follows: 10-30 weight parts of Radi x Trichosan this,
10- 30 wei ght parts of Radi x Bupleuri, 3-15 wei ght

gbeggrﬁglég:d@ﬁ‘gﬁfg' S '@Tﬁéw L‘S’C'S(I)1 elﬁtg?arfts of Radix
Trzdwmﬁ&m.}%we@t parss abikpdixBuplkst, %;we;g t parts of Fructus
Au%&Hh@']Hﬁﬁda%ﬁmsl 32m bipt gﬁﬁl‘st SfORaRY %@'ﬁh%@ﬁdz qRﬁez 6 weight

pais ot K P PibHie, melgf?fgon' 88 ol B s2ilfiyins, 6 weight
patisaviaBizords C dhs, Sfwieight patts df Udediar BnemifioAlbas15 weight

paﬁg or %?l}%glg 4 gg'gil )9%7 V\ﬁé’ﬁﬁ%ﬂbsof ]ﬁn%@‘?itgh(t?mtaegz, or the

WeAg hsmants Qbnthe, ﬁug ead Wégg rﬁrepast ol ggxwggg ipegie of Radix
TrichBsanBuyEl DRbe; Ea?fs BhiRRlR B’Mﬁlﬁzﬂrk @W@lgfl@ﬂ phtts of Fructus

AERR el 5 YR S R 3y ERBLlh e, 6 weigh
pa#tisbef R]Etzmmcgllﬂmdéme,s %W@irg}di artdioé Badixo Sewidliariae, 6 weight

paﬂ%r%PRZI‘;zd:th@@zﬂsaW‘&% h?i)éﬂ@ R S P&édrﬁu%g\ Be15 weight
GG NG R TR

wei ght parts of Fructus Aurantii |nmrmaturus, 3 weight
parts of Radix et Rhizoma Rhei, 6 weight i 0 parts of

zoma, Pipelliae, 9 weight part f. Ragi . .
6. %g@tmethﬂcﬁaccgr e wt%nﬁfofﬁafazchﬁp@h@mcte@zed in that,
in Weé Srepp@)t of ehe HarkitxnRabonl athe\eleradtiomeypireflver is performed

el R B e A weigﬁf@x%hgf crude drugs fo

1.5chaurrsper simehdhecextractdiquid naconeenirated isten cpncentrated
ex’&BC lﬂ%"re Wltﬁaﬂﬂ@ﬁnatl %l‘%ﬁh | g9 the- ﬁﬁ’ﬁby Eht of the crude

per e r%o&%ﬁbi&?’ﬁéﬁefﬁ&em 3, KBBreqricentrtion pf the added

et}mwlalst%-ﬂﬁ)ﬁl%i is concentrated into a concentrat ed
extract liquid with the final volume (L) to the
initial weight of the crude drugs (kg) in ratio of
1:1; in the step (c), the concentration of the added
7. Theettethold asc@fbhr@%) claintTbe chetrhoterized rii tfgait, an the step (c)

of fllé'sftﬂsq ﬁ?%gb@? ﬁché 58ﬂcé{1t1‘e{ﬁ’% L O tl'iﬁ gclcg%(g@ 1?3“?5 %; after

concen
delingshanalethe ganegniraesbextioes igichAoniae 2t athanol.
I|qU|d contains 70% et hanol. 25 8. The nethod
according to any one of clains 1-5, characterized in

that, [ e step. (b) t he sec .met hod, 1he . .
mM @ycp ing tpsalagr%e Qldamtlmﬁx ehagagerized in that,
in 1ﬂ1é l Qﬁ{y P 6b! the t Becondghinethodye theu dﬂtﬂai@tg?enﬁby-reﬂux is

pegfamidc pRK t"f”@i WteD qfz D, BHERCPEY Tl k" ofiihe of the

cryde Mgmﬁ)mk@ohdumv%timehe MacT 0- POr ous resin |s
AB-8 type, the weight ratio of the resin to the crude
drugs is 1:1.5-1:3. 35 10. The nethod according to any

one of clainms 1-5, characterized in that,
9. The method according to any one of claims 1-5, characterized in that,

in the step (c) of the second method, the macro-porous resin is AB-8 type,
the weight ratio of the resin to the crude drugs is 1:1.5-1:3.

10. The method according to any one of claims 1-5, characterized in that,
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in the step (c) of the second nethod, the extract
liquid is | oaded onto nmacro-porous adsorption resin in
a speed of 4-6 tinmes the colum vol une per hour; the
amount of the washing water is 4-6 tinmes the col um

i 8605 LOE RSBl BL e ot 5 loaded oo

ma@ehpogoils adsorpiiem tresinoinm spleede.of 6 Times the column

'.n . | i .1 . B

VO@?%%Z?%G%? R Pihe Rupdhun RCE Wahig water is 46 times the
COlNETIO 7 O1NBCE (then SPTICETHERGORY &6 aHIRRO} dorewasing is 80-95%,
préfeeably €9@% ;athenpelaiie ofolethn®dJorvwaghiig is 2-5 times the

recovering ethanol, the extract obtained has a
coluiPDy YOI s ty of 1.25 1,35, 12. The method

according to claim1ll, wherein the extract obtained

has a relative density of 1.30. 15 13. The nethod

1.7 FRR et Lol o afioTe o A1aftAdaS, FhefiCierlzed in that,
in dker atap (o) bof thel secondpenéthodd thei ethanoh isatenovered under

i I [ I u f .
redyiged {??E%ﬂ%% ﬁ%ta&r,&%ﬁ é}f%’%%l‘é;??f;%‘gg?"é& ?@%ﬂ%‘%a‘?mﬂm
ethanol ithe .extreckebtaived basiatelative denstht philedd-lntd a

concentrated extract liquid with the final volunme (L)

to the initial weight of the crude drugs (kg) in ratio

of 1:1. . 14. The pethod according.to any one of clains
12.1The neshae; agqorstinghte K l,mi1n‘1,twbegﬁﬂﬁhe)@@ra@mgtamed has a
relhﬁivreddgﬁgﬁ?dofl_m_concentrati on of the added 25

et hanol 1s”90-100% preferably 95% after adding

et hanol, the concentrated extract |iquid contains 70%

et hanol . 15. The nethod according to any one of

13 CI'Bh&métRodd@caelifibl &L anioh8af, clafise-55 charhblerdfed in that,

REALUN TR T ee——

twide wighRaditer Suful 6 timeésa¢he dotal woeighdeof ttheecrudie drugs of the

1 MotDJETo By f .
SO e g 0K g 96 e e
liquady isc cOPCEBiTatRch RO 3 oneniraled @xtEack Bauigh with the final
voltirdeo(l.) tie tlexinttdal wreiphtroff thexciwsd petif ) invratio of 1:1.

wi th et’hanol of 10 tinmes the weight of the i zoma
Coptidis for 2 hours per |ine; the concentration of
et hanol is 70-85% preferably 75%
14. The method according to any one of claims 1-5, characterized in that,

in the step (c) of the third method, the concentration of the added
ethanol is 90-100%, preferably 95%; after adding ethanol, the
concentrated extract liquid contains 70% ethanol.

15. The method according to any one of claims 1-5, characterized in that,
in the step (b) of the forth method, the extraction-by-reflux is performed
twice with water of 10 times the weight of the Radix Scutellarige for 1
hour per time; the extract liquid is kept at 75-85°C, preferably at 80°C.

16. The method according to any one of claims 1-5, characterized in that,
in the step (c) of the forth method,the extraction-by-reflux is performed
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17. The method according to any one of clainms 1-5,
characterized in that, 5 in the step (b) and step (c)
of the forth method, the pH is adjusted by
concentrated hydrochloride acid. 18. The nethod

wita S fthneihdl b tines PARstighy GEURF Rjights Coptidis for 2

. .
houxs peat tiore; dhereonceniration ofrethanal iswil:85% i preferably 75%.
of 10 tinmes the weight of the crude drugs of the step

(d) for 1 hour per tinme; the conbined extract |iquid
is concentrated into a concentrated extract |iquid

17 vThe methbat ageoniding tg asty pDrosof daimsrlebechargcterized in that,
i ] I 6\ I e t i i
in St P b arel 90p) (/86 B GRIERIARI ! 1PH W adjusted by
copgpizak )h}id]?)@Ch ld@@aa- phar maceuti cal conposition
prepared by the nethod according to any one of clains
1-18. 20. The pharmaceuti cal conposition according

15 Bobi e e P, SPOBSRUSE i thot
in 8¢ Btep (d) of the forth method, the extraction-by-reflux is performed
twice with water of 10 times the weight of the crude drugs of the step (d)
for 1 hour per time; the combined extract liquid is concentrated into a
concentrated extract liquid with a relative density of 1.03-1.07, preferably
1.05; after adding ethanol, recovering ethanol to give an extract with a
relative density of 1.25-1.35, preferably 1.30.

19. A pharmaceutical composition prepared by the method according to
any one of claims 1-18.

20. The pharmaceutical composition according to claim 19, wherein the
pharmaceutical composition is made into any pharmaceutically
acceptable dosage form.
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