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Tradi ti onal Chinese Eml ci ne Preparation for

Car di o- Cer m\mmmm Vessel Diseases and Its
Prepari ng

CAL FIELD 5 The invention

relates to a nmedivcbne, and in particular, to a

traditional Chinese nedicine preparation for the
treatment of cardiovascul ar and cerebrovascul ar

di seases. BACKGROUND ART 10 Cardi ovascul ar and
cerebrovascul ar di seases are common ones whi ch do

great harmto health of human beings. Recently, such

di ddaditional ChineseMedicinePrepanntiondordiardio-Ceeebral Blood

changes of b Vi et ppattern
envi r onnent s%@%@ﬁ?ggw&ﬁ%ggfﬁ?r 'Egageﬁ'fbﬂ@nt . The.
traditional Chinese nedicine (TCM, in spite of its
J(l‘ﬁ &célvit toward a single target 15 relative to
gi{%‘ KIERi cine, is characterized by its nultiple
routes and targets,. dynamic and holistic treatnent,
effects,. which are far beyond the effects

d. ' .
“gi?: {nhgw\@lsrt%@? tonaea]eglic_wg,_ ang, In Wlﬂ}pr@ﬁg@aﬂacﬁﬁow Chinese medicine

erenarationdon the treasmentiof carflforesculat Ald desabeovalc P Qisahdes. '
therapeutic effect superior to that of the Western
nedi ci ne. There have been now a plurality of TCM

BACKSROUNMARET the treatment of cardiovascul ar and

cerebrovascul ar di seases, such 20 as conpound Danshen

l.ets ,and its, TCM preparati ons, Guanxin Danshen drop
%ala,,?, gastylar pnd gefchroy ﬁi&e{aég'ls“éﬁ"s* 25¢ gommpe geesTINEh do great harm to health

j\;"':f@’an af’\;";%ﬁec?ﬂt’, gichwliseates bavet ﬂﬁcfc;ﬁ@éjgé@uﬁgtﬁc‘éicﬁ@ to the changes
drk QMM 28i n);,and. Radi.

t'ﬁﬁt orai lgéén%é, lﬁaget&g?#? g%r??% T :{@pg]lﬁtlfkf with fsg%%(lsderSleme“t' The
{Rsopal hiper dRedising (LMD Bnwpite mfdBolomennstity toward a single target
relatgrecditken Westemxnedicing, gnclandtepived by Renuliple RURS 8P Bfsets, dynamic
ad heipsid 9RathRhBind Ll t hese T repar at i on _
e e T T e
eft ective a iACSPRERLOR Wity e it SReransutic iffeetb el dtave an overall
timrzg;g@tm eff@éjmﬁm totthdtyof tlehWeaahenddiding Thee Haby gée@leﬂow a plurality
8 TaM pRBAAG R6PME ines. an .

:js nst egdm[?ﬁrél v one t%?ﬁfeaggﬁ%aﬁ‘gg‘ﬁaﬁgg;gﬂ éngc%régéovﬁécﬁkﬁgﬁgfﬂfes’ such
Qror?%%gﬁi ﬁ%enlt?b gts and dts JCM preparations LasnxinHRanskampdrep pills, ‘and -
Hinksblogitaddts yetacThese TENF gadparitiond, Nall NS QhBAESHARSRadix Salvige
MibRFeib alsd kndwn 2§ ggﬁﬁé{)yanhoRdf)é'\pX\%)r/oggztg?n%t |hg¥ngglz%§nt glrerapeutic

such

xtracting.and purify|n s
ea‘fctésof%{ thlr%é@?{srge‘?wul%ong, proportions of ingredients, extraction and purification

‘processes, or dosage forms. In addition, these TCM preparations can hardly be controlled in

quality, since no effective quality detection method is available at present for completely

characterizing the physical and chemical properties of these medicines, and instead, only-one

or two compounds, such as Danshensu or Tanshinone I A, are used to represent the complex
biologically active ingredients in these medicines. Therefore, it is necessary to improve the
process for extracting and purifying such TCM preparations and also the method for
controlling their qualities. '

SUMMARY OF THE INVENTION
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ntrolling their qualities. SUVWARY OF THE
?RI\/FEKWI ON 1 ~9- ~~~~~ [ qVI ITvVITI~1 ~11~~111111 *000002*
It is an object of the present invention to provide a
nore effective TCM preparation for the treatnent of
cardi ovascul ar and cerebrovascul ar di seases. Al so
provided herein is a detection nmethod for relatively
conpl ete and exact characterization of the physica
and. chemical properties thereof. 5 It is another
obj ect of the present invention to p{ledeTﬁ prop:ifs

' - . . rati .. )

br. #homoaLIritt g Uioh Y prBl EPEOBY SheylnRCbhbparsion fo te
geo "P%’&PE §ar§%%98}"ﬁ{eﬁtds“:ef ebiqyasqidar figpses. s provided herein is a detection
metbod dom elativelyheomplesend éxave tidr@ferzaiord 61 mee@grsfcql pnd chemical
prBpHiGingett 0OCeSS conprising the follow ng steps of:
m xi ng Radi x Salviae MItiorrhizae and Radix
Not ogi nseng wi th sodi um hydroxi de, sodium 15
biscacthenattjet obthel iptesent arventiad 18, préeVAd S ST W%Feﬁ%ﬁ&et’he above TCM
R¥apthum bi carbonate, potassium carbonate or a
m xture thereof in an anount of 0.5% 4. 0% based on the

total weight of said nmedicinal naterials-to obtain a
Thexbjecs of beiprésa) ihveation ¥t UEKl e thioDgtdmb ﬁ;lR)IV\QrT’g %bo%gnrts.

for 2-4 times; 20 subjecting the nmxture to

{il ration and concentrating the conbined filtrates;

28 i% PEgPaing gefording o the Ipreghntdovemaon cat boprep@b®uough a process
capisingithafoliovaninttessftf i ci ent to obtain a 65-70%

~content of the ethanol; 25 allowng the mxture to

stand and separating the supernatant; recovering the

MUY IRG FGrxSabiige Meéltiany gemandafadiaNdrogonegnyitlasddign thheroxide, sodium
bicesbodate, soiurh dafbonag, %otaﬁsﬁ‘t']rﬁ: lﬁ))ﬂf?o%%ndis‘d)?tt%saiﬁ&i éiecgr%br}étgopotassium
cgrﬁéﬁa@p&) mméér?: I?helrgofé}rl? any )ag}n[)gr(n:t of %.5%-4.0% based on the total weight of said

M,] tlﬂ%r I.Za

medicinal materials to obtain a mixture;

' boiling the mixture out in 3-6 folds of water for 2-4 times;

subjecting the mixture to filtration and concentrating the combined filtrates;

adding an ethanol with a high concentration (above 70%) in an amount sufficient to obtain a

65-70% content of the ethanol;

allowing the mixture to stand and separating the supernatant;

recovering the ethanol from the supernatant and concentrating the residue until it has a
relative density of 1.20-1.50 (55-60°C), which is an extract of Radix Salviae Miltiorrhizae-
Radix Notoginseng,

mixing the above extract with Borneol (or an oil of Lignum Dalbergiae Odoriferae); and

adding one or more pharmacological excipients, such as starch, dextrin, lactose,
microcrystalline cellulose, hydroxypropyl methyl cellulose, polyethylene glycol, magnesium

2
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30 Radi x Notogi nseng; m xing the above extract with
Borneol (or an oil of Lignum Dal bergi ae Odoriferae);
and adding one or nore pharmacol ogi cal excipients,
such as starch, dextrin, lactose, 35 mcrocrystalline
cel l ul ose, hydroxypropyl nethyl cellul ose,

pol yet hyl ene gl ycol, nagnesium 2 stearate, mcro
silicon gel, xylitol, lactitol, glucose, glycine,

manni tol, methyl starch sodium cross-1linked sodi um
car boxyl nethyl cellul ose, cross- Iinked

Qéﬂrawlrﬂ}ﬂopsllid’oﬂ'geﬂ Q@ﬁtoﬁtl&tltoltﬁu%ofsg Sé?w ?ol Teéb}lljles?arch sodium,

|on

d
ér@gsqm%gﬁ S ostgogtyl gbaflg'? celi(lfl 85> (§rass- lmlquapgjy‘gnylpyrrohdone etc., to

sustalne
ﬂom@@tg,ﬂ@mmp@u@emo vea@sudosagenformis) guichrds| ﬁuecﬂt’n@'tablet sustamed-release

talb18d, Blop PiIBBtanufe, A P
is pr eggr eg hr oug’%{lgﬁ g%%/eéscépﬁ lea%é/rggrawf’ hoézS dasmtegr ant.
foll owi ng steps of: weighing Radlx SaIV|ae
Rueferablys rthé abevea T MRautepardioh 0gi prepred thrbGeh adphoB&s com rising the
ﬁnmum @$§@#bonate in an anpbunt of 1.4% 1. 9% based X
the tot wei ght of said medicinal materials to
obtain a m xture; boiling the m xture out in 4-5 folds
vesfighiveg BadiX Salvide Blilvorrhtzge MR&JME‘NOJOQM% .fol ds of water
for 15 another 1-2 hours; subjecting the mixture to

and concentrating the conbined filtrates

filtrat.io
afldipg |S°‘£l“'§gié%%r'l’9"ete Wrafy pragunof 1,406-1 D9 GageBABChe itstal weight of said

nzedivirel mdteri2ld taalthing néikturgt hanol with a high

concentration (above 70% in an anount sufflcient to

boli).tain a_ 65-70% content (20C) of the ethano

2 'P%WCHE;‘X{%%O% i oy ©ldseof evasas dorf p h8u1$,2aridcthmsmaind folds of water for

amdiparled howgs;t he supernatant; 25 recovering the ethanol
fromthe supernatant and concentrating the residue
ntil it has a relative density of 1.32-1.40
'{bg‘gtl%&e mixiire o filtragign and cencentoftin@hié gorsihed fiktrates until a specific

grevity ofolr. Faal.26.€80:B1)i ix adddvegi nseng; ni xi ng t he above
extract with Borneol (or an oil of Lignum Dal bergi ae

%porlferaeg and_ 30 adding one or nore
apeihaAnghvith p héSbc‘i"ﬁF%\‘fFQO"s@be‘(ﬂ Ho) in@matriventgiudiident to obtain a

6% 009$ iceritemg(201C )3if #eCdthanol;
allowing the mixture to stand for 8-12 hours and separating the supe;'natant;

recovering the ethanol from the supernatant and concentrating the residue until it has a
relative density of 1.32-1.40 (55-60°C), which is an extract of Radix Salviae Mtltzorrhzzae—
Radzx Notoginseng;

mixing the above extract with Borneol (or an oil of Lignum Dalbergiae Odoriferae); and

adding one or more pharmacological excipients selected from the group consisting of starch,
dextrin, lactose, microcrystalline cellulose, hydroxypropyl. methyl cellulose, polyethylene
glycol, magnesium stearate, micro silicon gel, xylitol, lactitol, glucose, glycine, mannitol,
methyl starch sodium, cross-linked sodium carboxyl methyl cellulose, cross-linked
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dextrin, lactose, mcrocrystalline cellul ose,

hydr oxypropyl nethyl cellul ose, polyethylene glycol,
magnesi um stearate, mcro silicon gel, xylitol,

| actitol, glucose, glycine, mannitol, methyl starch
sodi um cross-Ilinked sodi um carboxyl nethyl cellul ose,
cross-linked 3 polyvinylpyrrolidone etc. to fornul ate
the m xture into tablet, drop pill, injection powder,
capsul e, granule, mcrogranule, or oral disintegrant.
The .Bor neol used herein can be a naturally occurring

pvlysmmlphxeslndmel e@N€ fokhRlaad thedh ergiae . |
Qi 8, YREHRLE  ok3 o081 a'ufhlégn'“ et BroBFifl, Afection powder,
Cr gt BRI B Odor| fer ae. The

di'sti atlon 0
above TCM preparation is preferably in the dosage form

Bhie Ebmaolmséd herdil cah8e IGMUPJISI%E@&IEQUSI n oe%%'eé] ?re)e[ ﬂ" ﬁ d)f Lignum |

tiaon C aracterlze

5@%2’.?351 dorie T:“ﬁe‘i%F‘@F repL Sa0RAIgds throug bl kaprcof Lignum Dalbergzae
d@%@n] there are 8 peaks which have a ratio of

single peak area to total peak area greater than 2%

retenti.on of these 8 peaks is 6. 04,
JE@%‘S@%.@%@”%”}‘%AS Pfe%sﬂr@bmﬂe dosagerform 2 drog pahd 31. 02 -
respectively, and the RSD% of the retentlon tinme is

ﬂ1e3ﬂGMQ>rgp§:atlgn gé‘corcﬂn%&r thd Bx%gent "kveglti‘oélals cgari%%qieg pising the following .

gﬁc %%gg hel r avera
chegheal geyamgigns: 40, ~186. 08, 555. 35, 281.91 and
1852 33 respectively, and the RSD% of the peak area

ih &h 2. 04, 10.48, 18.08 and '
s ol b 2 i ool S Sl o s

A% greet %e%{?{ the é‘é?f%&?crswml@ fioe of he®98 REKOI 6.04, 9.90, 16.89, 17.84,

2081525, 717 2293 add zp/ezsreaﬁécuvaga #hd l%ﬁ3§‘%of%h97éie?ltlgli/?lme 0,31, 0.25,
%.4 2% 27..2% r espect *%
0%l 6@8 083@ 03608/861%{% i;]?g]r sactlvc]/¥ aﬂlr%f %VF?gﬁ/E?F%< HeR léllﬁ%zjgz 2575.54. .

em

36‘?8@/ ‘ﬁas{l’% sgﬁsog\ﬁ,;bs d8l-8t ench F85233raipertonmty, a@bthe BSD% @hthe peak
arse i HPheli3css, 10.92)i16. 8ENINOAHIOANBAPNYS and 14.84 respectlvefly, anfi the ratio of
si kqﬁm@meﬁ' tbtbtaf l8+efllj((r:rzﬁe¥%ctoﬁﬁ]§| R/v%jg? ezzaqﬁ, 518 66 A% 2%-5.2%
'2;4':39 'gg"f ggt"iagﬁ /‘wé\‘}e’? &8 % B-0%-4 3%0and120. 27737 BVt bantivids

carried out under the foll:omng conditions: nobile

T@éﬂ@ﬁ%@sﬁ?ﬁ&%%é cﬂfrg%a/f;]% une]%g% N %gs ggvr@ggunggrl t(}jle following detection

“@ggPﬂﬁltrlle 0. OZ@baqueous phosphoric acid sol ution,
nobil e phase A being changed from90%to 78%

U&ﬂ POARSICY Ii 9 hase B being changed from
0%to 22%c eﬁ@gﬁg*%r Ylng 0-to 8 mn; nobile

phase A fron178@6to
Octadecylsilyl-silica gel was used as a filler for the chromatography column, with flow rate

of 1.000 ml/min and detection wavelength of 280 nm. The Elutlon was carried out under the
following conditions: mobile phase A being a 0.02% aqueous phosphoric acid solution,
mobile phase B being a 80% acetonitrile-0.02% aqueous phosphoric acid solution, mobile
phase A being changed from 90% to 78% homogeneously and mobile phase B being
changed from 10% to 22% homogeneously during 0 to 8 min; mobile phase A from 78% to
74% and mobile phase B from 22% to 26% during 8 to 15 min; and mobile phase A from
74% to 48% and mobile phase B from 26% to 52% during 15 to 55 min.
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vol ume of 10 . The resultant s

74% and nobi |l e phase B from 22%to 26% during 8 to 15
m n; and nobile phase A from 74%to 48% and nobile
phase B from 26%to 52% during 15 to 55 min. 35 4 (2)
Preparation and determ nation of sanple solution 10
pills of the TCM preparation according to the present .
i nvention are wei ghed accurately, and then, added
into a 10 mM neasuring bottle. Distilled water was
added in an anmbunt 5 sufficient to dissolve the pills
t hrough shaking wth ultrasound for 15 m nutes. And

(D) rPeepdizgibh hh&&t%ll@@ftno%?sefnli}ﬁ@sm% d to achieve a
ol ution was subjected

to pentrlfigatl on or filtration to obtain a sanple

dBpilisiafhe RaMapreparatian &@oddu@ftotth\@pregeihrrmv@nm{ b 'V@'fhh\é@%curatel

bty theh eﬁddbﬂ‘tlﬂoaa P lft ﬁi@a@ﬁ Wottle 2 eterm v
{1@ t’tle lstl le ovas ? Lﬂnan amount

%@FQA% htot SéOIé{F dﬂeoé’n?] H@ %kg‘gnﬁﬁmgﬂmswdi‘foa% aninutes. And more -
gistitfedr Watenwas then addéda rd adhikve anpdlemared 19876 Thg%&tlt%?t solution was

$uBRcRBQY Berffrifd ﬁl&g Wlfgn%tﬁﬂ t%’g% £ sdpeh ee}gf}lllxto??] %rtagﬁlgate 10 pl of the

??Tp@? q%&og Wagdpigsted o g 4IRS ?I@P@E’Mdamﬁ thén wﬂaheﬂs&y way of HPLC

rongogriaputtuabeshyHBLC sp&fint hospernmic acid A,
| solithospermc acid B, Salvianolic acid D, Rosmarinic

@Ciéd, &5 Sal vianolic acid B and Sal vianolic acid A,
B8 fectidl OE sy agadwsis mpthod.esudh) as asomppriaomp aith iaCstdndird sample and Mass

SHRLIE, N abeth® geakis hathTéal\Avefage%té}Moﬁ Rinf¥fo [g;ns 2@63 Fé'%9, 17.84, 20,31,

Ay DTy
I : %}1 gjt)!éhéi\r’]\_ﬂs(f ﬁg feilt F o. cgﬁssgngé mtg D&Ef'@"%«" Protocatechualdehyde,
fog qSP‘HB’é‘bé‘Flﬂl é dé‘l’ af]cgpergaq: vqcah(ﬂ | $aleiandlicDacid D, Rosmarinic acid,

Sehdianohnadid B and ISdlvEnol?@mN ok cf‘Kf\éWi seesﬂlerleqzm ic 20
acid B, Salvianolic acid a V|an 't c”aci
Tanshi none | Tanshi none II A, hbtoglnsen05|de R,

;@%s"e%‘%‘fﬂélé' ﬂgLC(MﬁS@‘ﬁb@q dbe REM pGpamcoosi de: flebent invention was
potgigéch sion @singdse Rﬁanshkrts@gmm@@é?&ﬂhgﬁde'?%dé Gsolith
5 A oliﬂerTlc acid ‘A,
Is@nﬂﬁ%&ﬂ?c%xd%s?aéﬁa@ﬁ%%ﬁn 2, e%aéglprbdé FQG dllg oosslmarmlc acid, Salvianolic
ngerﬁ(‘ﬁlv ?\’faol‘QOG I‘%{VG@OH%%I%TRQSHH%;% I , Tanshinone II A,
Nojogieerosidd R, RGhsatosidé, Reﬁm&@ﬁ&ﬁie%%%nse%ﬁ%eﬁgls ﬁo‘?ogmsenosxde

nsSenosli

RQRg]{]Z})ogmg%d?)§%92§ie%§él q’eg}'?ﬁﬁ% Regs ﬁg@ﬁ@g]daelll(lpg@psegg@de Rhl iso.,
G{rﬁ s1dEng,5 H@nrque Rd iso., Gmsenosnde Rf-H20, Notoginsenoside R2- H20,

Ginsenoside Rg6 or F4, Ginsenoside Rk3, Ginsenoside (Rh4), Ginsenoside 20(R)-Rg3,
Ginsenoside 20(S)-Rg3, Ginsenoside (Rk1), Ginsenoside (Rg5) and the like.



10
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H
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-

OH HO CH26HOOOH HO\ CHOR O / \ ~~C HC=HCOH
2 3 HO 8,000 CH=CHCOOR, HO CH=CHCOOR, / HO
CH2COOH HO b--<OHO O HO/ \ CH=CHCOOR, OH OH 4 5 6
COOH R100C CH=CHCOOR, 0 R, 000 CH=CHCOCH HO HO HO 0 HO
HO CHOHOHOHOHOH 7 8 9 OH HOOC CH=CHCOOR, HO
HOOC R1= - HC- H2C CH HO g HO HO CH=CH COOK1 CH H
OH 10 11 R2= -HC=H2C OH 1. Danshensu MA£198 2.

Pr ot ocat echual dehyde MA£138 3. Salvianolic acid A
MAE494 5 4. Sal vi anollc aC|d B MA=718 5. Sal vi anollc

acid C MN:492

H CHCOOH HO CHO 1
Cre O;C-—HC=HC OH

3
Ho R1IOOC  CH=CHCOOR, CH=CHCOOR, ,
O / @ HO  CH,COOH
o -GCH=CHCOOR,
4 5 6

R,O0C  CH=CHCOOH

JPegne

R4OOC  CH=CHCOOR,

7 8 9
OH
: HOOC CH=CHCOOR HOO(|3 S
O O -C)—cmcw—coorz1 Re= -HC—Hzc‘Q-OH
HO OH
11 Ry= —HC=H,C OH
. Danshensu | - MW=198
. Prqtoqate_qhualdghyde _ ' MW=138
. Salvianolic acid A MW=494
. Salvianolic acid B MW=718
. Salvianolic acid C MW=492
. Salvianolic acid D MW=418
. Salvianolic acid E MWwW=718
. Salvianolic acid G MW=340
. Isolithospermic acid A MW=538
10. Isolithospermic acid B MWw=538
11. Rosmarinic acid MW=360
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6. Salvianolic acid D M¥418 7. Salvianolic acid E
MME718 8. Salvianolic acid G MM340 10 9.

I solithospermc acid A MA:538  10.

acid B
R Ou

MAES38  11.

HO 30 5 R Type ARL Type B R 11 1]

Rosmarinic acid MM360 6 R

"dc-Ac dc-dc 1 108 Structure

| solithospermc

12 31 H

\v/~\1

7111 HO70 H70 10 R R3 Type CR Type DR3 15 L
G nsenoside R, R2 Mol ecul ar Wi ght MV G nsenosi de Rb,

Gc-Gc Gc 946 Gnsenoside R3 Adc-dc H 784

Type A G nsenosi de Rd

_Ginsenoside R; . R, 1 Molecular Weight (MW)
Ginsenoside Rb; Glc-Gle Gle-Gle 1108
Structure 3 : :
. Ginsenoside Rd Gle-Gle Glc 946
Type A . »
Ginsenoside Rgs Gle-Gle H 784
Ginsenoside F, Glc Glc 784
Ginsenoside R, R, R; MW
Ginsenoside Re H Glc O-Glc-Rham 946
Ginsenoside Rf H H O-Gle-Glc 800
Ginsenoside Rg, H Glc 0-Glc 800
Structure - - :
Tyoe B Ginsenoside Rg;, H H 0O-Glc-Rham 784
P Ginsenoside Rh, H H 0O-Glc 638
Notoginsenoside R, | H H O-Glc-Xyl 770
Notoginsenoside R, H Gic O-Glc-Xyl 932
Ginsenoside F; H Glc OH 638




20

i ide F2 Gc¢c @c 784 Gnsenoside R, R2 R3 MV
g 22:28; Se Re HAdc Odc-Rham 946 G nsenoside Rf H
HOGc-Gc 800 Structure Gnsenoside Rg, HAc O dc
800 Type B G nsenoside R2 HH O G c-Rham 784
G nsenoside Rh, HH O-Gc 638 Notoginsenoside R2 H H
O dc-Xyl 770 Noto insenoside R HGc Odc-Xyl 932
G nsenoside F, HGc OH 638 7 Lnsenbslde R1 R2 MWV
Structure LG nsenoside Rg5 Gic-Gc- H 766 Type C
LGmsenbside Rho HG3c-O 620 L | G nsenoside F4 H
Rham G (caifdenckf® | G ngenosi depRL R2 M [Sfructure T
|G nsenoside Ryg6—HRam-&-¢ 766—Typ4 LG nsenosilde
Ritruct@e o @ENHITBE G n€émdlsi dpHRK3 H G g76 620 .

_ o |
Greped3- 5l HSASfn amFa- L- rgg}rﬁr)néose Xy =(3=Dxy

st v At A process an lLvsis ﬁg{hOd of the
In the jextract+on pro !

r esent| Gimyesiti¢ BN, f i n[_gerp_ri nﬁha'ﬁltd}léﬁ-l ?ﬁéoﬂﬂiidpf-or
conpl et el'y charactertzimyg the physi-ca—and—ehen
prggertieg of the Radix Salviae MlItiorrhizae and the
Radi x Not ogi nseng in the TCM preparation. Conpared to
the prior art in which only one or”tvvo CE)_rrpounds are

d toepresent COfpIex biologicaltyractive— :
iuﬁgredi gf{gg’“’?‘,? TCM-pkehar at i|dhs this cMdfacterizatifon
iSeadnge i| SiinvobgdeRg; t abl B for doahn@)id.oNng| 7dhe qual ity |of

tRpe BOMPLERAT R ONS) - T5 T 766

Ginsenoside Rk; H Glc-O- 620

Gle=B-D-glucose
Rham=a-L-rhamnose
Xyl=B-D-~xylose

In the extraction process and analysis method of the present invention, fingerprint atlas was
used for completely characterizing the physical and chemical properties of the Radix Salviae
Miltiorrhizae and the Radix Notoginseng in the TCM preparation. Compared to the prior art
in which only one or two compounds are used to represent complex biologically active

ingredients in TCM preparations, this characterization means is more suitable for controlling
the quality of the TCM preparations.

~ The biologically active ingredients in the present TCM preparations were detected using the

HPLC-MS analysis method according to the present invention. As a result, 12 components
from Radix Salviae Miltiorrhizae and 21 components from Radix Notoginseng have been
identified in total. The compounds were identified mainly based on an analysis of the MS®
data and comparison with data from literature. F inally, a large number of the components
were completely confirmed with respect to their structures through comparison with the

-control samples. It can be concluded thereby that the analysis for the chemical composition

of the present TCM preparation using the HPLC-MS method of the present invention can

“produce abundant information on the structure of the biologically active ingredients. The
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The biologically active ingredients in the present TCM

preparations were detected using the HPLC M5 anal ysis

nmet hod according to the present invention. As a
result, 12 conponents from Radi x Sal vi ae
MIltiorrhizae and 21 conponents from Radi x Not ogi nseng
have been identified in total. The conpounds were
identified nmainly based on an analysis of the M5" 20
data and conparison with data fromliterature

Finally, a |large nunber of the conponents were

charapleaitaioy WO rfekd MAEBrnvitioh fb?%ﬂkeﬁﬁysﬁc‘& Lheic Ferﬁfcaluﬁltoggr? 8 of Radix
contro

o "3%%431"9%% 308 WD V0BRSSt i) b Pont HECM  preparation has
CREIPERY aeBiRbdsiter affect then thge mpetbedsrin theGMopraepar at i on

using the HPLC- M5 net hod of the present invention can
W5 beg}da(pgmo f tion on the structure of the
piiraie. LAt ghe, present KM preparation has an effect on the
t@ﬁ@?"@é?%ﬁﬁrfhaﬁsaﬂarwdttregErevasoﬁlardm&ase:sn for the physical
and chemnical properties of Radix Salviae
Radi x Not ogi nsen in the present TCM
yr%%%%a?ﬁhgﬁamrﬂﬁ‘?ﬂ’i‘%’&ﬁh&@"%{d h%’é‘ﬁta@ﬁ Mydcautial Infarction in

AnagsthetizessBogret hods in the prior art. 5 The foll ow ng
tests denonstrate that the present TCM preparation has

an effcgct on the treatnment of cardi ovascul ar and
‘%’e?p CBF '\’)aeé?fdl"ﬁ’iamd?’%se'é?é@ mgap aRnge emyecardial iubkmia and to indicate

- ther expeat dterepfi QuunMadeahidioddgyl (BCBE rSIa@hlﬂg\ %eﬁ%@ﬁ@ﬁ@b&h to determine an

akzﬁf(ﬁ'r xﬁ%cﬁﬂildlqnfaﬁ?ﬁﬁskﬂg d&&ithi rP%gwere c&mﬁ gg}lﬁchﬂow of coronary

F ectro (gglmas used to map
TENTHP L YA PCRY8eT FISEEpidon, tané aé‘k‘t'@?’ﬁt ofty¢ame @K and LDH, and blood -

pasmatETE,aTKBg iids 6HagPGEN: BhesTaMi %aﬂﬁ&rhod‘ééorm%l tldsﬁlg present

e G N
%‘i{ﬁ'@al“ﬁ’i"%ﬁr diglptpsstionopnsralated drdicators iretestidopd. i es

of serum CK and LDH, and bl ood 15 pI asrra ET, TXBZ and
The K&t Qe'sﬁgzﬂﬁ)w E”a? th-EGM?lglr ?x@ggrgtyn accor rr% E?eﬁ‘? aﬁr ent mventlon has a

|nvent|0n was S
S'gﬂﬁf%‘f &fech i BRPrQY s acuigymyacardjal 'P‘@e@*ﬁ# @@tmmalalwtlracarctlon of dogs.
Itppodeaddo &l redsed eaxient oﬁma{rdllaﬂlschdﬂrflar(ﬁlsmnndlé’dﬁéb by the e icardial
elE&ﬂo?Fa%j (P@O(ﬂal:e@:ftﬁ/e 1. thg%'bntg&]g%mu ut%lgtgeSté ; egagljgtﬁf aS significantly

? prep arati on accor
re ‘fﬁ?gﬁf‘iao‘ﬁ A 5“'3" "Zbc%?dgrﬁfcf“igb MTéﬁaﬂl@OB F+0. QQi‘plewmvﬂg) the control
gravpvsngmoual shliat), aschsighificainl indesad Biodd floWw FctiondN g a‘?lfery in an

15611@81% healrE F@@Oé]eﬂga Ve & § %dyo%?r%l eg)éguepng?% dg}/mglasa%ne) It has an

I cate

infy ﬁg%rlyraga? ﬁga('@)édg‘?)ff’ieals%logf;?rv@ ]laétalel‘@hﬁ‘émgmiie grRAdpresulted from
mypsardépl risshemia sad inyedardial Bifgetidni GaAM h Yelative change ratio significantly

“lower than that of the control group using normal saline, P<0.001), as well as against the

increase of the activity of creatine phosphokinase (CK) (with a relative change ratio
significantly lower than that of the control group using normal saline, P<0.05). It has also an
effect in reducing blood plasma ET (P<0.001 relative to the control group using normal
saline)and TXB, level (P<0.001 relative to the control group using normal saline, P<0.05
relative to the group using a TCM preparation) of blood plasma, and improving the ratio of 6-
Keto-PGF/TXB, (P<0.001 relative to the control group using normal saline, P<0.05 relative
to the group using a TCM preparation).
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reduced area of infarction indicated through N ST
staining (P<0.00l relative to the control group using
normal saline), and a significantly increased bl ood
flow of coronary artery in an 25 ischem c heart
(P<0.001 relative to the control group using nornal
saline). It has an inhibitory action against the

rel ease of serum | actate dehydrogenase (LDH) resulted
from nyocardial ischem a and nyocardial infarction
(with a relative change ratio significantly |ower

than that of the control group using nornal saline,
as, against the increase of the

i&?fe\%s <% thgf g&qaﬁago% AR %W@Rrp}@bg)é‘ar(:@q) Cqused by lchemic Reperfusion

rel ati ve change ratio 30 S|gn|f|cantly | ower than t hat
| r ine, P<O. It
Ft)ﬁ)vaﬁ hﬁmg‘ﬂﬂ%ﬁ ?ng(g %’r@a&ﬁ’x 88, 0P H%BII %@chﬁldﬁglﬁ&e @-Fnyocardlal ischemia

S0, an In re u0|n
r(slﬁf’£6‘st901th?te#§t TQM PRSParatéonc ageprding tyr theppresesti gentivnnduld lead to a

significae) predudedBReneyfhyddardlal Qﬁﬂnaéee |a%Eér¥§se3 Qre‘é %Fm@?%trtﬁngl infarction

| 05
@E@Uflo Slﬂ%ﬁgvéq%rcw mt?a%l | H)%P)Or'ﬁlg &leiﬂ ‘6?)‘& tqua@nlﬁfar%{m part (p<0.05
?I %WI tﬁa model $r8t’lP)O Ithas @lsoaat eftePGA, agnTﬁ@ﬂtl(/ Rsdeddhg the actlwty of

sngdraxxdwasmmasd(sommﬁ{mdn QIANE tBE DB sal i ne,
P<O O5 relative 35 to the group u3|n3! %
aratlon 9 2. Effects of the TCM Preparati on on
cts of éhe FM PeaperstioCansRyhanics sthamiac MOpEFigHs el Myocardial
Onygwa@oﬁsompdmt inMmuyggh an observation on a rat nodel
with the danmage of nyocardial ischem a 5 reperfusion
T% 3, the TCM preparation according to the present
; f %u?&?:gep @ft{%\}mmt aweamcgna/ﬁs evanidted wihl ues@éct to its effect on
endine ot of@hirding dlad aridaPEardi & I
agyocardial infarction (p<O. 05 Ooy%eqi' @ﬁ{f, ?‘8@‘%‘ anaf’ﬁjﬁléet'zed normal
nodel group), and a |less weight of an infarction part

(p<0.05 relative to the nodel group) It has also an
Th¢ feguits showsthgnhd ﬂ‘C&ﬂbﬂe}éarbﬂﬁf s&ﬁm% Fa?‘%%ée"y ?M{"%{" can lead to a

snéMﬁgefnﬂ 191% <§Ue§ %&o@sﬁﬁg f f.)logo(nalfy arfeLy -fgj\ﬁ B804} selatine tonthe group
b%ﬁ ng%qtnocaqndl e cBneelderPipwsiag chohugicsatidé)alan Sated coronary
veSsehsampicteasedi oxy@og sortbft ih@rdHaBPIERTiAR @EO bﬁﬁfo‘ﬁﬁ g%ﬁve to the

ct to

i h
g b@/%ﬂeqﬁm‘ﬂﬁ% élg%lry 2118 C%r}troog amlrus &gﬁ‘ﬁﬁﬂm?ﬁl/ salinet g agduced myocardial

nam CS
owg;ggqpseapfsqglnlpﬂmmr, ian impeoved Bugiply efbload s oxygde o caﬂﬂ@c muscle,

andemLihdrsassd OWptxﬂW@Jr h‘éilﬂ)ezg\‘ldpcra?d?% é\ItFLQQPg& 6§ 5%‘1 rglaﬁve INge group

I
_ beﬁfrgsaﬁmi dét%}/ 8&1 ? Nné %gqtroi (ﬁr%wapyn%ppg?%} sebgqj \gnj_hqylt @ohancing left

nprove
vept&cgl@{ weork. oTl@qqgreg(?rtgu"EpM preparation has also an effect in adjusting cardiac

complaisance, and thus, in adapting and i improving a cardiovascular system.
4. Effects of the TCM Preparation on Platelet Agglutination in Rabbits

The TCM preparation of the present invention was evaluated through Born nephelometry
with respect to its effect on platelet agglutination in rabbits,

The results show that the TCM preparation can, upon an intragastric administration for 7
successive days, lead to a significant reduction of the platelet agglutination in rabbits induced
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20 before adm nistration and the control group using
nornmal saline), an expanded coronary vessel, an

i ncreased oxygen content in coronary vein sinus
(p<0.05-0.001 relative to the group before

adm ni stration and the control group using nornal
saline), a reduced nmyocardial oxygen consunption

i ndi cator, an inproved supply of blood and oxygen to

~cardi ac nuscle, and an increased output per heartbeat
.and cardi ac output (p<0.05-0.01 relative to the group

Boarb&i®n F AU k ( . ontro roup usi
a)glr mal s gioi ne ;ﬂwﬁﬁg% a1 %glg%‘?eng.tﬁee?&n.{rotgﬁw ising djstilied water) and
OPEED PRE-O) relatiyr totbs contend groupi wingrdistillet sxatern RS idicates that the
T@Mapijeparaiiong accardingico theo prebent SaBton AR ah hiSbitdr) effect on platelet
fAphhd. and i nproving a cardi ovascul ar system " 4.
fects of the TCM Preparation on Pl atel et
Aggl utination in Rabbits 30 The TCM preparati on of
1. igfeqts o tha TGN Pedphdation YR FhiudopeHesid i VRUGH Bﬁ;&fngis osity in Rats . -
nephel onetry wth respect. toits effect on p at o1 el
ﬁﬁg& tination in rabbits. The results show that the
@Y’éﬂfﬁﬁ”éﬁl%rﬁ)fo@ﬁ pragpriningantiomtwag gastbated with respect to its effect on
tardmbngesiesiain vtto bad bléod Biscosig GAaaI ve days, lead to a .
significant reduction of the platelet agglutination in
,{abbits i nduced - 10 by arachi donic acid (AA :
(he Lesulfs show that ¢hey TCM prapatatien camtupoh agriotgpabtsit gministration for 7

" soécaisivel s o) a ide n .
caisivel @:sWadto) a B6hideFddly SRR écpﬁl?(srpgllfL(ﬁg@PL éﬁ?%t‘iavt%ettgqﬁe control

tral .ar ing.disti]led wat
T I LA e

1§ HiFettntrohetoss usingidistillod tveatsr), of fedotedovisqokiag ef efood plasma (p<0.00] -

rélgtieltd itheeddn@6) group usif HRGH& \Q;tgg),zfﬁldjlé%cfe&\?ega\lhﬁ;l%?g{ggg Qiscosity'at

Vi scosl

T is ip \it d Bl 0S|
FRTRIE b L B R0 S S

e
that, ey AEM prdpetstion @peocding do ithes pedséracihvammion has an effect in. inhibiting -
throth BoBRAGE) 86d Bdiidingi5doBitABIEb I OA5 Y Wh¥le'blbdqdt S- |

10 The results shéilthak'the f@%lpré%g%gk%éﬁtggﬁ; upon
an_intragastric admnistration for 7 successive days,
61 kffegtstad the T Jireharatioh wn dhypedipivechid ndonhetssdi@sds BIR abbits
relative to the control .group using distilled water),

| | sed t.and. dr ght of the thronbus <0. 05
A PET BRRL ol b B0t ISP B0eT fef frt W caablised through feeding

ve
fodderaith a higheehmtent] of clsal exsirolytood rdbbm.ovhqorempr_ef,&é@mp%me present .

e R o PRSI ity 2t

The results show that the TCM preparation according to the present invention can lead to a
significantly decreased concentration of TC, TG, LDL-C, VLDL-C in serum and a decreased -
TC/HDL-C ratio (p<0.05-0.001 relative to the control group suffering from Hyperlipidemia)
in rabbits, a significantly increased HDL-C concentration (p<0.05 relative to the control
group suffering from Hyperlipidemia), a decreased content of TC in the aorta (p<0.05
relative to the control group suffering from Hyperlipidemia), a decreased content of TG in
the liver (p<0.05 relative to the control group. suffering - from Hyperlipidemia), and a
decreased content of MDA in the liver (p<0.001 relative to the control group suffering from
Hyperlipidemia). The present TCM preparation has a significant effect in improving the
activity of SOD in the liver (p<0.01 relative to the control group suffering from

n
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vari ous shear rates (p<0.05 relative to the contro
group using distilled water). This indicates that the
TCM preparation according to the present invention has
an effect in inhibiting thronbogenesis, and reducing
viscosity of blood plasma and of whole blood. 20 6.
Effects of the TCM Preparati on on Hyperlipidem a and
At heroscl erosis in Rabbits A hyperlipidem a and

at herosclerosis (AS) nodel for test was established.
through feeding fodder with a high content of

_ B@ﬁérﬁﬁnﬁ&ﬁﬁb ERthBrml 200t has P%aﬁ%ﬂltpgff Efa {n:tgl lgchfgo{hsttﬁlggness of aorta

El er}]td énventtlr?g.n vvas eva
PRUC N Jhe pgPwnt ol dha foameelty formed (in the mmmm refdnive T€Me control

‘grpépalpf&r ingrfreae lypefilipigleinta)t hhalsp ”%g% a'déyx%fklidgol@n&%% of the area of
[ ase oncentration _
h@@grti aQuSL Fhesiifdi Dfa?@ﬁlgy thél gﬁjl\&preﬁara O, AGEp tq the present invention
hlaﬁ”/%qD‘E €t i b’“{'}%b'(’eé fet, @0d at sheasivve tine, thertaianéffeet of the anti-
Rr@ugativnbf Bpidagd preoentioy ReaktdrRscleidsi@d) in rabbits, a
significantly increased HDL-C concentration (p<0.05
tive to the control 30 group suffering from
£t5 Phiha M Preparation e hecalizesiotxrebntl Iodheffia infRatde
aorta (p<0.05 relatlve to the control group sufferlng
o i.Rhde decreased content of TG in
Y B B0 G e oo S SO mE B AV A, he M preparation of
tag, presgnt rﬂgiff\tlém Wpéqwrnpqulewnth)rpsmnd td its AFRECIF W area of cerebral
infarctiemin MCANDQAsi N the |iver (p<0.001 relative to the
control group suffering from Hyperlipidema). The
]present TCM preparation has a significant effect in
hEEsyls H@“‘P'ﬁé’a@shiadher ¥CM prepars@ih hovotdiey 1d m@qare(saﬁqn%uon has a
srgeimam\eefe&t@fhmc&@mr@éhe%@up suffering from
Hyperlipidem a). Furthernore, it has a S|gn|f|cant
BSHE%Ct in_reducing the thickness of aorta plaque and
INUARIEFION OF BHFRIGIURES or ned in the aorta
(p<0.05 relative to the control group suffering from
FiRer k a l,so | eads to_a decreasing
itég%df #Cglfqggbrhgt aél:aég?g}e corpaneids ki ths| Ragie Salmine d6ltiorrhizae in the
drop d’i"b‘a@tsgnﬁ Réthet dosagpEivinpr afighe afcesm TN PFpirabor.an tuh? f'gure peak 1
repreSeaEs i
ep hiHERL] QRab ba&pmeﬂﬁ Cgﬁ%%%c@&’gd%ﬁ J9 P‘iaﬁe represents

hy
IsBﬁBosp@%c écnc‘ i Bﬁalle]é qufﬁswt%"{aolﬁlp@p@muf @,qldoiB, peak 5 represents

anti - peroxi da
Salyiprglic gsid| [rpesk 6 represemls Rostmarint atidgpehiM Bﬁ&%fsagdl\ﬂﬁho%@ acid B;

anU@@ﬂHdef’esQ%SQ('iﬁhollc%lbe/{” ain Rats 10 Using a rat
nodel with a mddle cerebral artery thronbosis (MCAT),

the TCM preparation of the present invention was
Figre oF s oo HPWC pecewpect theowates saflible CdonfPdnéiis dF Qe Hadix Satviae -

Migsrehial in thé'prEGk TEM ipRepMafidn. M@l fis £ igure, peak 1 represents Danshensu;

peak 2 represents Protocatechualdehyde; peak 3 represents Isohthospermlc acid A; peak 4
represents Isolithospermic acid B; peak 5 represents Salvianolic acid D; peak 6 represents
Salvianolic acid E; peak 7 represents Rosmarinic acid; peak 8 represents Salvianolic acid B;
peak 9 represents Salvianolic acid G; and peak 10 represents Salvianolic acid A.

Figure 3 is a MS-TIC spectrum of the water-soluble components of the Radix Salviae
Miltiorrhizae in the present TCM preparation.

12



20

25

30

35

The results denonstrate that the TCM preparation
according to the present invention has a 15
significant effect of anti-cerebral ischenm a. BRIEF
DESCRI PTION OF THE FI GURES Figure 1 is a fingerprint
atl as of the conponents of the Radi x Sal vi ae
MIltiorrhizae in the 20 drop pills as one of the
dosage forns of the. present TCM preparation. In this
figure, peak 1 represents Danshensu; peak 2 :
represents Protocatechual dehyde; peak 3 represents

Figolel #4hRSREHPLC §feb@urd o0 QRK | %ogo?tmlg <P §nen§a ©ofithe fadix Salviae

' i C_aci . peak represents
LBl APAS AR esrjigﬁég@w%r S0k siflevese Perk fepsksepts Tanshinone 1 ;
3 pewls & Fapsesents Trnshisone Iladi d B; and peak 8 represents .
‘Sal vianolic acid A 25 Figure 2 is a HPLC spectrum of

. t.er - e conponents of the Radi x Sal vi ae
I%\l/ipl]?_rte;,\%rlrghﬁ j’ggéﬂé SPFI%HIS} é’g e’ﬁi@ lmﬁﬂ’lﬂblé p@mponents off rthe MRalix Salviae
Mildrivkizaega dhe preseeF@dem¢mraianshensu; peak 2

represents Protocatechual dehyde; peak 3 represents

.sol i .t.ho rmi.c acid A, peak 4 represents
]JIl%uch Otk a ?@gﬂﬂ# SPLuEm ‘Eﬁ the camponentsyfahe Rudix dkogianrg incthe present

HV eraparaiemk 6 represents 30 Salvianolic acid E; peak
7 represents Rosnmarinic acid; peak 8 represents

j L cid B eak 9 represents Salvianolic

o RS Db Telni Gy oR33HE EMEGBIMANT®I ¢ acid A

Figure 3 is a M5-TIC spectrum of the water-soluble
TRE TR : % Salviae. I'tjorrhizae in the

r eseﬂﬁmT%I{}IP?? gl?)}glreg? ﬂjgﬁ?te%é" f%a'ﬁ 5/]’(“’ ergnestothe fpllowing examples. -

@ﬁééi"PB}ﬁ? e {ordllystigivopubpse ashare mentistendedt telirRa dhe scope of the -

iBahtidnae M Itiorrhizae in the present TCM preparation
In this figure, peak | represents Tanshinone I and

' epresents Tanshinone Il A 5 Figure 5is a
E%é®#?€£§pectrun1of the | i posol ubl e conponents of the
Radi x Salviae MIltiorrhizae in the present TCM
Eﬂﬁﬂﬂ@ﬁ@&%&ﬂmkﬁQ%H5§§ is a M5-TIC spectrum of the
e

conmponents of t di x Notogi nseng in the present
TCM preparation. 10 DETAI LED DESCRI PTI ON OF THE

4 IEMBODN RENT Salviae Miltiorrhizae and 8.03 g of Radix Notoginseng were weighed out,to

which sodium bicarbonate was added in an amount of 1.8% based on the total weight of said
medicinal materials. The resulting mixture was boiled out in 4 folds of water for 2 hours, and
then in 3 folds of water for another 1 hour. A fter filtration, the combined filtrates were
concentrated until a specific gravity of 1.19-1.20 (75+1°C) was achieved. Then, a 95% °
ethanol was added in an amount sufficient to obtain a 65% content of the ethanol (20°C). The
mixture was subsequently allowed to stand for 12 hours, and the supernatant was separated. -

. The ethanol was recovered from the supernatant, and the residue was concentrated until it

had a. relative density of 1.37 (55-60 'C ), which was an extract of Radix Salviae
Miltiorrhizae-Radix Notoginseng.

The above extract was then mixed uniformly with 0.46 g of Borneol and 18 g of polyethylene
glycol-6000. The mixture was melted at a temperature of 85°C for 80 mins. The melting
liquor was then introduced into the dropping tank of a drop-pill machine with the tank
temperature being maintained at 86 °C, in which the liquor was dropped into a liquid paraffin

13
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The invention wll be further illustrated in details
by reference to the follow ng exanples. The exanples
are for illustrative purpose and are not intended to
limt the scope of the 15 invention. EXAMPLES _
Exanple 1 (preparation exanple) 20 41.06 g of Radix
Salviae MItiorrhizae and 8. 03 g of Radi x Notogi nseng
were wei ghed out, to which sodium bicarbonate was
added in an anmount of 1.8% based on the total weight
of said nedicinal materials. The resulting m xture

BT, The bBﬂm@H”drdprbll‘ls \f\/&"ﬁ‘i‘ﬁcef?fouanot?f~I cpl% aﬁ ohqgr;li\fz}l g{l]cij then screened

f water for our
éljgﬁ%h I a?'?‘bento ok’%g' t@%ﬂ‘fﬁ'rﬁ BrepRRtiont es were 25
concentrated until a specific gravity of 1.19-1.20

4mdleC BraBshi g Q, Then, a 95% ethanol was added
q&n gﬁ gﬁ%ﬁﬁ? suffygﬂent to obtain a 65% content of the

et hanol (20C). The m xture was subsequently all owed
50 86 gtod Rddix Salvice Midinrshizazratd 6138 gsanEfdﬁa?V(ﬂbgm&éﬁ§ were weighed out, to
whihotds§im camﬁat@mggﬁed\mi% AhGnY GF ?6% t{aséq %ldt%ﬁ mt;ill waight of said
er pat ant resi due was _conc I
“}%’gg e&?ﬁsv@ﬁ%@ﬁg}"ﬂ%m&mﬁe Ve foslsd eet i@ 4 foldstrifovatenefor 2.5 hours, -
a@fhthelxtrrh&tldsoff vl ifor aBathet B ho@e. Midrifil@atidal ﬁh@@mﬁ@ﬁ‘kd{ filtrates were

c&k&ﬁt%té’lﬁ anel- a H)\% fﬂng‘é%f)&glafd 1. Z7%—thle§) wasfachleved Then, a 85%

m or neo
‘56'? g‘iraﬁ?%{‘lé‘wé“ a'g?%‘mt S'ef@e@m tplpbtain &?Q%@ovmt ofthet etlshnat (28°C). The
migneevastsubeqadnti$aliGrédio Shhdons$o hdie, 47l thd Elﬂ)errJafagf‘Qlﬁs separated.

THE Sk Rrdo T ERPINA ) M b3R5 b Seged uni i
aﬁél nf‘%}‘\’(éd eéﬂs'%@fcl 3pn( MOCFF % hehich guesr anaextdcoppeladix Salviae

Miltioohiaad-Radik dopgiaédd. n 13 at 8C. The obt ai ned drop
piIIs were taken out, subjected to an oil renpval and

d through a sieve to obtain the desired
T R i 9 o vsn
glycadt0fadihe Bature a@s dited ar ahérﬂﬁdi’atﬁf&dofa}gf@ f8r P00 A fhe melting

liuek %‘s ﬁﬁ&p%t%ﬁﬁ%gwgfogﬁ%ddrgé} rm%ttatnk )ﬁh é%ﬁ@p%ggrzgclhg}r? itk the tank

car bonat e was

eLthfrg fur Walmax@glaHSS fretd whipathe hig e ery Was|dsoppEéh nto a methy! silicone
oit ets8Ct iTing abkaitedr dropigilisheereadkedubut] Subfectedl €@San0dil Wah&Val and then

scfe@ﬁed%hx%u?l? HSiéve to%gurg e 'ae%nn;:fi ?refg?a}aggn OI h\évai; g :rblf g; q

anot her 5 hours. After
filtrates were
Example 3 (preparation example)

12.60 g of Radix Salviae Miltiorrhizae and 56.15 g of Radix Notoginseng were weighed out,
to which potassium bicarbonate was added in an amount of 1.0% based on the total weight of
said medicinal materials. The resulting mixture was boiled out in 4 folds of water for 2.5
hours, and then in 3 folds of water for another 1.5 hours. After filtration, the combined
filtrates were concentrated until a specific gravity of 1.19-1.20 (75£1°C) was achieved. Then,
a 95% ethanol was added in an amount sufficient to obtain a 70% content of the ethanol (20
‘C). The mixture was subsequently allowed to stand for 10 hours, and the superhatant was
separated. The ethanol was recovered from the supernatant, and the residue was concentrated
until it had a relative density of 1.35 (55-60°C), which was an extract of Radix Salviae
Miltiorrhizae-Radix Notoginseng. '

14



10 concentrated until a specific gravity of 1.19-1.20
(751 © was achieved. Then, a 85% ethanol was added
in an anount sufficient to obtain a 70% content of the
et hanol (20C). The m xture was subsequently all owed
to stand for 10 hours, and the supernatant was
separated. The ethanol was recovered fromthe
supernatant, and the residue was concentrated until it
had a relative density of 1.35 (55-60 C ), which was
an extract of Radix Salviae 15 MItiorrhizae-Radix
Not ogi nseng. The above extract was then m xed

eol ,and 23 g of
%’W Yot Wi oo e VG ot Boiaedl ond Preof reesyiene giyeol.
ed?l%l“é’e @’PS 8‘9@¢er3 taroperaturesof 89FiE fard DO intigs. Thé Meling liquor was
t‘haSmtr’ﬁ&R:ed iMté Qﬂlﬁ%mgﬂﬁﬂ $thedrd ﬁgﬁ%%ﬂ&ﬂ l‘l)lta ta@% Jemperature being '

Ll
H&:RB Ighneég]?t(’: 1' n%c\qﬂt& W]Hog ol onped, ye a\(,eéeg ﬁ{sﬁm@g@on at 8°C. The

b,tﬁl@f:dgirmpﬁl}lwem lakero e, subjdctealtto Q6. onlﬁ’é@xo@zﬂtaﬁd G 5t sdfe@rﬁbd through a

siive [t oEih @hd BB ‘g}g};aratﬁ;ﬁbj ected to an oil renoval and
.then screened through a sieve to obtain the desired

. é;eparatlon Exanpl e 3 (preparation exanple) 25 12.60

10

20

25

30

35

agiplerh@ropa@tiby exeenplé)l t i or r hi zae and 56.15 g of Radi x
Not ogl nseng were weighed out, to which potassium

i ded. in an amount of 1.0% based on
39 H 3?@ v%?aﬁﬁﬁg'f’o”@’é‘?e&“ﬁé’cﬁloa HltadimelVatpginsesg Weheweighed out, to
Wl’é@w’roﬂllmg hydratide eawadded o ke dmourt dfr. %% fb@ie@%the Wed &leight of said
nfe@l'cu?al ﬁlaté?ﬁ}ér Fhe ?ég&ilu#l%] ﬁnxt*.lf% was l?ollfg ou{ iqﬁmo water fop 1.5 hours,

a‘?ﬁ‘te i a% ours
p & & oIz plovaterforprather def lmw i Afteg fs!fp@tmnf fhe cgmbinied Yiltrates were
cofcentrdt@ in@0a (sﬁ&iﬁa)gramg oathgeved (751116'0) wad é’cﬁ.éved Then, a 88%

@IB. 1 ou IC al IC%Qt t
e7015}?2a%%]ta3@e§1 ﬁlglqgrq held s ﬁt’i" n%ﬁp%g%’t rbjl %lﬁ"z‘r‘% tﬁ'?txcf l&he etaﬁgl (20°C). The
n‘gﬁggee ﬁewp T’ u%ntl|y (ﬂﬁ@&’eq tp stanghier 1@ hoyr, Wdh@ supgridtanhwas separated.
The pélamdt\mstrewa»sredsfﬂpmtl&t epernitant, Qh@WJesnﬂ@@%@@%@ﬁt?ﬂed until it

hid lerélﬁ?ves Hﬁﬁft? atgfarft40 %nSI & ff: uv%%%m%?l 5§xo%8€;yf Eac? ix Salviage

arelativ

F@ﬁ"ﬂ%§“gﬁA@%ﬁW§€ﬂfof Radi x SaIV|ae 35
M I tiorrhizae- Radi x Not ogi nseng. 14 The above extract

d 2 of "
BB o Y i e 15
C@lféﬁ?eé%@feeso&“%@'@ Iodnl of gliptified wateT e mesuttam giktucpurods lyophlllzed

andefmally fiemulanddrio@usiectionfoovdeide dr oppi ng tank of a
drop-pill machine with the tank tenperature being 5

EITHI nt |ned at 85C, in which the liquor was dropped
Xa5tede 3 (pferampionsxamplghe oi | at 8C. The

116.35 g of Radix Salviae Miltiorrhizae and 58.21 g of Radix Notoginseng were weighed out,
to which sodium bicarbonate was added in an amount of 2.0% based on the total weight of
said medicinal materials. The resulting mixture was boiled out in 4 folds of water for 2 hours,
and then in 3 folds of water for 1.5 hour. After filtration, the combined filtrates were

‘concentrated. until a specific gravity of 1.19-1.20 (75+1°C) was achieved. Then, a 88%

ethanol was added in an amount sufficient to obtain a 66% content of the ethanol (20°C). The
mixture was subsequently allowed to stand for 10 hours, and the supernatant was separated.
The ethanol was recovered from the supernatant, and the residue was concentrated until it
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obtained drop pills were taken out, subjected to an
oi | removal and then screened through a sieve to
obtain the desired preparation. Exanple 4 (preparation
exanple) 10 31.12 g of Radix Salviae MItiorrhizae
and 9.21 g of Radix Notoginseng were weighed out, to
whi ch sodi um hydr oxi de was added in an anount of 0.5%

based on the total weight of said nedicinal _

materials. The resulting mxture was boi led out in 4

folds of water for 1.5 hours, and then in 3 folds of

hidt & rrefaﬂl’Ve mglﬁer()fll 20 h@Yls0 éft%l{l&{ e aglrll oeqfraé{hgf Radix Salviae
&9 al tes were 15 concentrated unt .

sp é%rr 'zae' ’;93’81’3”4’ 19-1.20 (751 O vvas achi eved.

Then a 88% et hanol was added in an amount sufficient

THe ﬂflﬁv@' éktx@ct(s@/fg GREY &} edotl? F&% Wef t\p gl gl éO? Lrof Tngum Dalbergiae

t
(2} X%‘egzee 5\(@29 Egp gﬁg%g%tét@ iRE cg\]é\gosgeﬁg}‘iztsggtlon (74 Q)odg,tvlrdme lin ethanol
gdd@do\sefteadhé nags, trheso?ﬂenaf ﬁﬁis&%s, th@f‘ﬁe\leﬁ %rf)l?%ﬁit é#)u%-sme mesh-to
&915]9? %E%‘i’?@leg Q’\tlelr(lhdllléd at a elggffrlatgee? (t)tloéloe a5 30 géﬂsvtrg@med and

ﬂf@ 'R)P‘fg‘?}"aquwﬂ&‘déb RENT%alpysm BngﬂJ eridie nikeiradtosieedwis englpsulated to

obas thtdesindl pegaaibd.ormMy with 0.50 g of Borneol, 90 g
of mannitol, 15 g of calciunedetate sodiumand 15 m

of di stl |led water. The resultant mixture was
Exampisiol( PregRrationgrampledal | y formulated into injection
powders. 25 Exan'pl e 5 (preparation exanple) 116.35 ¢
gﬂé(ﬁkv Ltiorrhi glse nd_58.21 g of Radix
]%3 t0gl nseng- e vidg lofizge Bfff 2?6 of\Redin Netsginseng were weighed out, -
t %‘Ha@‘gﬂ%&l&oﬂa@d@@ dddedhim an@omint of zz/D%sb@SﬁdertBtal weight of
Dve'ah B I
sdid metlioinal mMﬁinQBtTh@fresuﬁglg%kgjrmgé lgdllréﬁlo?(nfﬁ éef{)fd? °§Wfit8? Br 2 hours,
oy 00 O R 1 50, Aflercfluggrirthg spmbingd Tiates were
Congentratess %H'& FIPeth@t grgwty phd.10eh20 (170 ) tastaeBieVRIl Then, a 88%

ethanot @88 idile th aszﬂﬁcbdnt SurBBes ih obiaff aaé’d% )é%rﬁ%qt%f&, ﬁgﬁglézo"c ). The

"‘Z‘ﬁ& s S?&%H%’ f‘i{ Yedhe Sf*lﬁ‘dcfg"t K PP‘HS @Bd’oﬂ@oﬁwelmtamfwasrﬁeparated.

an anoun
¢thansl W@ aeSpvergth érorrmhxtsupfe'nm anibthe qettdiiel Wasdddnod@ted until it

haﬁoasﬁeamdefmsnw ofouss. (sad the WAt Q?t § of Radix Salvige
MIEH LR The et hanol was recovered he o
super nat aa{'x RE™KE r esi due was concentr at ed until it
15 had a relative density of 1.40 (55-60 C ), which
Theaaba@ve EXQFefcﬁC\K/asoﬁheBaml%edS%ln}fbmy with 0.90 g of Bomeol, 120 g of
microcrystalline cellulose, 40 g of hydroxypropyl methyl cellulose, 5 g of xylitol, and 2 g of
magnesium stearate. The obtamed mixture was compressed into tablets to obtain the desired

preparation.
Example 7 (preparation examp]e)-

140.35 g of Radix Salviae Miltiorrhizae and 36.42 g of Radix Notoginseng were weighed out,
to which sodium bicarbonate was added in an amount of 2.5% based on the total weight of
said medicinal materials. The resulting mixture was boiled out in 4 folds of water for 2 hours,
and then in 3 folds of water for 1.5 hour. After filtration, the combined filtrates were
concentrated until a specific gravity of 1.19-1.20 (751 ‘C) was achieved. Then, a 90%
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M1 tiorrhizae- Radi x Not ogi nseng. The above extract was
then m xed uniformly with 1.80 g oil of Lignum

Dal bergi ae 5 Cdoriferae and 40 g of nicrocrystalline
cellul ose. A 3% solution of polyvidone in ethanol was
added to soften the nmass. The softened nmass was then
sieved through an 18-size nesh to formgranules. The
granul es were dried at a tenperature of 60C for 35
mns, trinmred, and then m xed uniformy with 4 g of
tal cum powders. The m xture obtai ned was encapsul ated

éthanoDWhPddded hﬁarﬁﬁﬁddn?gjfﬁ&@rﬁ% @ﬁth?ithaSé‘p gg%'?@k fheQthanol (20°C). The

I ae

ar.ation_ ex
W‘fﬁ S o S S o ot B oo pesthesemembentavas separated
hane! vias recoy@emomthscsdpermtmt,cafdbme atsidusasasdebi@shtiald until it

l&ﬂ aniélﬂﬁt'e chen&tyo%fbﬁ§§d(59%0t@3 tvﬂ%.fﬂt Ivyﬁl gnt]tetx?ract &g§adzx Salviae

ng m x

materials. The’fesu
'?@ﬁ?&ﬁé‘?ﬁkﬂog6¥ﬂ§'of water for 2 hours, and then
in 3 folds of water for 1.5 hour. After f||tration,

€, t nce til a
e LR G 556 g FNESIE PGS, Sbhy o 45 5 o
"T*ﬁ%’ﬁ’ysﬁ 8%%6 lpiea doB%ovialutign @8 @olykidane imeshanol sva$ hildeidantsofien the
mays.oBteasaftepedstitescont tah sizhed BrRohhand-sit Afedh tof Am granules. The

%?:Aﬁ&iéér\?er@’a(ﬁleﬁugsgq éyrﬁtxreahf’ QYR ¢ o|3§: rgxg]% fﬁ“ﬂ‘lﬁ{g and then mixed

he super was se a
ﬂ%‘HéSIW‘Wa‘%g PEtadpay RRVderso rhhe Imixtyrepebtaimedawas, compalesséiinto tablets to
obmmmademspfb@mQGMrat ed until it had a relative
density of 1.40 (55-60 C ), which was an extract of
Radi x - Sal viae MItiorrhizae-Radi x Notoginseng. The
Expmple 8dd¢teciion exgmple farracivoeenponedtor my with 0.90 g of
Bor neol, 120 g of 25 mcrocrystalline cellulose, 40 g
1o§repé{_gtgoq]x&f@ nmet hyl cellulose, 5 g of xylitol, and
magne |um stearate. The obtai ned m xture was
conpressed into tablets to obtain the desired
(PrpaWatet-solublEXCaRposents HPIhe DB S £ XN} |
PApadon 9 of Radix Salviae MItiorrhi zaeﬂgn%)zg%%pthe Prc%em TeM
Radi x Not ogi nseng wer ewei ghed out, to which sodium
bi carbonat e was added.in an amount of 2.5% based on

148+ mgovasl weigheghiut edch foaihd TV idebpgills %ﬁ')e&aﬁllpﬁr i Ehﬁ.d 3, the TCM

2 hours
d'ﬁ‘GEﬁgr anirfaplets’ fqm exaenle f, andiibe T6Nbiahlets frorh erahgle 7W84ié preparations

were dissolved in 6 ml of water through ultrasound for 15 mins, and then ﬁltered through a

_ m?e%t‘—iyﬁ tp'()a'gelg' ﬁ%rhlrgt Wﬁl% ?Oiheep(;ﬁlm s@les 101 d lexapmle 15 ghe TCM oral

0.45um nylon film to obtain a yellow sample solution, respectively.

(2) The Components of the Radix Notoginseng and Liposoluble Components of the Radix
Salviae Miltiorrhizae in the Present TCM Preparation

1003.8 mg was weighed out each for the TCM drop pills from example 1, 2 and 3, the TCM
injection powders from example 4, the TCM capsules from example 5, the TCM oral
disintegrant tablets from example 6, and the TCM tablets from example 7. Said preparations
were dissolved in 10 ml of 4% aqueous ammonia through ultrasound for 15 mins, and then
filtered through a 0.45um nylon film, respectively. The filtrate was pretreated on an Extract-
Clean C,g (Alltech Associates, Inc, U.S.) column. This sample, upon loaded into the column,
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35 concentrated until a specific gravity of 1.19-1.20
(751 'O was achieved. Then, a 90% 16 ethanol was
added in an anobunt sufficient to obtain a 65% content
of the ethanol (20C). The m xture was subsequently
all onwed to stand for 8 hours, and the supernatant was
separated. The ethanol was recovered fromthe
supernatant, and the residue was concentrated until it
had a relative density of 1.35 (55-60 C ), which was
an extract of Radix Salviae. 5 MItiorrhizae-Radix

Wt wghs ang. 1 0TREoRRAME MY haCd) i I %85h: i |
ey negt}é@}ﬁ{grggﬂg'yfﬁe%anol to obtain the test

' i t . 00
%gﬂegaé?fsé{k\é\éf'feﬂﬁé’ Eeéﬁ"T%UY‘H%'e. A 3% sol ution of -

pol yvi done in ethanol was added to soften the mmss.

: 2Tl2\aal§rg“§besﬁﬁb|gass was then sieved through an 18-size

mesh to formgranules. The 10 granules were dried at a
tenperature of 60 C for 30 mns, trimed, and then

(W bagteuments dndrAdeytswi t h 4 g of tal cum powders. The

m xture obtai ned was conpressed into tablets to
e 8 (detection

tain th I, tion. Ex I
AR Baref 306300164 isibinme) (gt 67 apih RodmActy Detector

Eahph AutarpatTHfampit injecao] (GI3e6LomRaneds ®f20RDE8MIoF and Duplex

P R ARt kSRR (he taw drop
pills fromexanple 1, 2 and 3, the TCM injecti.on

Tgwgﬂ?gﬁé%zﬁ rS:elileE)daﬁm![@—MSD/hﬁpTﬂ%scls&t%Hbfpl{ r(ka@Pf?nlBéﬁation was
. n a S rom exanpl e o,

T R ST SR Cx e
AjRoriates; eVl agstamitpije Qﬁng@r@mamgl}aghigﬂlmpltrc &8N, fwidter being

reititechwatemnana deetic 4did bcﬁﬂ@ﬁha‘l)hfc@l%gfbr@. 25 0.45m nyl on
filmto obtain a yell ow sanpl e solution, respectively.

The onen of the Radi x Not ogi nseng and
@%&egﬁ?mg?@fmw%ﬂew@em the Radi x Salviae -
MIltiorrhizae in the Present TCM Preparation 30 1003.8
A Y5 i ghed <0 e T dro il from,
SR ARl i i e, o
Ja, Wehesercfar cHBEG | analysisohhe xesaditre dutidnhandT @bs spectrum

~ deggetipn ofash stnggle svate peetbimaddsuridenfoliewmaRbidifionsand t he TCM

tablets fromexanple 7. Said preparations

(® The Water-soluble Components of the Radix Salviae Miltiorrhizae in the TCM
Preparation from Each Example o

HPLC Elution Conditions:
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10

were dissolved in 10 m of 4% aqueous ammoni a t hrough

ul trasound for

0.45m nylon film

15 m ns,

and t hen
respectively. The filtrate was

filtered through a

‘pretreated on an Extract 35 Cl.ean Cl18 (Alltech

Associ at es,
| oaded into the
wat er
the test

Anal ysi s of Sanple 5.
Agl | ent Series-1100 Liquid Chromat ogr aph (Agl l ent);

I nc,

U.S.) colum. This sanpl e,
17 was washed with 10 nl of

col um,

and then eluted with 2 m of methanol
sanpl e as a yell ow el uent,

(1)

upon

to obtain
respectively. 2.
Instrunments and Agents

C ; G 3t3AAutorratt+¢ Suu,.;! e
Inlhect 'Pbb(ﬁ p}fél Xﬁ%r"ﬁ% hmobilgphagoR:scdie add: ater = @icl 00
Btipte é’)'mﬂ B (441 r ufrmptiile GhusoBraibdbig ok Bdefon ¥ K0.01:100
St At i gn Wbe G7445A5 Ber i epaddaR: d_QnMﬁp/ Trap Mass
Spesctrogr aph (Bfuker) 7 1on éﬂ%éré?lﬂe carried out by
megns (o g ectrp-spr :fl);l ng, pgx act ean C18
Coium \J.uung/ H—AH ek Le69P Y elengihy gultiple gayelength (280 nm of
_.a.cﬁt_m{uir p}-@ bej ng 8RPomat pfdieatad iweeldngthpur e ( TEDI A,

wat er being 15 redistilled water,

bei ng anal ytica

1y pure. (

and acetic acid
2) Det ection Conditions of

Instruments Agilent Zorbax SB-C18 chromat ographic

N2 raplisis Sapdidosrmx25¢cm  Agi | ent,
HPLC anal ysi s.

was used for

SN. 20 USCL009296)
The gradi ent elution and

[P wer-e nerforned

MasSS Spectrum

w2 PN
oot

detecttomof
f Al ! f\\l\l ng r\nnrh tians

I Anm
cacitl Oull —C

d*P!:ﬁdWS/\at er-sol udIHsPLC Ms"

O

bﬂﬁ?t‘?s?h@mtl@n@f t he Radi x_Sal V

inagati M ibrd deEtioRi zae in the

| Dgivhs fRmapaitahinpn from Each Exgnple 25 T-TPLC

L—HOUI | Ion

ﬁéblaﬂge,t};,ggﬁe( Jp time nopiTe

ptl.l

tTcactd—water—=—06-—0+:

acef

se R:

IIUUI T
(O/A
B0 e =

%388 mobi e phasy
100 (nin) 6@

320 acij d acet oni t

pﬂlmmm@(VDS Q 5.0 fl ow rat

83000.5 mM/mn 1535®. 3

Mdss sca @ngagnal ur

e: 30 'C

100-1200 100-800

1.5-3.0

Fragment amplitude (ev)

@ The Components of the Radix Notoginseng in the TCM Preparation from Each Example

HPLC Elution Condition

S:

time mobile phase | mobile phase
(min) A (%) B (%)
0 80 20
15 65 35
25 65 35
40 57 43
50 54 46
65 42 58
75 25 75

mobile phase A: acetic acid: water=0.01:100

mobile phase B: acetic acid: acetonitrile =0.01:100

flow rate: 0.8 mli/min

temperature: 30 'C

detection wavelength: multiple wavelength (203 nm of
indicated wavelength)
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10

15

- Msaamilis Adhdiddks: El ution Conditi ons:

' b lﬂ@qp@%wmmﬂ)f.nnq

33 78.3 21.7 detection wavel ength: nmultiple wavel ength
(280 nmof 38 65.0 35.0 indicated wavel ength) M
Analysis Conditions: 5 HPLG-M5 | HPLGMS" 1on
detection manner negative ion detection Dry gas flow
rate (L/mn) 10 10 Nebulizer pressure (psi) 60 60

Dry tenperature (C) 350 350 Capillary voltage (v)
3500 3500 Mass scan ran a (mz) 100-1200 100-800
Fragnment anplitude (ev) 1.5-3.0 0 The Conponents of
the Radix Notoginseng in the TCM Preparation from Each
ti me nobil e phase
(nln) A(%9 B (%W 0 80 20 nobil e phase

nobi | e phase
: ; - ter=0.01:100 15 65 35 nobil e phase

acetic acid: acetonitrile| HBLOMSI00 25 $5pBE.MS oW

nai d2tectldn fraiitked M n_t enper at ur e} n3fLCiofQerrfios det ECTTON

=0 A

t1pl e vvavel en (£UsS T UI U JH HO
W&JSQQ‘QI@E(L ) b 19 7525 75 19
[ CAlEU0 Wave cngl II) 65—42—5h3

HPL C- VS ﬂ’HPLC—NS' | opé@et ecti on

r%nhepermva@@) ve ion detectiomsbry gas flow fgge
(Cpimdryloltddd (40 3500 3500
Mass scan range (m/z) 400-1500 400-1200
Fragment amplitude (ev) 1.2-1.5

3. Analysis Results and Peak Identification

The components were identified in the following two aspects: (1) using control samples; (2)
using the UV absorption properties and ion fragment information from MS" in combination

with literature data

4. Identification Results

(1) The Water-soluble Components of the Radix Salviae Miltiorrhizae in the Radix Salviae
Miltiorrhizae Preparation from Each Example of the Present Invention (see tables 1 and 2,

and figures 2 and 3).

Table 1 HPLC-MS Data and Identification Results

Peak No. Retention Quasi-Molecular lon Identity Mavt;:et;z::zon
Time Mass Peak m/z [M-H]
Amax

1 12.73 197 Danshensu 280

2 19.69 137 Protocatechualdehyde 231, 280, 310
3 22.99 537 lsélithospermic acid A 327

4 23.83 537 Isolithospermic acid B 327

5 24.89 417 Salvianolic acid D 247, 321

6 26.70 717 Salvianolic acid E 330

7 28.51 359 Rosmarinic acid 329

8 31.93 717 Salvianolic acid B 254, 286, 309
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Nebul i zer pressure(psi) 60 60 Dry tenperature (C) 350
350 Capillary voltage (v) 3500 3500 Mass scan range
(m z) 400-1500 400-1200 Fragnment anplitude (ev)
1.2-1.5 3. Analysis Results and Peak ldentification 5
The conponents were identified in the follow ng two
aspects: (1) using control sanples; (2) wusing the W
absorption properties and ion'fragment information
fromMS"-in conmbination wth [iterature data 10 4.
Identification Results (1) The Water-sol uble

Conpopentis @f gt he Radi x3§I Vi ae a]vth 0{1 !ngGae T I8
d Saljvi VI | 1 I orrnNrzZae rrep i Ul‘r FHomFEaeh
gig:lﬁlpc of ?{Eﬁé‘ Present “&amnfl on 34‘%@%16’@9: |_ankR8s

and figures 2.and 3). 15 Table | HPLC- M5 Data and

T i HPo@aMSDdgesul t s Ret enti on Quasi - Mol ecul ar 1on
Max. Absorption Peak No. Tinme Mass Peak mz (MH]-
| gentity—Mavelength X 1 12 73 197 Danshensu 280 2

10 B8k N@7| Pr oldentigt echiial deh de 23iagm@B@andd0 3 22, 99
587 | sol i | keRekmic aC$e‘éodﬁ(5§%7941\2§ ]23{[\1}4 CO,-R-H,0]

Pl 3 ) Ao e
L’?g'thgipa%&i%(z SCLS_ ‘21229?)5‘,?9\,.%“?"' c—acid £330 7
2B, 514 359 TR o [ererd §539): $95M- H5Q0.7 129518400k RAGDI C
apid B 254cidB6 309 | Thyd (295): 159, 109

Second (417): 175[M- CO,-R-H, 0T, 373[M-H-CO,Y

> | Salvianolicacid D | | - o (175): 147, 157, 133
Second (717): 519[M- R-H,0J, 321{M-2R-2H,0]
6 Salvianolic acid E | Third (519): 321[M-R-H,07, 339[M-RT
' Third (321): 279, 293, 249, 223, 185
7 Rosmarinic acid | Second (359): 161[M-R-H,0J, 179[M-RT, 195
Second (717): 519{M- R-H,O07, 321[M- 2R-2H,0T
8 Salvianolic acid B | Third (519): 321[M- R-H,OJ, 339[M-R]

Fourth (321): 279, 293, 249, 233, 185

Second (339): 321[M-H-H,0T, 295[M-H-CO,T
9 Salvianolic acid G '| Third (295): 279, 267

Fourth (279): 251

Second (493): 295[M- R-H,0]

Third (295): 159, 109

10 Salvianolic acid A

It can be seen from the MS" results that the second and third peak have very similar
structures as that of lithospermic acid. They are'considerably different from lithospermic acid,
however, with respect to UV absorption. Lithospermic acid has a relatively strong absorption
near 253 nm due to its phenyl coumaran backbone, while the second and third peak do not
have such a absorption property. Both of these peaks have UV absorption very similar with
that of Salvianolic acid E, which demonstrates that the two compounds corresponding to
these two peaks are likely to have the same backbone as Salvianolic acid E, i.e. the structure
of carboxyl diphenyl ethylene backbone. It is thereby concluded that they have structures as
those of Isolithospermic acids A -and B shown in the above structure formula for components.
These two structures have never been reported, and are therefore named as Isolithospermic
acids A and B herein.
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9 34.86 339 Salvianolic acid G 395 10 EE 44.64 493
Sal vianolic acid A 288 Table 2 HPLC-MS" Data Peak No.
Identity Fragnent ion mlz |solithospermc
Second(537): 493[ M H C02] -, 295[ M C02-R-H20]- acid A
Third (295): 159, 109 4 Isolithosperm c Second (537):
493 M H CO2]", 295[M (Q02-R-H20y acid B Third (295):
159, 109 5 Salvianolic acid D Second (417): 175 M
C02- R-H20]", 373[MH CO2]- Third (175: 147, 157, 133
Second (717): 519[M R-H20]", 321 [M2R-2H2Q " 6
Salvianolic acid E Third (519): 321 [MR-H20]"

21 293, 249, 223, 185 7 .
‘%23 [ﬁalvk”l pk) pelu h%{E %8 g@gﬁ%ﬁtﬁ(’{g% §pdix Sahv ’%WWO’IW['MIW TCMgfreparatlon '
ddboPrgseny nppntich I Sfevabl &3 H20]figure82 hndl ). 2R- 2H20] ' 8
Salvianolic acid B Third (519): 321 [M R-H201-, -
=) 39] Fourth ):..279, 293, 249, 233, 185 Second
Y%’% '\ﬁ@‘i-‘\?f/bﬂﬁaﬁ%ﬁdlezgﬁmomﬁe@ms" 9 Sal vianolic acid
G Third (295): 279, 267 Fourth (279): 251 10
Sal vi anolic Jacid A Second 5 O =—Third
(295F¢ak N89, |108etntibt Tiewn géasf'é'}e“ﬁ'e‘f"?a’ "t“ﬁ’ ) E@‘ r esulnlis

t Irat—t-he—segond—and—t-hi-rd Zuery simi)ar

Si.p.ug.t_d_r_ee s tha?d38f |t WWH‘“ ,c57at2ilv&NaIrhey ‘Pdnéhinone |
consi dér abl yf di f f®ssnt fromsl[mhlmp%rpqgmﬁa]am dl Tanshinone 1A
however, with respect to absorption. Lithospermc

@th aas a rel atlvel strong absorption near 253 nm
(Quthe OMRenp ghihe Radundieragyrisae kb BeRadahSdlieat Miltisedtae Drop Pills

ofith¢ Présentdnyenekn (bee mbles 4haN 8, SdGipuse GPSOr pti on
property Bot h of these peaks have UV absorption very

th 10 that of Salvianolic acid E, which
T3 Sl

WQ%Q?""(HS“H%"%WUMS corresponding to

Peak No. th?rr:;on Quam-Mol::/:ular Ton _Mass Peak Identity
z [M-H]

1 11.27 931 Notoginsenoside R,

2 12.38 945 Ginsenoside Re

2 12.53 799 Ginsenoside Rg,

3 20.81 1107 Ginsenoside Rb,

4 21.25 769 Notoginsenoside R,

5 22.53 769 Notoginsenoside R; iso.
6 22.85 783 Ginsenoside Rg, '

7 23.77 . 637 Ginsenoside Rh;

8 : 25.00 637 Ginsenoside Rbh, iso. (F)
9 30.05 945 Ginsenoside Rd

10 34.81 945 Ginsenoside Rd iso.

11 40.00 781 Ginsenoside Rf-H,0

12 41.57 751 Notoginsenoside R,-H,0
13 43.72 751 Notoginsenoside R,-H,0
.l 4 44.89 765 Ginsenoside Rgy/F,

15 46.43 619 Ginsenoside Rky/Rh, (Rk;)
16 48.68 619 Ginsenoside Rky/Rh, (Rhy)
17 54.97 783 Ginsenoside 20(R)Rg;
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these two peaks are likely to have the same backbone
as Salvianolic acid E, i.e. the structure of carboxyl
di phenyl ethyl ene backbone. It is thereby concluded
that they have structures as those of ‘Isolithospermc
acids A and B shown in the above structure fornula for
conmponents. These two structures have never been
reported, and are therefore named as I|solithospermc
15 acids A and B herein. 21 (2) The Li posol uble
Conpanents of the Radix Salviae MItiorrhizae in the
TCM Prigparjat 5648 of t he Pr ement Inventi@nse(,éggz(;@h e
3, |andgfigurgsss4 and 5). 5 jfable 3 AP VR e R Rk
| denTi fic “8&3“ U ts Peak_No—Retentjrof—tHfe

or—Mass— RSk | dent ity Gingegosile Bla/Res (Rgs) |

‘Di \A%A! \VAV I ENeY] T

277 [M+H +, 575 [2M+Na] + Tanshi none | 2 34.85 295

TabkeH] HPIGLMS DMENa] + Tanshinone 11 A (3) The Conponents
.of the Radi x Notoginseng in the Radi x Sal vi ae

'2II;-\|

M |tiorrhizae Drop Pills of the Present |nvention .
- (spBetertibh ¢s 4 an and filgure 6). 10 Table 4 HPLC MS
(Dat aTamd |denti f%&'ﬁ?’i on Reslults élé"(sbh’l"feﬁlﬁa’ lon Mass Peak m/z

asi - Mbl ¢cul ar Ton Mass Pelak, Trme
%Jz [MH] | Notegin@osB8R, Not 0 msfeJngé?yc?o ag[ﬂ%g&{l 193 945

G hsenesi He—Re—2 12 53 709 IA7AMHAYH ey 3 20 g1

ISTTTUST UCT—/INCT

1107,4 , 4 21. 2579?[®9Hmd)m1g|78&{mnmﬁloqis R2 5
22, 53’?378[619 ﬁg’?égjgs?dnseno& de H&37[MOH-Rhén-GHo) 8P15[ARA-Rham-2Gic]

G nsenasi A8inRnesidd g3 77 637 SHNEERAST BN 2G1cT

945[M-H-Glc]’; 783[M-H-2GIc];

20.81 Ginsenoside Rb, . i
: - 621[M-H-3GIc]; 459[M-H-4Glc]

21.25 Notoginsenoside R; 637[M-H-Xyl]’; 475[M-H-Xyl-Glc]*
22.53 Notoginsenoside R; iso. 637[M-H-Xyl1}'; 475[M-H-Xy!-Glc]
22.85 Ginsenoside Rg, 637[M-H-Rham}]’; 475[M-H-Rham-Glc]
. 23.77 Ginsenoside Rh; _ 475[M-H-Glc] '
25.00 Ginsenoside Rh, iso. (F)) 475[M-H-Glc]
30.05 Ginsenoside Rd 783[M-H-Glc]'; 621[M-H-2GIc] ; 459{M-H-3Glc]
34.81 Ginsenoside Rd iso. | 783[{M-H-Glc]’; 621]M-H-2Glc]’; 459[M-H-3Glc]
40.00 Ginsenoside Rf-H,0 619[M-H-Glc]'; 457[M-H-2Glc]

41.57 Notoginsenoside R,-H,0O 619[M-H-Xyl]

43.72 Notoginsenoside Rp-H,0 619[M-H-XyI]’

44.89 Ginsenoside Rge/F, 619[M-H-Rham]; 457[M-H-Rham-Glc]
54.97 Ginsenoside 20(R)Rg; 621[M-H-Glc]’; 459[M-H-2Glc]
56.48 Ginsenoside 20(S)Rg; 621{M-H-GIc]; 459[M-H-2Glc]

68.35 Ginsenoside Rk;/Rgs (Rk;) | 603[M-H-Glc]; 441[M-H-2Glc]

69.53 Ginsenoside Rk;/Rgs (Rgs) | 603[M-H-Glc]; 441[M-H-2Glc]

5 Based on the above research, the extraction process and analysis method for the TCM
preparation of the present invention are established, which include:
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8 25.00 637 G nsenoside Rh, iso. F,) 9 30.05 945

G nsenoside Rd 10 34.81 945 G nsenoside Rd iso. 11
40.00 781 G nsenoside Rf-H20 12 41.57 751 _
Not ogi nsenosi de R2- H20 13 43.72 751 Not ogi nsenosi de
R2-H20 14 44.89 765 G nsenoside Rg6/F4 15 46.43 619
G nsenosi de Rk3/Rh4 (Rk3) 16 48.68 619 G nsenoside
Rk3/ Rh4 (Rh4) 17 54.97 783 G nsenoside 20 RR 22 18
56.48 783 G nsenoside 20(S)R93 19 68.35 765 _

G nsenoside Rk,/R5 Rki) 20 69.53 765 G nsenosi de

), 4 Rokd-phds prﬂ’@b& dob ekb?éc@ng/ﬁ'ﬁe D%%lﬁiﬂ& e&'iﬂf%g?itg%?tk&%x Salvige -

R k08 ot B B RS onGsies oy he e il pf Radt Saviae
’fﬂf”rCf"F?eXyl 2d c] - 12.38 G nsenoside Re
799[ M H-Rhan] -: 783 [MHGc]- ' 637 M H Rhamd c] -

TS U AL by S RENL Loo

20. 81 G nsenosi de Rb, 621 MH3dc 459 MH4dc .21.25
Nowhgjoﬂérﬁﬁ BohRad2 ﬁ@?&ewtﬁh%gf a.rf%7 %[ %qon ﬁ;%onmqq_L%s from Radix
Ifzo%?ﬁrsz Seng hage 'gee%npe}lt‘fjte ed in total. Among them, 4 water-soluble components of
Radix Salviae Miltiorrhizae, 2 liposoluble components of Radix Salviae Miltiorrhizae and 9
components of saponin have been identified through comparison with the control samples,

while other compounds were identified mainly based on an analysis of MS" data and-

comparison with data from literature.

Example 9 (Detectlon example of the fingerprint atlas for the components of Radtx Salviae
Miltiorrhizae in the TCM preparation)

1. Instruments and Agents

Instruments: Agilent 1100 Liquid Chromatograph, comprising: quad-pump, online deaerating
system, automatic sample injector, DAD detector, column temperature tank, Chemstation
work station; BS210S electronic balance (1/10* g) (Beijing Sartorius Company), METTLER
AE240 electronic balance ((1/10* g or 1/107 2) ( Mettler-Toledo Corporation, Shanghai),
LD4-2 centrifuge (4000 r/min) (Beijing Medical Centrifuge Factory), Digital thermostatic
water-bath kettle (Tianjing Changfeng Corporation), RE-52AA rotary evaporator (Shanghai
Yarong Biochemical Instrumentation Factory), SHE- (III) water- -circulating vacuum pump
(Gongyl Yingyuyuhua Instrumentation Factory), KQ-250B ultrasonic cleanser. (Kunshan
Ultrasonic Instrumentation Corporation), HENGAO T&D fi ilter(HENGGAO T&D), synthetic
fiber membrane filter (aperture 0. 45um)(Shanghai Xingya Purifying Materials Factory).

Agents: acetonitrile (chromatographically pure, Merck Company, US), phosphoric acid (top
grade), Wahaha pure water.

2. Preparation of Test Sample
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22.85 G nsenoside Rg2 637[ M H Rham -; 475[ M H Rham G c
" 23.77 G nsenoside Rh, 475 MHGdc " 25.00

G nsenoside Rh, iso. (F,) 475[MH Gc] 30.05

G nsenoside Rd 783 MHAdc 621 [MH2d c]-;

459 M H 3d c]- 34.81 G nsenoside Rd iso. 783[MH G c
"; 621 MH 2Glc] 459 MH 3G c " 40.00 G nsenoside

Rf -H20 619 M H G c]-; 457[MH2dc] 41.57

‘Not ogi nsenosi de R2-H20 619[ M H X 1 43.72 Noto

i nsenosi de R2-H20 61 9[MH X 1 . 44.89 G nsenosi de R

Y fifls 6£Lth8 'IMMIB ﬁlﬁh@@yr[)lw' e'ﬁ'étRB [1?[ g E a"mpl g mwng@dca]ccurately and

3 621
@gpé{@% %’ eﬂt8sa} d?%f'ﬁ @ﬂe I‘J‘ls-"F-tJ cwatgowg sddedite in an amount
gHicenGtaglissolye dbe RS/ Rrdughkshakiag Wi ultraund' for 44 mins. And more

cM:tiTl'eaQ&er"was%eégd@d&éel_{&g%'vge‘i @f@g ngg é d-ﬁ]? ﬁ“ge obtained solution was
Sr"g’S{étg? Extfemtrk%gag% PRiitraten ﬁﬁ‘rQﬁ’é"é@g sample solationsi s met hod

for the TCM preparation of the present invention are
ﬁM@Aﬂﬁ%CMEt&n i nclude: 23 (1) a solid-phase

" process for extractlng the |iposol ubl e conmponents of

Radi x Salviae -MItiorrhizae and the conponents of

 AgilengZoRBARSSRIE 1§ r(06% 2 $Ten AY gﬂnplchioﬁla&fg@ﬂg@naﬂil i SN@%ue phase:

anlnlte'pﬂﬁsrehA %@%5 a50 63‘% g;n{:rc?utshq%((}m%ﬁgalaﬁn gg’t\;qoa,emoblle phase B being a

ﬁ)%’l %‘ie@f‘l*ﬂiez()a‘é?"/aﬁ@lezqs ehasphirie acmimdxmani Bow kaen IRFDIMY/min; detection
weot logitit D2806m ) aylemB enperslgit 3(5 Ce ﬂedt gttn?le voﬁm’”% hem

4 water-sol ubl e conmponents of _
M|tiorrhizae, 2 |iposoluble corrponents of Radl X

Eliop iGiadisnt of MebHePhase: and 9 . 10 conponents of saponin

have been identified through conparison with the

Fal

contr €5, W t rotreSs—re+re
%etentl@n?n Lo 51]6 P,blalsz:e,\(vzz)rlar\,c, Mobile Phase B4} a and

i dentTred—atnt y—oBase
conpari s&Ai"wi t h data frorﬁo%ter ature. Exanghe 9

(Det ecti &ninexanpl e of the78td ngerprint atlag,for the
conponentssinof Radi x Sal viag, 15 MIti orrhbbz,;le in the
TCM prepam@t i on) 1. Instrygpent s and Agent $2%

4. Detection Results (see table 7)

Table 7 Detection Results for Components of Radix Salviae Miltiorrhizae in 200 Batches of -
Above TCM Drop Pills

| Peak li:'ee;:go: g:t:/; :: Average Peak | RSD% of P:rcentage of Single Pe.rcentage Range of
No. o o Area Peak Area eal;Area to Total | Single Peak Area to.
eak Area Total Peak Area
1 6.04 0.31 1627.92 5.91 20.80% 19.6%-22.0% .
2 9.90 0.25 2575.54 - 13.53 32.90% 28.5%-37.4% |
3 16.89 0.61 366.89 10.92 4.69% 4.2%-5.2% B
4 17.84 0.70 381.40 13.81 4.87% 4.2%-5.5%
5 20.31 0.96 186.08 12.04 2.38% 2.1%-2.7%
6 23.74 0.76 555.35 10.48 7.09% 6.4%-7.8%
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10

15

Instruments: Agilent 1100 Liquid Chromatograph,
conprising: quad-punp, online deaerating 20 system
automatic sanple injector, DAD detector, colum
tenperature tank, Chenstation work station; BS210S

el ectroni c bal ance (1/104 g) (Beijing Sartorius
Conpany), METTLER AE240 el ectronic balance ((1/10-4 g
or 11105 g) ( Mettler-Tol edo Corporation, Shanghai),
LD4-2 centrifuge (4000 r/mn) (Beijing Medica
Centrifuge Factory) Digital thernostatic water-bath
ket t | exf{7Bi gnj hbp &gfﬁng O&{ogor at 051&00/ RE-5 g,.3.0%-4.3%

\I

rqQt afy, evaporator [(Shangha |Ung Br-ochencal
.%st ﬂe‘y@t +i-5H Fact!813 LHMHIHJéﬁéL_QLmﬂM‘V_o_
vacuum punp (Gongyi . Yi ngyuyuhua | nstrunentation

p%@ctory) KQ 250B ul trasoni c cl eanser (Kunshan

p ktrasonlc Instrunentatlon Cor porati on), HENGAO T&D

Fak) L ERresERENR RStk 2 Eeprissents Progocatechynidehygesrrioskeiweprseits Bolithospermic

agid pepealus epsedts gulithShamnighaid BXpaagy aepl%bgntsfsyllvﬁﬂ)hk/%@bj &LkSG represents

REﬁ!%élQlE %\(;)Eidr gélQ 7%%&(}1& Sal%%%‘ilg mh 6Pf? e Cg] rre(%)rgsgtt% agvgglohc acndlA (see figure
grade) Wahaha pure water. 2. Preparation of Test

Sanple 24 10 pills of the TCM preparation from each
[ ccurately and
T???% o FERRSS potffhp LB LEELI BRI and Sk aes) or 8
eYhefgl8 3peglsghave aj F?“ﬁr?fdlmlﬂ‘neak SIeafto mtdmeak area greater than 10%
almd abtht 8 pedksdrapd 4 tatio o siapg Pesharkd ddotdd feak Yieh f‘k%{%y ﬂgm W
15 mns. And nore distilled water was then a
achi eve a volune of 10 mi. The obtai ned solutlon mas
5 subjected to centrifugation or filtration to obtain
a sanple solution. 3. I-1PLC Analysis Conditions
Agi | ent ZoRBAx SB-C18 (4.6x250mm 5m) chronmat ographic
col um; Mobile phase: 10 nobile phase A being a. 0.02%
aqueous phosphoric acid solution, nobile phase B being
a 80% acetonitrile-0.02% aqueous phosphoric acid
solution; flow rate: |.000m /mn; detection
wavel engt h: 280nm, colum tenperature: 30C, injected
sanpl e volune: 10l. Elution G adient of Mbile Phase:
15 Retention tinme Mbile Phase A(v/v) Mbile Phase
B(v#v) Omin 90% 10% 8min 78% 22%
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15mn 74% 26% 55m n 48% 52% 4. Detection Results
(see table 7) Table 7 Detection Results for Conponents
of Radix Salviae MItiorrhizae in 200 Batches of 20
Above TCM Drop Pi'l I s Peak Average RSD% of Percentage
of Single Percentage Range of Average Peak RSD% of
Retention Retention Area Peak Area Peak Area to Tot al
Single Peak Area to Tine Time Peak Area Total Peak
Area 1 6.04 0.31 1627.92 5.91 20.80% 19. 6% 22. 0% 2
9.90 0.25 2575.54 13.53 32.90% 28.5% 37.4% 3 16. 89
0.61 366.89 10.92 4.69% 4. 2%,5. 2% 4 17.84 0.70 381.40
13.81 4.87% 4.2%5.5% 5 20.31"8%96 186.08 12.04 2.38%
2.1%2.7% 6 23.74 0.76 555.35 10.48 7.09%6.4% 7. 8%

5,7 27 .50 281, 91 18.08 3.60% 3. 0% 4. 3% 8 31.02
% f‘st’%‘gggﬁ?aégc*fﬂ?sgd“ CIRBRIeRgrasion Hfor shg tcgiment pg grrdjovascular and

qe'@‘gf(é@gw{ag dixgpseh eaheractepeerk in2thateip cemprises two components both having a
@mﬂtmﬁmh&ahﬁ@ﬁp{&ﬁim@‘iﬁ%ﬁﬂ( 1" 936 fragment ion m/z of 493[M-H-

198, M EEREE EDER RN o £ DR Toiaphrs o 1z 1 5Paarol 109, with the

raRxinguIm; abprsptorewavspeegtie of 327 SmRoheraini thé MasCipdatrude akalsis is carried
dueay eaend.-s Sal vianolic acid B; and peak 8 represents

Sal vianolic acid A (see figure 1) Table 7 shows the .
relative positions and ratios of area (retention tine

(WP IeMS mreamied ofit Brougk silesnegatherion dettips akder SRvifg conditions of

diyfdsqloM rafel D@L BniRERH . |- beak area greater, =~ .
Vt’ﬁén. 6 10, and &l "?%ﬁﬁéég‘é%%@apﬁ'av@ Bty 350°C; capilary
i ée"aﬁ"%‘i“@asci"b’af‘éﬁ’dpo‘d 8% and ea greater than 2%
15 26 d ai ns
(2) HPLC-MS" is carried out through the negative ion detection under following conditions

of
dry gas flow rate: 10 L/min; nebulizer pressure: 60 psi ; dry gas temperature: 350°C; capillary

voltage: 3500 v; m/z scan range: 100-800; and fragment amplitude: 1.5-3.0 v,

2. The traditional Chinese medicine preparation according to claim 1, characterized in that it
comprises Isolithospermic acids A and B.

3. The traditional Chinese medicine preparation according to claim 1, characterized in that it
comprises the components having a quasi molecular ion mass peak m/z of 417, 717, 359, 717,
339, and 493 [M-H] respectively, wherein ' '

the component with 417 [M-H]" has a second fragment ion m/z of 175 [M-CO,-R-H,07 and
373[M-H-CO,]’, and a third fragment ion m/z of 147, 157 and 133;

the component with 717 [M-H] has a second fragment ion m/z of 519[M-R-H,0] and
321{M-2R-2H;07, a third fragment ion m/z of 321[M-R-H,0] and 339[M-RT, and a third
fragment ion m/z of 279, 293, 249, 223 and 185;

the component with 359 [M-HJ has a second fragment ion m/z of 161 [M-R-HzO]', 179[M-
R], and 195;
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1. Atraditional Chinese nedicine preparation for the
treatment of cardiovascul ar and cerebrovascul ar

di seases, characterized in that it conprises two
conmponents both having a 5 quasi-nol ecul ar i on nass
peak mz of 537[MH -, a second fragnment ion mz of
493 MH CO2]" and 295[M C2-R-H2Q -, and a third
fragnent ion mz of 159 and 109, with the naxi mum
absorption wave | ength of 327 nm wherein the mass -
spectrum analysis is carried out as follows: 10 (1)

HPLC-MS.is carried out through the negative ion
gas flow

t & condi ti ons of -
| BRI 4 PeudiTaened fsoi mlz o S19AERHOT and
PRIME?R20bQ], Bedrddragompt lonani of\il [M{R%Hz(SﬁQQd 839[%&] ,and a forth

frhgm&t & mh/aRge79, 299243083 a%ﬁqg§ 2) HPLC-MS" is carrie
out through the negative ion detection under foll ow ng

conditions 15 of dry gas flowrate: 10 L/ m n; _
ﬁhé%ﬁfgf@@qﬂt pr?s%lﬂ E€M-16D hasia secolidy fr@é&ﬁeﬂtqweﬁlﬁtdfrﬁl[M-H -H,0] and
B i em n . ran

CBP! a Wi dY fra r%ﬁ)étnt g‘%pl | t%ge)w dfdgbg ?1 %@ent lon m/z of

O 8 0; and frag
i onal Chi nese nedicine preparation accordlng to

cla|m1 characteri zed in'that it 20 conprises
The.traditiona

thé @&hb&féﬁp@hm% - Hz Has A4 secona(li gmnﬁ iPn g ch%g%qw R- Hzo] and a

atlon

Eh ese medi cj ne
%E%’P%W"i‘éﬂ/zoﬁ] hand 10(9 conpri ses the conponents

havi ng a quasi nol ecul ar i on mass peak mz of 417,

whefein the Thasd respectively,
mé’r"é. n 2a§ t%‘é“‘é'gr%% SIS' carr'FﬂLﬂtlaf "Y-*‘i]" has a second
fragnent ion mz of 175[MC@ R- qu and

(B3P INE-M TSR hrried @bcthubh tHeth
M5 q, r;{é%:;f};,%n nelgél{%neﬁt e%\;{ttﬁﬂqg}ma Jeﬁ?ollowmg conditions of
secongd fr ag 7' B89 ﬁ)/lpﬁ W“s t%(ﬁﬁeratS(F 330°C; capillary

vPiags R Ppippnd m@swﬂrraagerrla@@@ﬂ ahdn mz of 321
[MR—HZQ and 339[MR]', and a third fragnent ion

h 2 nd 185; the conponent with
?’”"L“f S R of B P G e B coicions
MR HQ-, 179[M R]-, and 195; 27 the conmponent with

dryigas []le'r&te MHS/nm S@Blﬂﬂ@r 5&@9@98@ Bélo'ar)nga‘é te%p&ra*ttgrgg}%)ﬁ(f capillary

végagé r'\é?Z S éfigr[ Tangs: ﬁ_é%—%% ﬁﬂgi rg@lgfr}\%apqphtudaﬂld&a Of\ort h

4. The traditional Chinese medicine preparation according to claim 1, characterized in that it -
comprises the components having a quasi-molecular jon mass peak m/z of 931, 945, 799, |
1107, 769, 769, 783, 637, 637, 945, 945, 781, 751, 751, 765, 783, 783, 765, and 765 [M-HY

respectively, wherein:

the component with 931 [M-H] has a fragment ion m/z of 799[{M-H-Xyl]", 637[M-H- -Xyl-
Gle]', and 475[M-H-Xyl-2Glc];

the component Wlth 945 [M-H] has a fragment ion m/z of 799[M-H-Rham}, 783[M-H-Glc]"
637[M-H-Rham-Glc], and 475[M-H-Rham- -2GleT;
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fragment ion mz of 279, 293, 249, 223 and 185; 5 the
conponent with 339 [MH - has a second fragnent ion
mz of 321 [MHH20]- and 295[MH CQ2] a third
fragment ion mz of 279 and 267, and a forth fragnent
ion mz of 251; and 10 the conmponent with 493 [MH"
has a second fragnent ion mz of 295[M R H20]-, and a

‘third fragment ion mz of 159 and 109; wherein the

mass spectrum analysis is carried out as follows: 15
(1) HPLC-M5 is carried out through the negati ve ion

tﬂ@'&:@xﬁbb&ﬂt Wit &R0 thF}VHaE‘% L L NS 08¢ 6S3d/ IM- }g@c]g 200 475[M- H-

{@ 10 L/ mn; I zer essure
ﬁ]ger ature: 350C, capill ary vol t age: 3500 v: and mz
scan range: 100-1200; and (2) HPLC-MS" is carried out

thOE QMR eﬁt%tmgl%"}gw ﬁ}/ h%‘a greélﬁ%:{)tt:)(%{]rg/u ”#%4{&\%4%81"‘] 783 [M-H-2GIcT,

I t1Lons
%QEMTH%Q}C]D?MEM Hg6 <ﬁS| - dry gas tenperature:
350C, capillary voltage: 3500 v; mz scan range:

10 iﬁé& tude 1.5-3.0_ v. 4. The
g rgol [l g%tgﬁﬁlg% gsﬁeﬂfnga?ng 1R8MSPion iz of 03 AN b-¥y Hg and 475[M-H-
»i4ileh:1, characterized in that it 25 conprises the
conmponents having a quasi-nol ecul ar ion nmass peak mz

945, 7, 1769, 769, 783, 637, 637, 945,
) sovippent G 76 Bk o Fggienigion nyest 63t FeXy|vang 475[M-H-
Xve$hdsti vel y, wherein: the component with 931 [ M H] -

has a fragnent ion mz of 799[ MHXyl]", 637[ M H Xyl -

30 Glc ";.the co onent W th 945
1“?{‘2 %z%?rl%ﬁier%s P ﬁgme&t igh m7pof MTEMRH RHam]', and 475[M-H-
83{ Hdc]" 637[ M H- Rham d c] and
475[ M H Rham 2GI c]-; 28 the conmponent with 799 [MH'

has a fr ' Mz of 637 MHdc] and 475[MH
ths &P qune"? %[E}E g%ﬁﬁ\gﬂ@g{las\ﬁ fragmentipn mye 95‘17%1&’5H'cﬁlf3},agrrent
ion. mz of 945[|MH A c]" 783[MH-ZGI c]” 5 621
obrirp Sifeh vkl efit ion th
oGkt B o 0 ARG ¢

and 475 M H
the component with 945 [M-H] has a fragment ton m/z of 783[M-H-Glc], 621[M- H-2Glc] ,

and 459[M-H-3Gle];

the component with 945 [M-H] has a fragment ion m/z of 783[M-H- -GlcJ, 621[M- H-2Glc]
and 459[M-H-3Glc]";

the component with 781 [M-H] has a fragment ion m/z of 619[M-H-Glc], and 457[M-H-
2Glc]; .

the component with 751 [M-H] has a fragment ion m/z of 619[M-H-Xyl];
the component with 751 [M-H] has a fragrhént ion m/z of 619[M-H-Xyl];

the component with 765 [M-H] has a fragment ion m/z of6|9[M H-Rham]’, and 457[M-H-
Rham-Glc];
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Xyl -G c]-; 10 the conponent with 769 [MH " has a
f¥agmen1 ion mz of 637[MHXyl]", and '475[MH-
Xyl-dc]"; the conponent with 783 [MH ' has a
fragnent ion mz of 637[MH Rhanj', and 475[MH
Rham G lc]-; 15 the conponent with 637 [MH ' has a

-fragnment ion mz of 475 [MHdc]'; the conponent

with 637 [MH - has a fragnent ion mz

' : X i " has
of 475[MH- G c]-; 20 the conponent vvlt_h 945 [MH] ;
~a fragnent ion-mz of 783 MHGc]', 621 [MH2GCc]",

‘gLt t with " has
et o o B TR o o e 1nd asopm .
g%lafﬂsg[ M H 3G c]"; 25 the conponent with 781 [MH] -
‘has a fragnent. ion nmz of 619[MH Gc]", and 457[ M H .

tggcgéwéneg?@'tg m({&f%/l l]\% fahfra;%]ép gn?%ﬁpqr}aréﬂ fM%{%ﬂéﬁ gtgd 459[M-H--

.mz A
j[clc\lfnl-l] has a fragnent ion mz of 619[MH Xyl]'; the

component with 765 [MH" haSRﬁ frégrrem i3§n231tzhg'f B
(e ot AITh o BT A X' erlcl B dofriatiood v ThiCiclornd 441k
2@3& [ MHGAc]", and 459[MH 2dc] ; the conponent

~with 783 [MH "' has a fragnment ion niz of 621

Gl '; th onponent wth
‘%@ﬂ?@fﬁﬂ‘ Wi g%ﬁ}g"?’wﬁgstﬁ Hragirersioh /2 6% &y and 441[M-H-
2¥d5441 [MH 2@ c]"; 10 the conponent with 765 [MH"
has a fragnment ion mz of 603[MHdc]-, and 441 [MH

wherein the mass spectrum analysis is carried out as follows:

- (1) HPLC-MS is carried out through the negative ion detection under following conditions of

dry gas flow rate: 10 L/min; nebulizer pressure: 60 psi ; dry gas temperature: 350°C; capillary
voltage: 3500 v; and m/z scan range: 400-1500; and

(2) HPLC-MS" is carried out through the negative ion detection under following conditions

of _
. dry gas flow rate: 10 L/min; nebulizer pressure: 60 psi ; dry gas temperature: 350°C; capillary

voltage: 3500 v; m/z scan range: 400-1200; and fragment amplitude: 1.2-1.5 v.
5. The traditional Chinese medicine preparation according to claim 1, characterized in that it
comprises the components having a quasi-molecular ion mass peak m/z of 417, 717, 359, 717,

339, and 493 [M-H] respectively, wherein

the compénent with 417 [M-H] has a second fragment ion m/z of 175[M-CO,-R-H,07" and
373[M-H-CO,]J’, and a third fragment ion m/z of 147, 157 and 133;

the component with 717 [M-HJ" has a second fragment ion m/z of 519[M-R-H,0] and

- 321[M-2R-2H,0]7, a third fragment ion m/z of 321{M-R-H,07 and 339[M-RJ, and a third

fragment ion m/z of 279, 293, 249, 223 and 185;
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2d c]"; wherein the mass spectrumanalysis is carried

out as follows: 15 (1) HPLC-MS is carried out through

the negative ion detection under follow ng conditions

of dry gas flow rate: 10 L/ mn; nebulizer pressure:

60 psi ; dry gas tenperature: 350C;, capillary

vol tage: 3500 v; and mlz scan range: 400-1500; and (2)

HPLC-M5" is carried out through the negative ion

detection under follow ng conditions 20 of dry gas

flow rate: 10 L/ m™n; nebulizer pressure: 60 psi ; dry

gsconponét aith! 59 [RRYE 1 ' Yoo LRl L age; ; )

R?a%dr%ge: 400- 1[208l;(]: aa‘f}a%ryfe%da{grrfgaﬁfn eglrri)olnigrf‘/ﬁ zqgg[l%Rlﬂtéﬁ 179[M-

v.’ b, & traditional Chinese nedicine preparation '

according to claim1, characterized in that it 25

the g pdaent twieh @ t ' uasi - nol ecu I on )
_gi,;’_?gl g gﬁ”’%ﬁ%@%@ﬁ%@% BpHER o mE ot SoRH0r ana

W@ﬁ CFELBbct N NREmeAk o8i Wzt S2¢BBoHEDT avd BBO[MER], and a forth

IAgRt idnaw/zaf 388, GRS, M 2p3ent 189N N z of T

175 M C2-R-H2Q' and 373[MHCX2]', and a third

ragnent ion f 147, 157 and 133; 30 the conponent
‘\f/*\‘ne tC%m?R“ie"f M.W’Tﬁf% ﬁ‘é,"‘é] 8¢ gntecendagagmentiiom mz f¢f21[M-H-H,0]" and
BHOVINERQF O} thiminlagmenBsh hi¥ AR 7BHAP 67, &t {‘/EJ@ fragment jon m/z of

isiagent ion mz of 32][MR H2Q - and 339]
third fragnent ion mz of 279, 293, 249, 223 and 185;

:;;O_the component with 359 [[MH - has a second fragnent

the nompaeneot with ¥OBMR-B} 120k, sedo MgnBnt jord )SIMOR-H,0T"
tgmg@ﬁgﬁi '[B)%Ozééalw] - has a sgeconaof&gzgﬁ%ﬂ%}g H0T, and a
nmz o 5196[MM - and> 5 321 [M2R-2H2Q -, a third
fragment ion mz of 32][MR-H2Q - and 339[MR]", and a

Wf@retirhthefmaa.gfpbm'udl@ﬁhliﬂiiis@ﬁrri@ggutag?gﬂo»\?s49’ 223 and 185;
the conponent with 339 [MH " has a second fragnent

(\aF f 32,1 [MHHO" and 295[MHCO2]", a third
( bﬂi@lﬁéﬁfﬁ" SRt Suighrong s g joredetiction ondeh fdlloagiEddhditions of
dryogas flow refe: 10.D/nAb;Iriebalddr bieGsub BD BRE iy Isft%a%ggl’uleg/%gg% ; capillary

RS ] of , 29
e 20 Al G it Sl 20

third fragnent

(2) HPLC-MS" is carried out through the negative ion detection uhder following conditions
of ' |

dry gas flow rate: 10 L/min; nebulizer pressure: 60 psi ; dry gas temperature: 350°C; capillary
voltage: 3500 v; m/z scan range: 100-800; and fragment amplitude: 1.5-3.0 v;

said traditional Chinese medicine preparation further comprises the components having a
quasi-molecular ion mass peak m/z of 931, 945, 799, 1107, 769, 769, 783, 637, 637, 945, 945
781,751,751, 765, 783, 783, 765, and 765 [M-HY, wherein:

the component with 931 [M-H] has a fra{gment ion m/z of 799[M-H-XylIJ, 637[M-H-Xyl-
GlcT, and 475[M-H-Xyl-2Glc]; :

the component with 945 [M-H] has a fragrﬁent ion m/z of 799[M-H-Rham], 783[M-H-GlcT,
637[M-H-Rham-Glc]’, and 475[M-H-Rham-2Glc];
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15 wherein the nmass spectrum analysis is carried out
as follows: (1) HPLC-MS is carried out through the
negati ve ion detection under follow ng conditions of
dry gas flow rate: 10 L/ mn; nebulizer pressure: 60
psi. ; dry gas tenperature: 350C, capillary voltage:
3500.v; and m z scan range: 100-1200; and 20 (2)
HPLC-M5" is carried. out through the negative ion
detection under follow ng conditions of dry gas\flow
rate: 10 L/min; nebulizer pressure: 60 psi ; dry gas
the Rp@b At Qiith 3O QM- ds| 2 L 00\ Ve :
§@|@ . range: 100- goomg%d ff;ézf\génrféeﬁgtl&nag ?t%ﬂf@égaﬁ'd 475[M-H-
5 said traditional Chinese nmedicine preparation

further conpri ses the conponents having a

thjel Grhporeh©Gie 8107181 g\g m%? B% e%ﬁbﬂf@ﬁls[@%ﬁm%ﬁ&w H-2GIc],

%ﬁv’"’]]'ég?d]?%@% ’and 765 [MH ", wherein:

t he conmponent with 931 [MH]" has a fragrrent ion n12

pd cord I )

(00 SRR S 2bo INERF W B icn SR et Qi 4750011

)§Y75¢ L H Xyl -2d c
lekiment ion iz of 799[ M H Rham -, 783[MHdc]-
637[ M H Rham GI c]-, and 475[ M H Rham 2d c] 35 31 the

f n
;g?&[}w@ﬁ% A Do A 5 g O ar%a@?éa'aﬁéwemmchusm H-
M has a fragnent ion n12 of 945[MH QA c]-
783[ M H 2G] cl]' 5621 [MH3Gc]-, and
t th 769 " h
‘ e “5“‘* .%]WN“F'J SRRt P st hendhas Bt arsnee
; 10 the conponent with 769 (MH - has a

fragrrent ion nmz of 637[MH-XyI] and 475[MH Xyl -G
has a fragment ion

o Fmap SR B b oA

the component with 637 [M-H]' has a fragment ion m/z of 475[M-H-Glc];

the component with 945 [M- -H] has a fragment ion m/z of 783[M-H-GlcT, 621[M-H-2GlIcT,

- and 459[M-H-3Glc];

the component with 945 [M-H] has a fragment ion m/z of 783[M-H- -Glc], 621[M-H-2Glc]
and 459[M-H-3Glc]; ’

the component with 781 [M- H] has a fragment ion m/z of 619[M-H-Glc], and 457[M-H-

2Gle];
the component with 751 [M-H] has a fragment ion m/z of 61 9[M-H-Xyl]'§
the component with 751 [M-H]" has a fragment ion m/z of 619[M-H-XyI];

the component with 765 [M-H]" has a fragment ton m/z of 619[M-H-Rham]’, and 457[M-H-
Rham-GlcT;
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he conponent with 637 [MH " has a fragnent ion
ﬁ?zt of 475F.IF\)/L Hdc]"; the conponent with 637 [ MH -
has.a fragment ion mz of475[ MH G c]-; 20 the
conmponent with 945 [MH " has a fragnent ion mz OT._
783[MHGc]", 621 [MH2Gc]-, and 459[MH3Gc]";
the conponent with 945 [MH - has a fragment_ ion mz
of 783[MHGlc]', 621 [MH2d c]-, ~and '
459 M H3d c]-; 25 .the conponent with 781 - [ MH "' has
a fragnent ion mz of 619[MHGc]-, and 457[ M H t
@E3coipondnb &iGOTBANRE s rdgenk Wiz, B8 IV AR L asopvont-

i .mz of 619[MH Xyl ] ; € conponen
%ﬁg]—ﬂ has a fragment ion mz of 619[MH Xyl]-; the
conmponent with.-765 [MH' has a frfagrrent ion mtzhgf :
- V4 m ; €
o panare o 763 N ¥ e E iy lof 2l e ana asoman.
%%g?; MHGAc ] , and 459 M H 2Gc]"; the conponent
with 783 [MH " has a fragnent ion mz of 621 Cwith
i H 2 cl]:': the ¢ onent W
SecomRhERs w365 RS o e on b e SOVl and 441011
441 [MH 2Gc]"; 10 the conponent with 765 [ M H]

.has a fragnment ion mz of 603[MHdc]-, and 441[ M H

[ SS ectrumanalysis is carried '
e rapone R8s TSRS o TRERRS Gh 207 of SQ3H-Bind o aegh 441 [M-H-
"J;negat ive ion detection under follow ng conditi ons
of dry gas flow rate: 10 L/mn; nebulizer pressure:

i as _tenpper.atur.e; 350& capillary
“@%{ﬁ“&% a6 AR 3 SR oviangulonsbo- 1800; and
(1) HPLC-MS s carried out through the negative ion detection under following conditions of
dry gas flow rate: 10 L/min; nebulizer pressure: 60 psi ; dry gas temperature: 350°C; capillary -
pillary
voltage: 3500 v; and m/z scan range: 400-1500; and

(2) HPLC-MS" is carried out through the negative ion detection under following conditions
of ' )

dry gas flow rate: 10 L/min; nebulizer pressure: 60 psi ; dry gas temperature: 350°C; capillary
voltage: 3500 v; m/z scan range: 400-1200; and fragment amplitude: 1.2-1.5 v,

6. The traditional Chinese medicine preparation according to claim 1, characterized in that it
comprises Salvianolic acid D, Salvianolic acid E, Rosmarinic acid, Salvianolic acid B,

~ Salvianolic acid G, Salvianolic acid A, Danshensu, Protocatechualdehyde, Isolithospermic _

acid A, Isolithospermic acid B, Tanshinone [ , Tanshinone I[ A, Notoginsenoside R,,
Ginsenoside Re, Ginsenoside Rgi, Ginsenoside Rbl, Notoginsenoside R2, Notoginsenoside

R2 iso., Ginsenoside Rg2, Ginsenoside Rh1, Ginsenoside Rh! iso., Ginsenoside Rd,

Ginsenoside Rd iso., Ginsenoside Rf-H20, Notoginsenoside R2-H20, Ginsenoside Rg6 or
F4, Ginsenoside 20(R)-Rg3, Ginsenoside. 20(S)-Rg3, Ginsenoside Rk1, Ginsenoside Rgs,
Ginsenoside Rk3, and Ginsenoside Rh4.

7. The traditional Chinese medicine preparation according to claim 1, characterized in that it
has the physical and chemical parameters characterized as follows:
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(2) HPLC-M5" is carried out through the negative ion
detection under follow ng conditions 20 of dry gas
flowrate: 10 L/mn; nebulizer pressure: 60 psi ; dry
gas tenperature: 350C, capillary voltage: 3500 v; niz
scan range: 400-1200; and fragment anplitude: 1.2-1.5
v. 6. The traditional Chinese nedicine preparation
according to claim1, characterized in that it 25
conprises Salvianolic acid D, Salvianolic acid E
Rosmari nic acid, Salvianolic acid B, Salvianolic acid
G Salvianolic acid A Danshensu,

chual d de, |solithospermic acid A '
r{;’tgnf: ?ﬁﬁgs&é{m"&%g%’fﬁ 6“’54, pepks, which dyaue # ratiopdisisiglermak ateh to total peak
pea E@FGQIMB @ﬂ(psh&ja/eﬁ!gp retGitivReMesofifedB pdakH RYRHS b%, 16.89, 17.84
Ros1, Bimsenes 4a 7 re%ﬂ%lﬂstﬁg(i&ljgf o%rz reggntian Hpsiiz 8.31, 0.25,

0S| RS Senos|
%ﬁiﬁ%ﬁ?@n@zﬁng [-£8 respectivelisrthe aheagrchealdBrea is 1627.92, 2575.54.
. Alel 888, $65.35,G19anasd desFA3 KPkctively, the RSD% of the :

: . _ _ ; % peak
Med RBINSENSSI199) R?JWQZ&@ fbsfsng?ggeanRggégr l:?:‘rt'ively; and the ratio of

Gi%rgsen%ii de 20§)R} - R%S, nseno
Sdé’o %é’ﬁ) PR tRadptal eesis atsasicarunpgr 19B%L210061 205-BR3%, 4.2%-5.2%,

BRSSO T, GUD-7.8%, T0B-4 3RC0AAA 20084 2B RS R ctively:
nmedi ci ne preparation according to claim1,
V%Rear.agteri zed in that it 35 has the physical and

CHETR 49 3oy btier andrrdemicab phrameteess ark ol cteninvied Addirthe following
conditipiBLC spectrum there are 8 peaks which have a
ratio of single peak area to total peak area greater
4 a%}l 20/? t he average retention tine of these 8 peaks
f(; g1 Reflorgansg liayy cpmatgeranhy: 20. 31, 23.74, 27.73, and

¢ @2tadeypdgkdiiiel gel; 1dve cdRS0% T, ' i i s
alg 31, 0.25, 5 0. 6gf 0.70, O. 90(?,‘m%&?‘é,aﬁgs%,&?@n‘gav%?e{‘g&' 280 nm;

respectively; the average peak area is 1627. 92,

2575.54. 366.89, 381.40, 186.08, 555.35, 281.91, and
(208BrioB3 respectively, the RSD% of the peak area is
mbdelphadessADE .12.04, 10.48, . 18. 08, and
Oé (y8%f' r esggog%od\?g%oy > ,ig%sgpf?rﬁceacf Lidhyiog; mokil¢pfiase B8l acetonitrile-

3 222945045 PRISPRRriA. agid esplutiono and seradient 16utos: 2R0K1% phase A being

0,

clpggel fBym 20%. td 72% hodgenedushand. mdbilephi lgbZn{% changed fi 0 '

B o % 4 20 d 90. 2% 27. 3% r espect Lvarse g 10% to

]233;12%%{%&{ %Lg,%a@o,vé pﬁzfs’?{;}_'af""gﬂedp F&aﬁ%ﬁ‘i ‘f%m 76%"8%?"94*@)/ raphile phase
%){Ibf A% A0 (ritieing dita 16 grinogrdnmobitsophdie Adran 74%)to M8%hand mobile

phaes B dome2tetd S arighrsowBssogimaphy: 15 filler: |
octadecylsilyl-silica gel; flowrate: 1.000 m/ m n;

an] det %cti on wavel engt h: 280 nm
and wherein the sample solution is prepared and determined through the following steps of:

weighing 10 pills of the traditional Chinese medicine preparations accurately and adding

-them into a 10 ml measuring bottle; adding distilled water at an amount sufficient to dissolve

the preparations through shaking with ultrasound for 15 minutes; adding more distilled water
to achieve a volume of 10 ml; subjecting the resultant solution to centrifugation or filtration
to obtain the sample solution; injecting an accurate 10 pl of the sample solution into the

HPLC system; and determining the sample solution in .accordance with HPLC

chromatography to obtain the HPLC spectrum,
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and (2) elution: nobile phase A: 0.02% aqueous
phosphoric acid solution; nobile phase B: 80%
acetonitrile- 20 0.02% agueous phosphoric acid
solution; and gradient elution: nmobile phase A being
changed from 90% to 78% honogeneously and nobi |l e phase
B being changed from 10%to 22% honobgeneously during
O to 8 mn, nobile phase A from78%to 74% and nobil e
phase B from22%to 26% during 8 to 15 mn, and

-mobi | e phase A from 74%to 48% and rmbi |l e phase B
§.r 0 127 2 and wherein
‘ 'M"Q' éﬁﬁ%ﬁ%@‘g"&?f"' afa?"d‘ %“r?&rdé‘h& orSlhimed ¢harasiggeed in that

tﬁ’g %fs \%fsor n ntlm
h& FERTS W\ AYragedpisntign wef 68#.1Y90.a 6(89| 1 B84f20t31£23.74, 27.73 and

3162 dormesymind Ciwithe SParsReHsG) rl&o(éf:ﬁ@éﬁ;ﬁlﬂb%é aﬁ{}l%&rpgln%c acid A,

I%]Qh@g%ﬂg a.cfdr%mgamlé)no?ic acgﬂ‘ g%%’larr@nm faFlé' éq{vnqnghc acid B, and

|s [
Vé%"(? i &ci tAhéeSB¢Cé'ﬁslwat| ons through shaking with
ul trasound for. 15 mnutes; adding nore distilled water
subj ecting the

93Q ﬁr ceB§ mr?[ﬁ% 816 lflrgglct’lgml]qqﬂfaéme@ﬁms Preparatipm a¢cording © any one

ﬁl‘“’ tant

6 £13im %‘Hﬁmsélgsol ution; injecting an accurate 10 |
of the san‘pl e solution into the HPLC system and

wASIHE, he Le so n. in accordance wth
gf‘ grﬁ[{?r%%é‘%ge%éﬁmhizge ?fﬁitjéﬂ Nefegippargs spectrum 34
8. The traditi onal Ch| nese nedi ci ne preparati on

addic®s0ding hyir6idd, r@oﬁrurrpmﬁ,ra%hgtﬁ' &ﬁilfl}l gca%}v?t)%gtg aatassnum hydroxide,

erage .retention ti
P &gg@" mf‘t’flﬂg'lf\{e é’@ S_t“mf%’ bonate gr7a mixtuigdhergf, ig2n amount of 0.5%-4.0%
basgdl prthsdetel weight obasid edivinal Raetiseat echual dehyde,

I solithospermc acid A, Isolithospermc acid B,
rinic acid, Salvianolic acid

' [ jc aci
g e PR g Bl b e elono vaspet vy o, A
process for preparing the traditional Chinese nedicine

subjeetiey thé hidgtuRQ6 Giletiiog e clai ms 1-8,
qgorrf))?glu sing: 10 wel gﬁl ﬁg@%‘glgiyﬁ& g \tlhlngg EA“F??@H’% zae

g nd Radi x Not ogi nseng; addi ng sodi um hydr oxi de, sodi um
adging g istsneloviths b icamentaatborshb e 700 inSBAmGON0 YEtiekhds ’achleve a 65--
7q5’otcaasmwmmd§m{nbpnate pot assi um carbonate or a

m xture thereof in an anount of 0.5% 4.0% based on

the total weight of said nedicinal materials;
allowing the mixture to stand and separating the supernatant;

- recovering the ethanol from the supernatant, and concentrating the residue until it has a

relative density of 1.20-1.50, which is an extract of Radix Salviae Miltiorrhizae-Radix
Notoginseng;

mixing the above extract with Borneol or an oil of Lignum Dalbergiae Odoriferae' and
5
addlng an excipient to obtain the preparation.

10. The process for preparing the tradmonal Chinese medicine preparation according to claim
9, characterized in that said excipient is starch, dextrin, lactose, microcrystalline cellulose,
hydroxypropyl methyl cellulose, polyethylene glycol, magnesium stearate, micro silicon gel,
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15 boiling the resulting m xture out in 3-6 folds of
water for 2-4 tinmes; subjecting the mxture to
filtration and concentrating the conbined filtrates;
20 addi ng an ethanol with the concentrati on above 70%
in an anmount sufficient to achieve a 65- 70% cont ent
of the ethanol; allowing the mxture to stand and
separating the supernatant; 25 recovering the ethano
fromthe supernatant, and concentrating the residue
until it has a relative density of 1.20-1.-50, which

' nghtah leattblafélucﬁﬁe F@%l?ﬁe Sﬁ:hﬁ/ﬂl@? Me h f ?{afc 'tFZ]oa Ragr(gfs-lélilked sodium

ext
an ol I oﬁgﬁ)ﬁ cem’l EDEFOS%?@\?QQ Y Pﬁéf(d@on%lﬁﬁsucmoraddhﬂg/ater ora
BHxtasecqf, |C;pc()_rﬁtthatnoortgbqfathqn allr)]dve adjueqnay; aﬁldmﬁepaﬂé@mn e tge dosage form of
pfmessmbm ﬁfs%ﬂféﬂh@l@as@ ﬁbfef agoh | 9;8” g‘& élixs_]??g)g i)(ﬁrvder capsule,

on a to claim
?{1&{} a| 1 0% fﬁs'é?mgf & starch, dextr| n, | act ose€,
m crocryst aI line cellul ose, 35 hydroxypropyl nethyl

CelThe |pﬂ)‘é€ss f&%r&&%‘*ﬂﬁ Itl?eﬂ?adﬂ'(%?lo#h1n?sgg}egfcé]%rgr§agﬁéalreg técecordmg to claim |

ﬂ} ﬁ*}rﬁ% Hh‘ih toila“d H’f%‘taﬁ%ﬂons% isrtbhdesegti form o€ dppill.i nked
SOdI um carboxyl nmethyl cellul ose, cross-Ilinked

HZOWH b%EéSQYJrrﬁPéﬂagﬁgﬁleQIsadﬁl ﬁﬁlt melglgg{e,’ 1%@3?)&%%%1812 acgzg{ddng to claim

xtaurg g one 0
prgbé?c ?’17‘8‘?1’"it atjifcompgisergbasersdr m of i nj ection,
tabl et, sustained-rel ease.tablet, drop pill, gr anul e,

1f6d RO BOVH ranul e, or oral
di %l n% egr)zg\nt %fl’ ”’%ﬁ%zaf 8%de§§d’1%’0§g’é‘f55ﬂ ng the
tradi ti onal Chinese msdl ci ne preparation according to

addliag rsodiith, bicdrbsraes B Az 8lowmd 0% 1o ratio
nhé&éukh@nﬁ%%@lge form of drop p&f@i/%%)élbgge%_rﬁ, the i {ég%‘ght of said

for preparing the traditional Chinese nedici ne
preparation. according to claim 11, characterized in

beihiag thet regdtiny hb@sre obeinst- £ BSdOSE wiBl GPb AT,
witek tdrqty hhigge and Radi x Not ogi nseng; 15 og%dhﬁg;d fs%{éln I ?ﬁ folds of
bi carbonate’in an anount of 0.5% 4. 0% based on the
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adding an ethanol with the concentration above 70% in an amount suffi icient to obtain a 65-
70% content of the ethanol;

allowing the mixture to stand for 8-12 hours and separating the supernatant;

recovering the ethanol from the supernatant, and concentrating the residue until it has a

relative density of 1.32-1.40, which is an extract of Radix Salviae Miltiorrhizae-Radix
Notoginseng;

mixing the above extract with Borneol or an oil of Lignum Dalbergiae Odoriferae, and
polyethylene glycol-6000 uniformly;
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water for 1-2 hours; 20 subjecting. the mxture to
filtration and concentrating the conbined filtrates
until a specific gravity of 1.16-1.20 is achieved,
addi ng an ethanol with the concentrati on above 70% i n
an anount sufficient to obtain a 65- 25 70% content of
the ethanol; allowing the m xture to stand for 8-12
hours and separating the supernatant; recovering the
et hanol fromthe supernatant, and concentrating the
residue until it has a 30 relative density of
haﬁagﬂm4&xumbkﬁhdh§gan extract of Radix Sal vi ae

Ml tiorrhizae- Radi x Not ogi nseng; m xi ng the above
extract with Borneol or an oil of Lignum Dal bergi ae
€19BPing dieanslt intela cpalhntatfighinsaraffiv 08 e Silivstel QI m&&gh a drop-pill
machife; heating the mxture to nelting; dropping th

nmelt into a coolant of liquid paraffin or nethyl
silicone oil through a drop-pill machine; 5 taking
8king phichopbtaineddrog ipilfs apil biigecting trseubuoaﬁtomem&mrﬂnho an
oil renpbval; and sieving the pills to obtaint
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