;e3eXcX t Xd(6TI WA COWOSI TI ON OF MEDI Cl NE EXTRACTED FROM HERBS FOR
JREATI NG NASAL OBSTRUCTI ON AND HEADACHE AND PROCESS OF PREPARATI ON THEREOF
FI ELD OF THE I NVENTION This invention is about a conposition of nedicine
extracted from herbs for treating nasal obstruction and heai‘mmlwmmmﬂuummﬁ
process of preparation. BACKGROUND OF THE | NVENTI ON The nas iHon
and headache caused by wi nd and cold are conmmon di sease w th hi gfgégnci dence
in the winter and spring. The pathogenesis of the headache is that: the

wind evil with cold evil infracts the head, so that the lucid yang can't
circuit normally, the Q and bl ood stagnate and bl ock- in the channels of

the head. If tHe GOMBOSESIONOBEMEBICINE EXTRACTED I FROMe and
i nhal e normal |y and the of the lTung can't nove snoothly, so that the
nasal obstrugli Sp TheErAah R angaly TR A ;

and warm i n pC]EIchDsCFI 'R 1038 . %S’ R
| arge intestine neridian and the |u nmeridi an. The pungent herh ca
di ssi pat e HEADas CHEAND RROE ARA B H TN RELI
the capability to dissipate the wind and cold bl ocked in the head. The
rhi zome of Sichuan | ovage is also pungent in flavor and warmin property,
but it belongs to the liver neridian, the gallbladder neridian and the
pericardiumneridian. It has the function of pronoting the circulation of

Q and bl dELI} OF THE INVENTION

This invention is about a composition of medicine extracted
from herbs for treating nasal obstruction and headache and its
process of preparation.

BACKGROUD OF THE INVENTION

The nasal obstruction and headache caused by wind and cold
are common disease with high incidence in the winter and spring.
The pathogenesis of the headache is that: the wind evil with cold
evil infracts the head, so that the lucid yang can’t circuit normally,
the Qi and blood stagnate and block- in the channels of the head. If
the wind and cold infract the lung, the lung can’t exhale and inhale
normally and the Qi of the lung can’t move smoothly, so that the
nasal obstruction occurs. The dahurian angelica root is pungent in
flavor and warm in property. It is the herb belonging to the stomach
meridian, large intestine meridian and the lung meridian. The
pungent herb can dissipate the stasis and drive the Qi, so that

dahurian angelica root has the capability to dissipate the wind and

—2- N
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all eviating pain. The nodern pharmacy researches indicate that: the
dahurian angelica root includes the ingredients of inperatorin,

i soi nperatorin, angelicin, dahurian angelica ether. These ingredients are
the main effective ingredients to assuagi ng pain, allaying excitenent,
relieveing inflammtion and antisepsis. The rhizone of Sichuan | ovage has
the ingredients of |ligustrazine and many phenols such |ike al kaloid and

ferulic acid, Jhe lngr edi ept s ar h |0 ef fregt act i t he
bi ood andcPufli BUEEatnt! WerRed o PhbthTofe ol SictBaf v pgs™ o,
supply a conposition of nedicine extracted fromherbs for treating nasal
obstructi ?%ﬁgﬁtlmadﬂaheramldiwarm anepro perty; dpat at bedongsi to thgslivies

i gh

feature o absor bi ng speed, good effect, non-side-effect and easy

conbi nat 1 SheQtialy Fhirbafbadtich gk THER pAA. MR R MR ch e el FtE I

be realized by the technical proposal as follow ng: Dahurian angelica .root
400- 2000 jharst thy-furiggbon_of prRmpbing dhestuoudatiay afeQioangoblood and
part-by-wei ght The dahurian angelica root and rhizone of Sichuan |ovage are

dded 1 nt A PHEEEPAR” SRRl plarimcy e At At tRll M, <

concentrated to thick paste at the density no less than 1,30 at 60 C . Then

the thi ck dedmmrans angelacaedopy imeludsy uhiemgingresients opf 1 1mmgratorm,

al cohol extract is filtrated to get a filtrated
isoimperatorin, angelicin, dahurian angelica ether. These
ingredients are the main effective ingredients to assuaging pain,
allaying excitement, relieveing inflammation and antisepsis. The
rhizome of Sichuan lovage has the ingredients of ligustrazine and
many phenols such like alkaloid and ferulic acid. These ingredients

are the main effective mass to active the blood and relieve pain.

SUMMARY OF THE INVENTION

This invention aims to supply a composition of medicine
extracted from herbs for treating nasal obstruction and headache
and its process of preparation, which has the feature of high
absorbing speed, good effect, non-side-effect and easy
administration. Another aim of the invention is to supply this herbs
combination’s new pharmaceutical applications.

The aim of the invention can be realized by the technical
proposal as following:

Dahurian angelica root 400-2000 part-by-weight

~
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i quor. 10-16 tinmes weight of alcohol is added into the distilled residue
to extract for 1 hour refluently. The new extract is filtrated to get
another filtrated liquor. The 2 shares of filtrated |liquor are m xed

t oget her and concentrated in the |low pressure to thick paste at the density
no less than 1.30 at 60 C . The thick paste is dehydrated at 70C i n vacuum
The dry nedicine is smashed into powder and added into the naphtha. The

dr ug- 1 or m neodao P BT Folfa 1oy e 1 BPFPROL RAFL IR EERI e cri a1 &

Every 0. 54g pregared materl al is equal to 1.41 g crude drugs. The
admi ni strati onlhe daburkgrsangelioal xoed andtrhezom@mfe&ehuandlméagae @psul es
one tinme and 3 tinmes a day. The tine of slaklng after eating is 4-6 mn and

the ammi d's?%%ﬂi'éﬁntlor §§jé8@s % t?leﬁélfaﬁég?% £ 623 Ofcrgg AVt B rhBE B¥ pgﬁt L

medi ci ne nvent capsul € inging rnto

shorter tine, -4 better curative effect and | ower dosg_fqt or al
adni ni st r avater ancaddedeintoo thanharks rtgx distmhle thevaapbdhaer bhecepwidvali on
has been proved to be effective by the experiments and the preparation

met hod ha%v%ﬁﬁ” eXRES ??%@Tc%ﬁﬁa‘t@&efb th@l&;:ﬂ&% rﬁgst}fé)@e‘?{glp%%é iess

I nvent ed I'Ci ne. cru cont ent e extract prepared by the

i nvent ed net hod can reach 179/ M, The jnvented nedici ne was prgéﬁd by the
State Adnithast 140 6 6 Cr ddian shelthoakrpastensaesinasted; by the Feidnsing

research institute to have the functions of antisepsis, relieving the
I nflammat i.98ohed! f&Y 1NHobPe TR Alcohol extract is filtrated to get a filtrated

liquor. 10-16 times weight of alcohol is added into the distilled
residue to extract for 1 hour refluently. The new extract is filtrated
to get another filtrated liquor. The 2 shares of filtrated liquor are
mixed together and concentrated in the low pressure to thick paste

at the density no less than 1.30 at 60°C. The thick paste is

dehydrated at 70°C in vacuum. The dry medicine is smashed into
powder and added into the naphtha. The medicine combination
extracted on the process recorded can be made into any drug form
needed in the clinic with the different supplementary materials.
Every 0.54g prepared material is equal to 1.41g crude drugs.

The administration of the capsule produced on the invented
method is 3 capsules one time and 3 times a day. The time of
slaking after eating is 4-6 min and the ammidin concentration is
0.517-0.569%. Comparing with the existing medicine, the invented

capsule has the feature of bringing into play in a shorter time,

__4_.



I nproving the mcrocirculation and | owering the blood viscosity. Experinent
.exanpl e 1 Experiment medicine The invented herbs extract is the brown
yellow l'iquid, at the content 8g/m (the content of crude drugs, the sane
below) with the | ot nunber 930821 and produced by Lianyungang Kangyuan
Pharmacy Ltd Conpany. The nedicine liquid is preserved in the refrigerator
and diluted into the right concentration with the distilled water before

16 22: T hetth GuTALse HeCt Al Tonkef BOTe LA PrAP AhiRivRut g ML 1O

white rabbit: weighing 2.2-3.2kg; the total nunber was 42; the sex was not

limted. Aiddidhed admuhsstnetee supplied by Tianjin medicine research
institute animal departnent; all the animals were raised in the observation

room at the t t f, 262

[oom 3t e TR YRl B LPRBLIRhye Hikt! HERE, BhPpRLag bouree
hemol ytic st rept ococcus (32210) bacillus pyocyaneus (27853) All the

bacteri a effectsvuppbyethdeXpemmentdi ands&lqarmﬁ@ana@mrtemﬁéilo drhasekeeni nent

met hod and result

optimized on the index of crude drugs content in the invented
medicine. The crude drugs content in the extract prepared by the
invented method can reach 17g/ml. The invented medicine was
proved by the State Administration of Traditional Chinese
Medicine, Tianjin medicine research institute to have the functions
of antisepsis, relieving the inflammation, relieving the pain,
improving the microcirculation and lowering the blood viscosity.

Experiment example 1

Experiment medicine

The invented herbs extract is the brown yellow liquid, at the
content 8g/ml (the content of crude drugs, the same below) with the
lot number 930821 and produced by Lianyungang Kangyuan
Pharmacy Ltd Company. The medicine liquid is preserved in the
refrigerator and diluted into the right concentration with the
distilled water before the animal experiment.

The experiment animal

Kunming white mouse: weighing 18-22g; the total number

was 140; the sex was not limited.
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(1) ‘The effect to expel the evil - bacteriostasis experiment in vitro The
petri-dish 2-time-dilution nethod was used in the experinent. According to
the routine mani pul ati on of the m crobi on experinent, the staphyl ococcus
aureus, type Il henolytic streptococcus and bacillus pyocyaneus were
proliferated in the fitting culture fluid. All the bacteria were counted
and diluted into solution of cfu/ m. The extract of Duliang was sucking

get nutri ont AR AL BRbRRHT S Sl 22 PR, e Rhurbel

bacteria solutions were sucked and sneared on the surface of the petri
di shes. Theadpdd;dhicaser wasrnotilighitedsere cultured in the
constant -tenperature-box at 37 C for 48 hours, and then the growth of the

i thout 11 vi ng Boape ARG, S, SHARTEACYCTiaNiRl ERIPRE reeaich

concentration and the petri dish w thout nedicine was set as the negative
control sanpti¢uterhenimsll depastmaenthaallt thei anemals mearei raisgdd in the
bacteriostastic activity to all the 3 bacteria in the experinent (see table

S by 1" ST VIR SIS RSO 00 D

0.5g / m “separa res bact eri ost’asi s experi ment
in vitro BacteriaMedicineB e .

act eri ost ertificate ef iappiavalcanseber avndta QA Ly cfu/n ) (g

/m)0.80. 4st aphyl ococcus aureus (6538)2.0 X 1050.20. 1-0.16type Il henolytic

strept ococcusO—gﬂ%le)@pérﬁﬁé%%bﬁ@4- 1- 0. O2baci |  us pyocyaneus (27853)7.0
2

X 1051. 00. 50.
staphylococcus aureus (6538)

type I hemolytic streptococcus (32210)

bacillus pyocyaneus (27853)

All the bacteria were supplied by Tianjin disease prevention
center.

The experiment method and result

(D) The effect to expel the evil — bacteriostasis experiment in
vitro

The petri-dish 2-time-dilution method was used in the
experiment. According to the routine manipulation of the microbion
experiment, the staphylococcus aureus, type II hemolytic
streptococcus and bacillus pyocyaneus were proliferated in the
fitting culture fluid. All the bacteria were counted and diluted into
solution of cfu/ ml. The extract of Duliang was sucking out

accurately and mixed into the nutrient agar uniformly at 50°C to
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0.125 (Il) The anti-inflammatory action - the effect on the nouse's auricle
Jinflammtion caused by croton oil The nale m ce wei ghing 19-22g were
randomy divided into 4 groups and one of the groups was control group.
Each group had 10 mice. The 3 treatnent groups were feed the invented

medi cine on the dose of 89 / kg,49g / kg and 2g / kg once a day for 3 days
by the stonmach tube, the control group was feed the sanme vol une of the
distilled water b he sa y. 30, mnutes after the |.ast m ni;st.rati on,
all the nB&é %F@ggird%ﬁ"t&ims}ﬁ%w&%r@%ﬁr% C@W%rabr?q ﬁgtdlné?@lcelélres to

i nduce the inflammation. 2 hours later, all the mce were killed and

extir pat eTHehddvrehieaoduticash wenes suskea andesmemiesh @redhenswrfiacedofe on
the diameter of 0.7cm The scissored ears were wei ghed accurately and the

wei ght difference recorded as t.he.swelling. deqgree. Co rong -th
swel |ing H]%E]rgﬁgréf&fsﬁﬁist'r’gb@mgﬁp%@?@ubnvp?hlt(ﬂ’@ nt'Y 1€ éﬁ@?ﬂ{e HE ?la-gul t
i ndi cated that feeding the invented nmedicine on 8g / kg and 49 / kg could

i nhi bit t censthharteaperatsirgrbokcatt 1377 °Ghi tor Wwa8 drowes] and then. thae
group fed with the invented nmedicine on 8g/kg had a very significant

difference_to the nt rol .gr.ou <040 , i ey:arQup of
29/ kg had gﬁQV%likbﬁt?ﬁl%rhacc}fq’pfaeh%e%bé%kgdﬁbgoﬂbﬁ%ﬁgg qﬁ@cﬁﬂﬁlﬁqﬁéf@homd
that the invented nedicine had _g_ the ability to relieve the
i nf| anmat iofntheTplitei didhnew ithfcartt livinghleacteréatwds edicnides] as thee lewrest
swelling of the nouse ( x SD)

antibacterial concentration and the petri dish without medicine was

set as the negative control sample. The result showed that the

invented medicine had bacteriostastic activity to all the 3 bacteria

in the experiment (see table 1). The lowest antibacterial

concentrations were 0.29 / ml, 0.04g / ml and 0.5g / ml separately.

Table 1 The result of the bacteriostasis experiment in vitro

Bacteria Medicine
Bacteriostast-ic
Bacteria amount concentration o
activity
(cfu/ml) (g /ml)
0.8 +
s 0.4 +
staphylococcus aureus (6538) 2.0X10
0.2 +
0.1 —
0.16 +
type II hemolytic streptococcus 0.08 +
P Y P 1.6X10°
(32210) 0.04 +
0.02 —
bacillus pyocyaneus (27853) 7.0X10° 1.0 +
0.5 +

0.25 -




G out' Dose (g/kg) Animal nunmber Swelling degree (nmg) a Control group 10
8.70 3.47 Treatnent group 8 10 2.30 1.95 (high dose) Treatnent group 4 10
4.303.56* (mddle dose) Treatnment group 2 10 8.003.97 (|l ow dose) Note:
Conparing with the control group: *P<0.05 **P<0.01 ***P<0. 001 (the sane
below) (I111) Abirritation - the effect on the nouse's whipping-tail-tine
.related to the pain caused by heating 20 male.gic i

wei ghi ng 19-22g were divided into 4 groups at roaﬁlqom Each group was half
mal e and -halffepal-e—Re—getp—ras—set—as—eontf-otr—group—Te—otter—S
groups were fe i t e e, nt eth SMRGFE! hg slese sof 89
I kg, 49 / kg @yggelgﬁg ﬁf‘ﬂaﬁg&g%gr?%ﬁﬁﬁ tﬁ}a mcgtpgnﬁgghtrﬁleat mer%t
group were fed the nedicine one tine and the nice in the control group were
fed with thaidlesinflasdnation oaused byageot@n k. Before the adninistration
and 30 m nutes, 60 mnutes, 120 m nutes 9 after the admnistration, all

the mce were t (oY oMo Te P - TR ¥)Y [l ol t i Jidlel t he
ti me quantum mmnt@ga%f%owg@%ngu@e@éa‘&?ﬁ%maﬁaﬁjglﬁ%t%ﬁ?ﬁteeldmwmgt er

at the tenperature of 55C0.5C and ended at the nouse' %%jll whi ppi n hreom
t he wat er .groupe anidrendi of éhergiouRs sras ERALEDL g,rop@esl% rgrgl}lg&a&ﬁl re

recorded and conpared with the control group by the t test. The result

i ndi cated .tk i - a {tedl agedidinet ome
signifi canﬁgéb?nqg%r?\rﬁggégﬂfﬁgd%@nt oﬁpgtégufgegt ﬂzﬁ P@lt\)#gitB doses (1P<0. 01,

P<0.001 ). The experinent result sho that the invented i Cl d
si gni fi cartheadospic8gundig.dig étk&ﬂn\g&& 21%%686 axgpr?gﬁwsgﬁx% /I kg
(see table 3). o

stomach tube, the control group was feed the same volume of the

distilled water by the same way. 30 minutes after the last
administration, all the mice were smeared with 3% croton oil 0.02
ml on the left ears to induce the inflammation. 2 hours later, all the
mice were killed and extirpated the both ears. Each mouse’s ears
were scissored into rondure on the diameter of 0.7cm. The
scissored ears were weighed accurately and the weight difference
was recorded as the swelling degree. Comparing the swelling
degree of the treatment group with the control group, the result
indicated that feeding the invented medicine on 8g / kg and 4g / kg
could inhibit the inflammation significantly, which was proved by t
test. The group fed with the invented medicine on 8g/kg had a very
significant difference to the control group (P<0.001), while the
group on the dose of 2g/kg had no significant difference to the

control group. The result showed that the invented medicine had

_8___



Table 3 The effect of the invented nedicine to the nouse's
Whipping-tail-tine( x SD) The tinme difference after the adm nistration
(s) DoseAni mal The whi pping-tail-tinme beforeGoup (g/kg) nunber the

adm nistrations)30mn after the admnistration60mn after the 120m .n
after the admnistration adm nistrationContr ol

rou0101. 1460 339-0. 1630. 3730. 0200. 41 3 - 0. 0570. 353Tr eat nent

gr oup8. 01 00.1710. 700 626* 3 8660..539** 0. 9530.553***(hi h

dose) Tr eat ﬁ%) gh%ﬁ%f i@Yel%L?O fk@%‘l%ﬁt §8636**0. 5060. 732 0. 551

0. 408**(m ddl e dose) Treat nent group2.0101. 0550. 3110. 4200. 333**0. 6560. 623*
0.5790. 432** (| ow dose) (I'V) The effect of the invented nedicine on the
rabbits' mcrocircul ati on and bl ood viscosity Heal t hy rabbits were random y

anbi ts. ohabl cul aeriend GEFR¥IvERisH Meitindb ey SHRIFE o
treatnent groups which were fed with the [Lnvent ed nmedi ci ne on the doses of

49/ kg and 2g/ kg by stomach tubethanlrmuas&déyf toBDbtal 3 days. 40 minutes
after the last administration,. all .t ;

pent obar bi taI e SOdI um Thenr&b(}k ' bukpet{al comhyncti vaSngllg,{ ',rengn;i on was
obser ved-w or-aa—tHaia . g

80. The nur’r@gﬁtr(gfgr&n,e capillary rreetl ng andothe bl ood speédoxhér@ recorded (
fast --~0, mddle --~1, slow-~2 stop-~ ). The bl ood g(l) JRALL ern was
al so recorde@tf(l@ttlgm‘@ht | i ne--8~0, broken | tfhe- >1, floccu enT s ate--~ 2,
stasis stat e&é}dos‘gﬁe 10% hi gh nol ecul ar dextran was injected on

Treatment group 4 10 4.30£3.56*
(middle dose)
Treatment group 2 10 8.00£3.97
(low dose)

Note: Comparing with the control group: *P<0.05 **P<0.01

**%*P<(.001 (the same below)

(IIT)  Abirritation — the effect on the mouse’s
whipping-tail-time related to the pain caused by heating

20 male mice and 20 female mice weighing 19-22g were
divided into 4 groups at random. Each group was half male and half
female. One group was set as control group. The other 3 groups
were fed with the extract of the invented medicine on the dose of
8g / kg, 4g/ kg and 2g /kg. In the experiment, the mice in the
treatment group were fed the medicine one time and the mice in the
control group were fed with the distilled water on the same volume.

Before the administration and 30 minutes, 60 minutes, 120 minutes

— 0 —



t he dose of 6nl/kg to the rabbits' ear vessel to build the nodel with the
mcrocircul atory di sturbance and high blood viscosity. 20 mnutes after the
i njection, the rabbits' bul bar conjunctiva mcrocircul ati on was observed
for the second tine. The nunber of the capillary neeting, the bl ood speed
and the blood flow pattern were recorded again. 30 mnutes after the

i njection, the blood was - -~z collected fromthe heart and preserved

wi t h hepari.p. Thg bl ood, sanpl es, .wer e sur, Wit h BME- 00 [ sc ter
(made in §ﬁgﬁ¥ghaﬁ)etoaé]ép"9 TUPD of r@ﬁe \Rﬁgl e IE’FS%d v\%ggési Sﬁggndqgﬁood
pl asma viscosity. The result indicated that the invented nedici ne

si gni fi casthippmy-auel-thmeni thoovhippatg-daildiianarwasce thaudee pnarfaimni gh
nol ecul ar dextran on the index of blood flow velocity, blood flow pattern

and ¢ abl ¢ eI BRI (BE the st s cal (pr{tAY J9Lhog AOBERG L ke

m crocirculation of the rabbit's Bulbar conjunctiva( x SD) DoseAni nal
“Before the tubei o B150JEI+@15 Xheanddendedi atdiheyaroupgi ytardvehippingar y

nmeeting bl ood fl owbl ood flowcapillary neeting ~blood flow i bl ood

[ ourunter g oThIVIRUEEINUTHEL LGLOCHTshofal BRIk aOnReE the
administration were recorded and compared with the control group
by the t test. The result indicated that the invented medicine could
delay the whipping-tail-time significantly comparing to the control
group at all the 3 doses (P<0.01, P<0.001). The experiment result

showed that the invented medicine had significant antalgic function

at all the 3 doses 8g / kg, 4g/kg and 2g / kg (see table 3).



i Treatment group6.75 1.280.69 0.26 ~ 0.69 0.26487.131.13

.0. 060. 180. 060. 08( hi gh dose) ****** *** Treatnment group 6.331.41r ~ 1.100.57
~ 1.100.57286.80 1.14 0.100.21 ~0.100.21 r(high dose)***f ** ° ** Note:
conparing with the control group, *p<0.05 **p<0.01 **' ~p<0.01 ( the sane
below). -14 Table 5 The effect of the invented nedicine extract on the

rabbit bl ood vi scqsTty (X TSD)rDoseAnt mat | ood vi scositBl ood
pl asmaG oupg/ kgnurfber(Loy t gngent, 20$ 1M ddl ¢ tampgent 20S ' Hi gh tangent 80S
lvi scosi tyControl rouOGB.4§3$E8ﬁ*6.42§f14**&.50(.95**1.510.24***Nbde|
control 0615 . 62 .908.@15&1;;5635 3 F.032% 89| 0. 22rouTreat nent 467. 29
| . 23***6. 050. 83***5V250G74§2*26Q329crcup o
(h| ghdose) Tr eat perjt 289.97%|04%6991.[19%5. 933, 072. 450. 50gr oup (| owdose) - |
- Concl usi offy he§e er.i n@t& restﬂt prpved|that: the extract of the
|nvented medi ci ¥e cqyldiiﬁﬁibitZihe geowt h of the 3 kind of bacteria:
st aphyl ococcus #urleus|, typg 11| henollytic streptdcoccus and bacill us
pyocyaneus. Thékiomeét bactlerijostati|c congentrafions were 0.2g / m,
0.04g/mM and 0.§£/nﬁure§pg§tiveuy. (n the{dgses|of 2g/kg, 4g/kg and 8g/Kkg,
the invented me@ di ng could ryliteve |t Be syef] i ng degree of the nouse's ear
caused by the cﬁ:btorﬁoi§ a}iﬂd}]r&onc the noigse' § whipping-tail-time rel ated
to the pain caused by ot Fatre ter £ 1t [proved fhat |t he invented nedicine had
the effect of afi -mfﬁmﬁtiﬁ]n@nd aﬁ rrift@ion. On the doses of 4g/kg and
29/ kg, the mvembedngie cimec; @ d i|lmgr ove tthe rficrocircul atory disturbancy
caused by the hﬁbh Q)Ie‘%ular dextran and Illower tffhe bl ood viscosity.
&l
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In summary, the experinents proved that the invented nedicine had the
effects of bacteriostasis, anti-inflammuation, abirritation and inproving
m crocircul ati on. These experinmental researches supplied the scientific
proof to the medicine's clinical application. The invented mnedicine had
been proved to be effective in treating the nasal obstruction and headache
by the clinical trial. Experinment exanple 2 In a 100-patient clinical trial
execut ed by Jiangsu TCM - 16 hospital, Nanjing TCM hospital and the

Peopl e's hospital of North Jiangsu, the invented soft capsule's curative
ratio and effective rate were 77% and 96% respectively. (1) The diagngstic
criteria of T@QUNTheTheadd€bet i of pthoxisventedismdicinke 0mctae onabbiisn t he
forehead, the tenple and the occiput. The synptons include nasal

obstructign, aversion: ' Jphe onset is quick and there are
i nducenen{id! Qfﬁrfl?%gléﬁt&g%g)@%l g@(%tgosst}rg to cold usually. (11) The

met hods and contents about observation The observe about the cu5ﬁ¥ive
effects incl udddenlth syabbotsswerbaragelondy divddedetntar Begrolpas The sex

obstruction, rhinorrhea, aversion to cold and wind, thirst or not, fur of
such 11 ko Fyf HimBed RAcRRFOND, AR 851 BCERLIY. 'Oy BRQupl B e
routi ne diachornea test, ECG |Iliver function test and ki dney function test
et f ?I . (I contfokrmonprandsheeother 2 gheups sgenefreaimentt gb(kupﬁewhlﬁ‘&bnt ed
" were fed with the invented medicine on the doses of 4g/kg and
2g/kg by stomach tube once a day for total 3 days. 40 minutes after
the last administration, all the rabbits were anesthetized with
pentobarbitale  sodium. The rabbits’ bulbar conjunctiva
microcirculation "was observed with the stereo dissecting
microscope at the magnification ratio 80. The number of the
capillary meeting and the blood speed were recorded ( fast —0,
middle —1, slow — 2, stop — 3). The blood flow pattern was also
recorded (straight line—0, broken line—1, flocculent state— 2,
stasis state— 3). The 10% high molecular dextran was injected on
the dose of 6ml/kg to the rabbits’ ear vessel to build the model with
the microcirculatory disturbance and high blood viscosity. 20
minutes after the injection, the rabbits’ bulbar conjunctiva
microcirculation was observed for the second time. The number of

the capillary meeting, the blood speed and the blood flow pattern

were recorded again. 30 minutes after the injection, the blood was



capsule orally on the dose of 3 capsules one tine and three tinmes a day.
3-day-tine was a period of treatnent. The patients who were receiving the
treating of the invented nmedicine were forbidden to use any ot her nedicine
with the simlar effect. -m (IV) The curative effect criteria 1. The
criteria to evaluating the synptons: Headache: The degree is so heavy that
the patient can't 6 continue the normal activity. The degree is mddle; the

Bnd no. act USRS o AEAHEGHd)y *ahl° pRESER 8 Kith Hephif i he ebl‘ﬁe“'oggt

The criteria to evaluate the curative effect Based on the criteri
eval uat i ngan%leas wéré neassiredhavithoBVHE bribleod wisenmeder ¢ (IBag; ngnwere
cal cul at ed e ratio ( score before the treating / score after the

treating) l.yat f ery:
the rat o STEMARED 1884 sHE; BaldTe the WIRIEDoRA Yideqoy! §RY BRISHT
Effective: the ratio is 0.6-0.8.
plasma viscosity.
The result indicated that the invented medicine significantly
improve the microcirculation disturbance caused by the high
molecular dextran on the index of blood flow velocity, blood flow

pattern and capillary meeting number (P<0.01). The results were

showed in table 4 and table S.



4)

I nef fective:
100-patient clinical
effective rate were 77% and 96% - 18

the ratio is bigger than 0.8.

tri

al ,

(V) The result:

In the

the invented soft capsule's curative ratio and

result of the 100-patient clinical trial

Rati o of G oup Nunmber

respectively (table 6).
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Table 4 The effect of the invented medicine on the microcirculation of
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vegetabl e oil are added into the powder, then the mxture is mlled by the
colloid mll. The mlled nmedicine powder is enclosed into the soft capsule
to get the finished produce. Each soft capsule filled with drug is 0.54g
wei ght and equals to the crude drugs 1.41 g. Practice exanple 2 15009
dahurian angelica root and 375g rhizone of Sichuan | ovage are crushed into
pi eces on the dianeter of 0.3 cmand added with 8 tines weight of water to

distill the naphtha. TRE wat gr Extiracf T1s concentrated jto thick paste with
the relative density np less{than 1.3%42 at 600 16 tings of alcohol is
added to the thick pasfegand|ektrgctefd refluxijngly for {1 hour. The extract
is filtrated to get the Elltﬂaﬁaddliquow 14 tjines of &l cohol is added to
the solid residual g§ ha‘he bs dﬁd extiacted réﬁluxin |y for 2 tines by
heating. The residuah- fl goh@| + xgure|ig filtrjated to collect the filtrated
liquor. Al the filttla eg | Fquar are fi«ed andl concentrfated in | ow pressure
to get thick paste Bﬁ he depsty no [ess thanj 1.30 (60C). The thick paste
is dehydrated in thq>‘1cuun1 tenmperat ure <70C)jand crushled to powder. The
distilled naphtha and fefimed—vegetabje ot arg added Tinto the powder, then
the mixture is nilled by th% colloid mll. Thejmlled nEdicine powder is
encl osed into the soft capsgle*io get |t he finlshed produce. Each soft
capsule filled with-grug isEb.§4gome|gh£ and equals to fthe crude drugs 1.41
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What' is claimed is: 1. A conposition of nedicine for treating nasal
.obstruction and headache nmade fromthe original herbs based on wei ght
proportion as follow ng: dahurian angelica root 400-2000 Rhi zone of Sichuan
| ovage 100-500 o 2. The conposition of medicine according to claim1
wher ei n dahurian angelica root is 1130, wherein Rhizome of Sichuan | ovage
Is 2820 3. The conposition of nedicine according to claim1 wherein

dahuri an angel iTgpneppdids 1500, wherein Rhizome of Sichuan |ovage is 375 4.
The conposition 011;l madll cine according to claim11-3, which can be made into

any clinically accepted form 5. A nethod for, preparing the conpositjon of
A gyl h

nedi ci ne accor €Xpers t PpER¥edg tilﬁ& dHMeir exdraglgePf cdheoot

and rhizome of Sichuan | ovage to pieces at the dianmeter of 0.3-1 cm adding

into wat e'inéeﬁt%&irfﬁ%df@i cotfldt it PRe el idf tHDS RapdidRbacteria:

concentrating the residual water extract t© thick paste at the density no

|l ess than 1.30 at 60 C; extractin e thick paste by the ref] uxi
al cohol f@FaRhMﬁ@QQCWﬁt&lHﬁ%g tb’lﬁ’@g@(ﬁﬁm WEC §EFCRIAGAGT RS élé‘lld Baﬁgﬁ!ls

addi ng 10- 16 times of alcohol to the thick paste and extracting
refl uxi nghywd®yadeus. The lowest bacteriostatic concentrations were 0.2g /

ml, 0.04g/ml and 0.58/ml respectively. On the doses of 2g/kg,
4g/kg and 8g/kg, the invented medicine could relieve the swelling
degree of the mouse’s ear caused by the croton oil and prolong the
mouse’s whipping-tail-time related to the pain caused by hot water.
It proved that the invented medicine had the effect of
anti-inflammation and abirritation. On the doses of 4g/kg and 2g/kg,
the invented medicine could improve the microcirculatory
disturbancy caused by the high molecular dextran and lower the
blood viscosity.

In summary, the experiments proved that the invented
medicine had the effects of bacteriostasis, anti-inflammation,
abirritation and improving microcirculation. These experimental
researches supplied the scientific proof to the medicine’s clinical
application. The invented medicine had been proved to be effective
in treating the nasal obstruction and headache by the clinical trial.

Experiment example 2

In a 100-patient clinical trial executed by Jiangsu TCM



hour,, filtrating to get the filtrated liquor; adding 10-15 tinmes of al cohol
to the solid residual of the herbs and extracting refluxingly for 2 tines
by heating, filtrating and collecting the filtrated liquor; mxing the 2
shares of filtrated |iquor and concentrating it in a reduced pressure to a
thick paste at the density no less than 1.30 at 60 C; dehydrating the
thick paste below 70 C in vacuum Snashing the dry nedicine into powder and

the procobdspifr adangel GMehpRpLATARIREE BrqRlF: AR d LSRR °"

supplenentary materials; every 0.54g prepared material bei ng equal to 1.41
g crude diimsgs®, tHbénventied Saft appald’sgcutadivorptix anshebfeateve giabe
according to conprising: Crushing dahurian angelica root and rhizone of

Si chuan | gvage~Hik 0. DI -di ter of 0.5-1 cmand adding 6 tines
of wat er tWoe%% Z?%Ialﬁ)‘ampﬁ?%?&égﬁzgﬁtrati ng the water extract to a thick
paste with the relative density no less than 1.30 at 60C, adding 14 tines

of al cohol to Ahélhbidikgmeastec amiteeka odcT'GM refl uxingly for 1 hour,
filtrating to get the filtrated liquor; adding 14 tines of al cohol to the

et i ng. 111 trRFng ReaeRr iScPaRikbREADIS TR % AoeRtich 1ER M 1)
the filtrated liqguor and concentrating it in_the |low pressure to a thick
paste on tfbeehleaagi tthentempde amdrthe. BOCaPUBOEthQNmPgbmﬁ?gllﬁ%]él(i)%iftﬂ@aéaste
in the vacuum bel ow 70Cand :
obstruction, aversion to cold and wind. The onset is quick and there
are inducements such like fatigue and exposure to cold usually.
(II) The methods and contents about observation
The observe about the curative effects included the symptoms’
change such like headache, nasal obstruction, rhinorrhea, aversion
to cold and wind, thirst or not, fur of tongue and pulse et al. The
observe on the security included the indexes such like: physical
examination, routine blood test, routine urine test, routine
diachormea test, ECG, liver function test and kidney function test et
al.
(ITT) Therapy
The patients in the treatment group took the invented soft
capsule orally on the dose of 3 capsules one time and three times a
day. 3-day-time was a period of treatment. The patients who were

receiving the treating of the invented medicine were forbidden to

use any other medicine with the similar effect.



crushing it to the powder, adding the distilled naphtha and refined
vegetable oil to the powder and mlling the mxture to be uniform by the
colloid mll, putting the mlled nmedicine powder into the soft capsule to
get the finished produce. 7. The method for preparing the conposition of
medi ci ne according to 5 conprising: Crushing 1500g dahurian angelica root
and 375g rhizone of Sichuan | ovage into pieces on the dianeter of 0.3 cm
and adding 8 tj . to. gt still napht ha, concentrating the water
extract to at sgiqgﬁép§E§ﬁéﬁ’?ﬂ%ﬁﬁéthﬁgg density no |l ess than 1.342 at
60C, adding 16 tinmes of alcohol to the thick paste and extracting

refluxi ngly forl.fThewritétiattoaevatuadngethe Sgmptemsted |i quor; adding 14
times of alcohol to the solid residual of the herbs and extracting
refluxingly f?ﬁe% Bkﬁgs by heating, filtrating and collecting the filtrated
liquor; mxing a g e filtrated liquor and concentrating it in the | ow
pressure to a thick paste on the densjty no less than 1.30 at 60C,

dehydrati ng t hEhehdegreastse spnhenwyy tatitheepatierdccandt crushing it to the
powder, adding the distilled naphtha and refined vegetable oil6to the

powder and m 'c}(%)ﬂ%ntlﬂ:et% Hathal Qcbg/igpi form -23 by the colloid mll,
e

putting the m medi ci ne powder I nto the soft capsule to get the

finished producg. 8. A nethod, relieving inflammtion or pain,
conpri si ng adnl hesdegrag 1Shé11t£{i£]1r§‘o'sth¢ d?ﬁ%@nhé‘cﬁftiﬁit(i%or ding to claim1-3
to a patient in need thereof. 9. A nmethod for inproving the 4

m croci rcul at i%%ﬂ'ﬁ%rm@n@}%@ﬂ Qgﬁv\ﬂf‘cosi ty, conprising adm nistering
t he conposition of meél cine according to aim1l-3 to a patient in need

th f. N
oreo The degree is light and no activity is affected

2
by the headache.

No symptom of headache 0

2. The criteria to evaluate the curative effect

Based on the criteria to evaluating varies of indexes, the score
before and after the treating were calculated. The ratio ( score
before the treating / score after the treating) was used to evaluate
the curative effect.

1) Clinical recovery: the ratio is 0-0.2.

2) Significantly effective: the ratio is 0.2-0.5.

3) Effective: the ratio is 0.6-0.8.

4) Ineffective: the ratio is bigger than 0.8.

(V) The result: In the 100-patient clinical trial, the invented

soft capsule’s curative ratio and effective rate were 77% and 96%



10. A method for treating headache, conprising adm nistering the
conposition of nedicine according to claim1-3 to a patient in need
thereof. -24 . A
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by the colloid mill. The milled medicine powder is enclosed into
the soft capsule to get the finished produce. Each soft capsule filled

with drug is 0.54g weight and equals to the crude drugs 1.41g.
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hour, filtrating the extract to get a filtrated liquor; adding 10-16
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adding 14 times of alcohol to the thick paste and extracting
refluxingly for 1 hour, filtrating to get the filtrated liquor; adding
14 times of alcohol to the solid residual of the herbs and extracting

refluxingly for 2 times by heating, filtrating and collecting the
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filtrated liquor; mixing all the filtrated liquor and concentrating it
in the low pressure to a thick paste on the density no less than 1.30
at 60°C, dehydrating the thick paste in the vacuum below 70°Cand
crushing it to the powder, adding the distilled naphtha and refined
vegetable oil to the powder and milling the mixture to be uniform
by the colloid mill, putting the milled medicine powder into the soft
capsule to get the finished produce.

7. The method for preparing the composition of medicine according
to 5 comprising:

Crushing 1500g dahurian angelica root and 375g rhizome of
Sichuan lovage into pieces on the diameter of 0.3 cm and adding 8
times of water to distill the naphtha, concentrating the water extract
to a thick paste with the relative density no less than 1.342 at 60°C,
adding 16 times of alcohol to the thick paste and extracting
refluxingly for 1 hour, filtrating to get the filtrated liquor; adding
14 times of alcohol to the solid residual of the herbs and extracting
refluxingly for 2 times by heating, filtrating and collecting the
filtrated liquor; mixing all the filtrated liquor and concentrating it
in the low pressure to a thick paste on the density no less than 1.30
at 60°C, dehydrating the thick paste in the vacuum below 70°Cand
crushing it to the powder, adding the distilled naphtha and refined

vegetable oil to the powder and milling the mixture to be uniform
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