29 MAY 2006 A COVPCSI TI ON OF MEDI CI NE EXTRACTED FROM HERBS AND ES?CE%ﬁbgF
PREPARATI ON THEREOF FI ELD OF THE | NVENTION This i nvention is ab8dthaY
conposition of medicine extracted fromherbs and the preparation method of
it. BACKGROUD OF THE | NVENTI ON Kidney is the basis congenital constitution
in the theory of Chinese nedicine, where preserving the prinordial Yin and
Yang. It is inportant to keep but not rel ease the el enment of the kidney,
because it is the basis of Zang-fu Yin and Yang. Congenital deficiency,

i nproper reginmen, prolonged di seases or genuin energy deficit while aged

all can | gag Y0 1 rshne By A O is the
basis of aaav~aa~ m O S—oF—frotH+3HriF tening
Zang-fu, nurturing brain _marrow and bones, so that if the kidney-yin was

i npai r rent ERBS AND iIBRIQE ESS dh dRE PA/RATTHONTHER | ead the
deficiency of the kidney syndrone. Prepared rehmannia root iIs the processed
drugs of rehmannia root belong to figwort famly. Mainly producing areas is
Henan and Zhejiang province, sweet and |ukewarm nature, belong to liver and
ki dney channels, with the 29 MAY 2006 function of nourishing yin and

supp! emrdnl EdgDoOdo A Bdg INMEDSEEONg genui ne energy and nurturing brain

marrow. Essential conponent is iridoid glycosides such as catal pol,

mannitol, r ' f l,oqi i, ] not abl e

effect of t6ﬁﬁﬁ§ﬂﬁg%wﬁgﬁ%e§$?4ﬂﬂ§gét?ﬁﬁﬁh9§§§§begf?ﬁ@ﬁ@ﬂﬂb%d?3¥§¥ﬁ§%-and

degrade the bl ood sugar level. Asiatic Cornelian Cherry Fruit is the dry

pul p of firben heenbrseandithtd prepanatioanm@thodyobat.ongs to Dogwood fanily.

Mai nly producing areas is Henan and Shanxi province. Sour, astringent and

| ukewar rg P : iy y-e o ay channels, with the function of

t oni fyi A . fng sem nal emission. Essentia
saponin, ursolic and Al eppo gall acid etc.

conponents are verbenalin, s ] 1d A )
Phar nmacol ogi Kadntegstisnthe Hoagid icongamitahecanstetution ant thei tifdcarymaafor y,
degrade the bl ood sugar |evel, antishock and tonifying the heart. Conmon

Yan ROV g0l ke tHEARE I MvARTRS pibsefy A TRBVPmBELPRS ik Bhtp sprfgoeae
It is important to keep but not release the element of the kidney,
“because it is the basis of Zang-fu Yin and Yang. Congenital
deficiency, improper regimen, prolonged diseases or genuine
energy deficit while aged all can lead the deficiency of the kidney
syndrome. The kidney-yin is the basis of body yin liquid, have the
functions of nourishing and moistening Zang-fu, nurturing brain
marrow and bones, so that if the kidney-yin was impairment, can’t
nourishing and asthenic fever from interior can lead the deficiency
of the kidney syndrome. Prepared rehmannia root is the processed
drugs of rehmannia root belong to figwort family. Mainly

producing areas is Henan and Zhejiang province, sweet and

lukewarm nature, belong to liver and kidney channels, with the



Henan and Hebei province, sour, sweet and | ukewarm nature, belgggﬂkgz 6
spl een, stomach and |iver channel, with the function of reinfofcing tﬂg

spl een, nourishing the stomach, pronoting the production of the body fl uid,
benefiting the lung, tonifying the Kkidney and arresting sem nal emni ssion.
Essential conponents are saponin, bilineurin, arginine and anylum

Phar macol ogi cal testing -4 29 MAY 2006 showed it have the effect of

toni fying and strengthening, help  digest and i munization. Oriental water
pl ant ai nfumetiome iof t mownghingbeyinf @ndensappleneenpngnt Hloadhi zné

bel ongs to Alismaceae. Mainly producing areas is Fujian, Jiangxi and

Si chuan i : : i r
channol . T iestafine MERRIER SRt AR bt el Sraty B R pE s B e
Essential components are alismol A B. C and alisnol A acetas, alisnmol B
acet as, ebiponet adst asidoid i gdyciosides Isauih hias. c@tedpedcolmannatol; esting
showed it have the effect of inducing diuresis, reduce blood fat and

anti-fat i e r I $: oqt bel ong
o ranart i ebin"vfs PhefpRECa el tosting SHER oA b ARR S PRGN
Bitter, acrid and little cold nature, belong to heart, |iver and ki dney
channel seffisict hof ttomifuig i tdre dfearémboostingt pogssiire,headutmgn diuresisnd
pronote blood circulation to dispel blood stasis. Essential conponents are

paeonol , eoni i I Phat: 0 i cal i it
have thealggfcggégaléfé :‘1@83&%@3 %ﬂga& lggfc?lp?g%lggfce,to i ‘ﬁ@%@?heﬁ'ﬁbﬁ@?ﬁ relieve
pain, anti convulsion, relieve fever, anti inflammatory, anti anaphyl axis
and bacttré atyagslpetef thedimatBreeaisidtsc t o rdefi st €herey obel omgantd®r ead
eunycete belong to polyporaceae Mainly producing areas is Shanxi and Anhu

520 e BB Ckh datal P MARE FroRBo e ofr B K AR SRR oot v

diuresis, invigorating the spleen and calmng the m nd. Essenti al
conponenp Lo aImec &. usolios astranigen tramd ke warmenatied eelong roakivec dndi cal
testing showed it have the effect of inducing diuresis and bacteriostasis

ete. SUMfeycnbind YR ithThe function of tonifying the liver and kidney

and arresting seminal emission. Essential components are

verbenalin, saponin, wursolic and Aleppo gall acid etc.
Pharmacological testing showed it have the effect of anti
inflammatory, degrade the blood sugar level, antishock and
tonifying the heart. Common Yan Rhizome is the dry rhizomes of
cinnamonvine belong to Dioscoreaceae. Mainly producing areas is
Henan and Hebei province, sour, sweet and lukewarm nature,
belong to spleen, stomach and liver channel, with the function of
reinforcing the spleen, nourishing the stomach, promoting the
production of the body fluid, benefiting the lung, tonifying the
kidney and arresting seminal emission. Essential components are

saponin, bilineurin, arginine and amylum. Pharmacological testing
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The invention is ained to provide a conposition of nedicine for,tyi&2bhHg

t he damage of kidney-YIN, dizziness and tinnitus, soreness of tge wai st and
t he knees, osteopyrexia and fever, night sweat, em ssions and di abetes etc.
It was extracted fromherbs and with the character such as fast

assimlates, good curative effect, no side effect and conveni ent taking; we
al so provide the preparative nethod and new usage of it. The purpose of
this invention is inplenented thorough follow technique project: Prepared
Rehmanni shdwaid 300havi0Qbepaftedy-okitomifyRigpandd sésdwgtleeforgel hatp Cherry
Fruit part-by-weight Tree peony Bark part-by-weight Conmmon Yan Rhi zone

150- 600,100- 450 .150- 600.29 MAY..20 ar.t - by-wei ght ; 100- 450 | ndian Bread
par t - by -S4 O T ABYTEEA B oD NGRLT Rt B affta S0 s T 38R B ther 4y
Refined edi bl e vegetable oil sufficient quantum The Tree peony Barks were

noi st enatiber3 ofo@senitah waler tplamsaiat drizothet beloegsr bot Adgsmaceéael2 hours
with vapor, then collected distillate 8 tinmes of the Tree peony Bark, keep

not her :&%ﬂuid aloae;.congealiqg Fhe-dishhllate 10alé.hgurs at 0-4C
| eached Ol¥| Prafiiedng; apgasy 150 FdliiRg J1angi iy PdcBigl QVIREED al one:
M xi ng above residue, Prepared Rehmannia Root, Common Yan Rhi zome and

I ndi an ywedt arlliceddonabutd,nbeloageto kidhey gadkbhaddbe ohadnkek Withti mes,

each time 0.5-2hours, conbinging all the cooked water and the nother liquid
of paeor}?ll %oge%her, then concentrate it to the extractumdvith %:1. 10 at
80' C, e fufiction’ of inducing diuresis and dispersing damp-heat,

Essential components are alismol A. B. C and alismol A acetas,
alismol B acetas, alismol C acetas, bilineurin and lecithin.
Pharmacological testing showed it have the effect of inducing
diuresis, reduce blood fat and anti-fatty liver etc. Tree peony Bark
is the dry root bark of peony belong to Ranunculaceae, Mainly
producing areas is Henan and Anhui province. Bitter, acrid and
little cold nature, belong to heart, liver and kidney channels, with
the function of removing pathogenic heat from blood and promote
blood circulation to dispel blood stasis. Essential components are
paeonol, paeoniflorin and aetherolea. Pharmacological testing
showed it have the effect of receding the blood pressure, mitigate,
hypnosis, relieve pain, anti convulsion, relieve fever, anti
inflammatory, anti anaphylaxis and bacteriostasis etc. Indian Bread
is the dry sclerote of Indian Bread eumycete belong to
polyporaceae Mainly producing areas i1s Shanxi and Anhui province,

sweet and light nature, belong to heart, lung, spleen and kidney
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centrifugated with centrifugal separator on the speed of 20000 QbmhA§QbO§0
m nutes, Discard the residue after centrifugated then condensing to the
extractum| with relative density is 1.13; The Asiatic Cornelian Cherry
Fruit and Oriental Waterplantain Rhizonme were Crushed to coarse powder,
addi ng 50-80% al cohol 4-8 times of it, then extracted it 1-3 tinmes, each 29
MAY 2006 tinme is 2-4 hours, conbined the filtrate, retrieving the al cohol,
condensing to extractumIl with relative density is 1.14 at 80C, conbi ned
ext r act uehanaed, extthachenfunctiogoridfenesto ving hdampmess end tpromiodinge
density is 1.30-1.35 at 80C;, then vacuum drying, crushing and sieving.
Crushi ng | L-Rgl i X - ayd oy Qper
arount | SO0 ent B Sosann e bRLedn R g R e EECninf LRPeRUAPE g
pressing to get elastic capsule, each capsule containing 1.0g, approximtely
3.0y crudemipanents exeh tapsulosiconiaidi npaohygnaapprtmx?berat acyd 1€t®g crude
drug. The dosage of the capsule is 2#, tid. The disaggregating tinme of this

i nvent ed | S, 4 j s af t gki rakly,.dd.ni shed: t have
more pol pLLRTe lrRita; SHYRE shidiged; 3 (AGye' bl ehfebhafr infhEME; o "an
0.517-0. 569% nmar el osi n; conpare to present technique, this invented

capsul e diuredisldmdvbagtarrastasis etke ef fect fast, with good curative effect,
fewer oral dose, convenient to use and the quality is steady. Experinent
exanpl e &ymving RIPer i e dinckenHeqgvent ed capsul e was provi ded by
Kangyuané A ¥:N -.-. S i 5" Batch No. 970712. Make the
invented capsule to suspension with distilled water separately have 9g,
189, 29 MAY Ados iAegndron is2zgmedde proysde a compontipn ef mediotne far
Experiment materials: 2.1 Experinent nedicine: Sanme as above 2.2 Positive

uni ver of bgebiTe terdd s [y PGBz S RECHR BHAT olBRSSh or i de
Tabl ets: Produced by Jiangsu jintan drug manufactory. Batch No. 961004
of the waist and the knees, osteopyrexia and fever, night sweat,

emissions and diabetes etc. It was extracted from herbs and with
the character such as fast assimilates, good curative effect, no side
effect and convenient taking; we also provide the preparative
method and new usage of it.

The purpose of this invention is implemented thorough follow
technique project:

Prepared Rehmannia Root 300 — 1000

part-by-weight

Prepared Asiatic Cornelian Cherry Fruit 150 — 600

part-by-weight

Tree peony Bark 100 — 450

part-by-weight

Common Yan Rhizome 150 — 600



2.2.3 @uilingji: Produced by Shanxi Chinese nedicine factory. %?ﬁﬂ NM3oe
970302 2.2.4 Huangqgijing oral liquid : Produced by the drug manu ac?{ory of
Nanj i ng Chi nese Medicine College. 2.3 Prepare nethod: 2.3.1 Make the
invented capsule to suspension with distilled water separately have 9g,

18g, 56g and 112g crude drugs in 100m physic liquor. 2.3.2 Make Yel ai xi ang
Mai kang to 4% 54% suspension with distilled water. 2.3.3 Make Phenform n
to 0.5 %suspension with distilled water. 2.3.4 Make Guilingji to 1.2%
suspensi on V\part-biysweﬂgén water. 2.3.5 Make Huangqgijng to 27 % suspensi on
with distilled -9 29 MAY 2006 water. 2.4 Goup and Dosage: 2.4.1 Dosage to

nouse: Adm nj strati lume is 20nmL / kg (1) Model group, nal nt r ol
group: Di st ﬂrﬁ,\l&wg?é{a( 2) Posi tive medicine group: Drug sollm on405(f‘6)
positive nedicine (3) H gh dose group: 18 % suspension of the invented

capsul e (S.Mt/-bzgvve(ighltow dose group: 9% suspensi on of the invented
capsule (1.8g / kg) (The dosage to adult of this invented capsule is about

0.18g / kg grude dr L 2.4 2 Dosage.tqg rat: Admi nistrati ol u {s 10m
I kg (1) wb@éle‘bﬁagugwaprrﬁ‘fn%ﬂt rgﬁ“&P&‘&%: Distilled mzatgi;bd(Z) A0 i ve
medi ci ne group: Drug solution of positive nedicine (3)H gh dose group: 18%

suspensi on giattthbyrmegghed capsule (1.8g / kg) (4)Low dose group: 9%
suspensi on of the invented capsule (0.99 / kg) 2.4.3 Dosage to rabbit:

Adm nistratl on HRed"Eaivle Pegbtdfie b1 Mdel 9roup: Rt iBhfim
The Tree peony Barks were moistened I'—3 hours with 6-12
times water, distill extracting it 6—12 hours with vapor, then
collected distillate 8 times of the Tree peony Bark, keep mother
liquid alone; congealing the distillate 10-14 hours at 0-4°C,
leached paeonol, dried it with cold wind, airtight preserve and
keep alone; Mixing above residue, Prepared Rehmannia Root,
Common Yan Rhizome and Indian bread, adding 6-10 times water,
then cooking the mixture 1-4 times, each time 0.5-2hours,
combinging all the cooked water and the mother liquid of paeonol
together, then concentrate it to the extractum with d=1.10 at 80C,
centrifugated with centrifugal separator on the speed of 20000 r/m
for 20 minutes, Discard the residue after centrifugated then
condensing to the extractum [ with relative density is 1.13;
The Asiatic Cornelian Cherry Fruit and Oriental
Waterplantain Rhizome were Crushed to coarse powder, adding

50-80% alcohol 4-8 times of it, then extracted it 1-3 times, each
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- 10 29 MAY 2006 (2)Positive nedicine group: Drug solution of ?9&&1*26b6
nmedi ci ne (3)H gh dose group: 112 % suspension of the invented <Capsule
(1.12g / kg) (4)Low dose group: 56% suspension of the invented capsul e
(0.56g / kg) 2.5 Animal subject 2.5.1 Healthy SD rats, provided by
experinmental anima center of Nanjing University of traditional Chinese
medicine. 2.5.2 Healthy ICR tats, provided by experinental anima center of
Nanjing University of traditional Chinese nedicine. 2.5.3 Cyan-blue rabbits,
provi ded tbyneexpeZifrehoarsaniombived: éheofilieaipi mptridving tinediatadhod) | ege.
2.5.4 Certificate of the experinental animal environment and facilities:

Cert 11 ooy e donRRctBRY' IDWEH rSFike ARSI A 1 ALAUGY qual i 1y

certificate No. 97003 2.6 Reagent 2.6.1 Evaluate kit of Total chol esterol
(TCH): Promdmbedety exteactumi of ecandl exfraesmar cH ,ceumdenshdnthathickat ch No.
970801, 9804010 29 MAY 2006 2.6.2 Evaluate kit of H gh density |ipoprotein

Shanghai PASIECH ND. To1HOT. Geoson 2% 60l Bac u AP G BRI

| i poprotein cholesterol (LDL-C): Produced bi/) Kexi n bi ot echnol ogy research
center. dsyanghairushanghamnd.sievosgl (Gachinhg Pacomlaandtmikigling with

Triglyceride (TG :  Produced by Kexin biotechnol ogy research center

S, 8 0 Wer S0 £ OB bl S BUGRER A

STl S aterials. then srinded 1t with colloid mill. sieving, pressing to
get elastic capsule, each capsule containing 1.0g, approximately
3.0g crude drug; or each capsule containing 0.5g, approximately
1.5g crude drug.

The dosage of the capsule is 2#, tid. The disaggregating time
of this invented capsule is 4-6 minutes after taking orally, finished
product have more polysaccharides, higher average yield of
Paeonol and ursolic acid and 0.517-0.569% marmelosin; compare
to present technique, this invented capsule with following merits:
take effect fast, with good curative effect, fewer oral dose,
convenient to use and the quality is steady.

Experiment example 1:
1. Experiment medicine
The invented capsule was provided by Kangyuan pharmacy co.

Ltd in Lianyungang. Batch No. 970712. Make the invented

capsule to suspension with distilled water separately have 9g, 18g,
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by Ji ancheng bi otechnol ogy research center. Nanjing. Batch No. 2@%&25{)06
2.6.7 Evaluate kit of nal onal dehyde (MDA): Produced by Jiancheng

bi ot echnol ogy research center. Nanjing. Batch No. 980223. 3. Experinment
met hod and results: 3.1 The inpact to the blood fat val ue of experinental
hyperlipoidem a rabbit: 3.1.1 Experinment procedure: 28 nal e cyan-bl ue
rabbit, weighing 1.9 2.2kg, were - 12 29 MAY 2006 randomy divided into 4
groups: Mdel group, Positive nedicine Yelaixiang Mikang group, H gh and
| ow dosé6@f andvéhRgdcnage dreigsgrmdf)Omil Iphydiic lisweat e rai sed with

hi gh-grease bait vessel (1% cholesterol, 10% I ard, - 15% egg yol k, 74% common

bait vessel) E ont.i ly 4 weeks to form hyperlipoidema. At the
same tine tzak%&g&gi%r@eﬁaﬁ?ﬁ&ggperi mental nedicine 1 tine each day. Take
anot her 7 rabbits as normal control group. Al rabbits were fasting diet 24

hours after 2.dsExqibriment atédicinehSamekasigblovaod from vein of ear edge,
separating blood serum using evaluate kit evaluated triglyceride(TGQ,

total chole r gl 0 sity |lipoprotein cholesterol (LDL-C) , high
density Iip%?o?@i(sit%’bgh@eéﬁpgﬁgl(HDL- C), figure out TC / HDL-C and

At herosclerotic index (A1), then using t-value nethod to conpare the

si gni fi canc& 2wt Y ekadgiaggoldaikangr oRidoahwmeéd bydeNdrihan (B€thibheC) /

HDL-C 3.1.2 Experinmental Result: The invented soft capsul e can obviously

w th e ilambis ity Kl pihafad @i BUYNG B0 M mpar e o model

group, see table 1. 3.2 The inpact to the blood fat val ue of experinental

g%preglti pa,ie ??g{lﬁ%ghgggfogrglég@mcgg?gieﬁe VZ\EatlthBtseiPlrmiuceﬂ doediargse0 nal e
jintan drug manufactory. Batch No. 961004

2.2.3 Guilingji: Produced by Shanxi Chinese medicine factory.
Batch No. 970302

2.2.4 Huanggqijing oral liquid : Produced by the drug
manufactory of Nanjing Chinese Medicine College.

2.3 Prepare method:

2.3.1 Make the invented capsule to suspension with distilled
water separately have 9g, 18g, 56g and 112g crude drugs in 100ml
physic liquor. |

2.3.2 Make Yelaixiang Maikang to 4%, 54% suspension with
distilled water.

2.3.3 Make Phenformin to 0.5% suspension with distilled
water.

2.3.4 Make Guilingji to 1.2% suspension with distilled water.

2.3.5 Make Huangqijng to 27 % suspension with distilled

_9._



hi gh-grease bait vessel (2% cholesterol, 10% Il ard, 0.2% t hyr eost g% AP 0600
common bait vessel), feeding continuously 4 weeks, then taking P/(I)o ?r om
eye sockets, using evaluate kit evaluated total cholesterol (TCH), select
40 rats with hyperlipem a whose TCH value is 7 ~-11 muol /L, Wich were
randomy divided into 4 groups: Mdel group, Positive nedicine Yelaixiang
Mai kang group, High and | ow dose of invented capsule group. Al rats were
intragastric admnistration 1 time each day in 4 weeks. Take another 10
rats as wateml control group. Al rats were fasting diet 16 hours after

| ast adm ni stration, then taking blood fromeye sockets, separating bl ood
serum usi ngne i ted triglyceride(TG, total

chol est er ol (%ﬁ)ﬁyﬁﬁl %%(tfllsllgpshg?poprot ein cholesterol (LDL-C), high density
| i poprotein chol esterol (HDL-C), figure out TC/ HDL-C and Atherosclerotic
index (Al), 2bén [¥osage tovaiousateAldodinistratipar eolimesigAtmtankeg with

nodel group. 3.2.2 Experinental Result: The invented soft capsul e can

obviously re T LRk~ - t xperi ment al
rats with hggzm-%g})?ld %P’ %ﬁga;[gélé%érq)grbﬁdﬁspéﬁﬂm%@‘r%g{ecﬁrrpare to
nodel group, see table 2. -1a 29 MAY 2006 3.3 The inpact to_the bl ood

gl ucose val u¢29Posxpeei nemedicineougeouipch bype glspdudrdm DB, pasiperd nent
procedure: 100 mal e mi ce, weighting 25-30g, were given Streptozocin on the

dosage q@fejcﬁggg / kg by intraperitoneal injection. taking blood from eye
socket s Qurvivals 72 hours | at er, using evaluate kit evaluated serum

gl ucose, select 40 mce with hyperglycosenm a whose serum gl ucose value is
187-33 mmol / I(3) Kighrdese groapdo %gd'su'spedsmncoﬁtlge anyenttddedpsmleup,
Positive nmedicine Phenform n group, Hi gh and | ow dose of invented capsule

group. Adgl6gj}zwre intragastric admnistration 1 tinme each day in 10
days; Take &not 10 mce as normal control group. All mce were fasting

diet 12 hours after |ast adm nistration, then taking _blood fromeye
sockets, sep&éabliovg dosodgeeupm9 Usi sigspensien eokithe ivuenteddcapswla gl ucose
value with d ucose enzym c nethod, then wusing t-value nethod to conpare the

signifi (‘(qr]g% )’“Hé‘) nodel group.

(The dosage to adult of this invented capsule is about 0.18g /
kg crude drug).

2.4.2 Dosage to rat: Administration volume is 10ml / kg

(1) Model group, Normal control group: Distilled water

(2)Positive medicine group: Drug solution of positive
medicine

(3)High dose group: 18% suspension of the invented capsule
(1.8g / kg)

(4)Low dose group: 9% suspension of the invented capsule
(0.9g / kg)

2.4.3 Dosage to rabbit: Administration volume is Iml / kg

(1) Model group: Distilled water



3.3.2 Experinental Result: The invented soft capsule can obvicn%?¥?g¢§hﬂ%e
serum gl ucose of the experinmental mce with hyperglycaem a | ea y
Streptozocin, there is remarkable significance conpare to nodel group, see
table 3. 3.4 The inpact to the bl ood glucose value of experinmental rats - 15
29 MAY 2006 with hyperglycaem a 3.4.1 Experinent procedure: 160 male rats,
wei ghting 200-250g, were given alloxan on the dosage of 200ny/ kg by
intraperitoneal injection. taking blood fromeye sockets of the survivals
72 hours | at@)Positnge evakdacei tgravpl udDedgsesohmgbucosd, pekeved0 rats
wi th hypergl ycosem a whose serum gl ucose value is 20725 mol / L, Which

wer e randanL divided into 4 groups: Mdel group, Positive nedicine

Phenf or MitH 6? , H gh and | ow dose of invented capsule group. All rats
were intragastric admnistration 1 tine each day in 10 days; Take anot her
10 mice as nE3yHighordost group: A2 Micce sugpensiest iofi dhet ih¥emysds after
| ast adm nistration, then taking blood fromeye sockets, separating bl ood
serum usinﬁée%qlxzte/ﬁéé eval uated serum gl ucose value with G ucose
enzyniccﬁ9§ 8t hew %g t-value nethod to conpare the significance with
nodel group. 3.4.2 Experinmental Result: The invented soft capsul e can

obvi ously re(difleosedopegigronpe 5604t saspepsioneof aher aivemtad dapserlgl ycaen a
| ead by alloxan, there 1Is remarkable significance conpare to nodel group,
see tablﬁ i %/?éghe i npact to the content of SOD and LPO in serum of
experiné t ﬁgra 3.5.1 Experinent procedure: - 16 29 MAY 2006 40 SD rats,
half female and half nale, weighting 3507-450g, were randomy divided into
4 groups: N@SaArconal subgeotip, Positive nedicine Guilingji group, H gh and
| ow dose of invented capsule group. Al rats were intragastric

o St 2 PR BRI S R, phoRRARR B P A G 2
i of Nanjing University of traditional Chinese medicine.
2.5.2 Healthy ICR tats, provided by experimental anima center
of Nanjing University of traditional Chinesé medicine.
2.5.3 Cyan-blue rabbits, provided by experimental anima
center of Nanjing railway medical college.
2.5.4 Certificate of the experimental animal environment and
facilities: Jiangsu experimental animal environment certificate No.
95102 and 97003
Certificate of the experimental animal: Jiangsu experimental
animal quality certificate No. 97003
2.6 Reagent
2.6.1 Evaluate kit of Total cholesterol (TCH): Produced by
Kexin biotechnology research center. Shanghai. Batch No. 970801,

9804010



Super oxi de di snutase (SOD), shade sel ection at 550nm wavel engt h H\ 6
xant hi ne oxi dase to eval uated optical density(OD), then cal cul a e energy of
SOD according to formula (Nitrite unit, NU/ m); using evaluate kit f

mal ondi al dehyde (MDA), shade selection at 532nm wavel ength with

mal ondi al dehyde-thi o-mal onylurea to evaluated optical density(OD), then
calculate the content of MDA in the serumof rats according to formula |,
then using t |.ue thod to co re. the si.gnifjcance with normal control
group. Cal culaﬁa ) fEVgE‘Il&e i Miigh Srlg)ﬁ flmypr@iﬁanua 8SEBE0loD 509 x
sanple diluted ti rres Contrast t ube OD MDA nMm - Eval uat edt ubeOD - Cont r ast
vacant el SBYP KeXihutEibtechlo esearch cenfer.

St andarg@% gt ander acant§m eOD 3.5.2 Experi r’n,gr'?ftalr esu(f - 17 29 MAY
2006 The_i nvent ed sof capsul n qusly enhance the energy of SOD and
reduce tHRARS ﬁénBaéﬁ NSR- |917(5&é s%gaé‘rodf rats, there is renmarkable
significance conpare to normal control group see table 5. 3.6 The inpact

to the organ e okitm Se' g : i

procedur e: ?gaxgggwgﬁ yrébtrrngGl C%dm ce, ?@r@@%&?%dl@@ re(?l

wei ghtin 12---14 rera divided in groups: Normal control
group, Fégd]) rrg%l(whéedru EXglor OtEDEﬂIJOQWoubeSGH &68tebw dose

each d >SH£héﬁaPaB%tcﬁ4NB°‘g'ﬁ(?189flt@802’@1 adm nistration, kill the mce with

certebrae co | ' uxati on od, "then taking the t hor aci ¢ gl and and spl een,

wei ghing to caI cul ate the, index_nunber aof thoracic gl and s en (organ
i ndex nunber2 %Agﬁvahragm k(tr’r@fxﬂzi’dlgly\%‘i:@ﬂle zgﬁ)tWé@(ﬁw% by- I%mm met hod

to con‘rare the significance with normal control group. 3.6.2 Experinental

Resul t} bibect RMBTOEY SRideatBRSUEENFE) HONhAYRaY. CHWREe NI 1 998902,

of vanted capsule group. All mce were intragastric admnistration 1 tine

980501

2.6.5 Evaluate kit of Glucose (GLU): Produced by Kexin
biotechnology research center. Shanghai. Batch No. 971001.

2.6.6 Evaluate kit of Superoxide dismutase (SOD): Produced
by Jiancheng biotechnology research center. Nanjing. Batch No.
980223.

2.6.7 Evaluate kit of malonaldehyde (MDA): Produced by
Jiancheng biotechnology research center. Nanjing. Batch No.
980223.

3. Experiment method and results:

3.1 The impact to the blood fat value of experimental
hyperlipoidemia rabbit:

3.1.1 Experiment procedure:

28 male cyan-blue rabbit, weighing 1.9 ~ 2.2kg, were



nunber of thoracic gland and spleen, there is renarkable signijd{a(\¢$006
conpare to normal control group, see table 6. 29 MAY 2006 3.7 e Inpact to
i nfl ammat ory dropsy of delayed type hypersensitivity with mce skin |ead by
DNCB 3.7.1 Experinment procedure: 50 ICR mice, half fermale and half nale,

wei ghting 20-22g. Using 0.02m 7% 2, 4-di nitro-chl orobenzene (DNCB) acetone
solution to | ead hypersensitiveness with hypoderm cal injection in the back
of mce. Wiich were randomy divided into 5 groups: Normal control group,
Model grandonebsidividedednto e groupsigiModsd ogpo ui, gRoartdvEom ethiwenef

i nvented capsul e group. Start adm nistration when hypersensitiveness is

f or med, - {.nt trd 1 fi i i i,n 10
days: | n Vi Bl APaTlsal L PERD R BB RARE o [ PRafR AAPHIES were
given Cycl ophospham de on the dosage of 30ng / kg with intraperitoneal

i nj ect i gmoepceptll nabiwits cerereolragadip. witkahigly- geaaes tBasawessel(ll %ol ut i on
0.03 M on the right ear of all mce to stir up excitation an hour after

| ast adm.ni tiion, nds il .5 h j ce h st er i u h
(d:gw% ERIEHRRITTE dardoc SV eded wats THYne Ol R IESREDRY ear

wei ghting, apply the difference of weight between left and right ear

ti ssuesfesdimg catrstidaodisby 4 Wd:almmﬁqrmdr)%ﬂ/liﬁegdemiai Alethysdrhgpe
hypersensitivity with mce skin lead by DNCB, then using t-value nethod to

conpare, the significgance w.th nodel grqup. - 49. 29 .MAY 2006 3. 7 2
Expor | nbibg) CHES P AT EertiibneSp S imrtdb miadidingotuitug $achh i «ne
di fference of weight between left and right ear tissues, there is

remar kaflak esiagithiecafcralsoitpaae normmadetogtmipgreap.t Al erabbids 8vEne i npact
to the content of serum henolysin of mce 3.8.1 Experinent procedure: 50

| nj oot besUendsSOR O AkteR a8y ARbHAISBdeIOn dRep, kT BIGRE 0o

suspension to i mune. Wiich were randomy divided into 5 groups: Nornal
gggte rg:c fomupeiiboEleargedge, SEFatatveg nelbed seram| iuvginig gvalpatdilgh and | ow
evaluated triglyceride(TG), total cholesterol(TCH), low density
lipoprotein  cholesterol(LDL-C) , high density lipoprotein
cholesterol(HDL-C), figure out TC / HDL-C and Atherosclerotic
index (A1), then using t-value method to compare the significance
with model group.
Atherosclerotic index (A1): (TC—HDL-C) / HDL-C
3.1.2 Experimental Result:
The invented soft capsule can obviously reduce TG. TCH.
LDL-C. TCH / HDL-C ratio and AI of experimental rabbits with
hyperlipoidemia, there is remarkable significance compare to
model group, see table 1.
3.2 The impact to the blood fat value of experimental
hyperlipoidemia rat:



invented capsul e group. Start admnistration after immunized, ah} ?{EGM‘HG
intragastric admnistration 1 tinme each day in 7 days, In 4th ané}/I th day
after hypersensitiveness is formed, All mce were given Cycl ophosphanm de
30ng / kg with intraperitoneal injection except normal control group.
Taking blood fromthe eyeball of mce an hour after |ast adm nistration,
centrifugal separating serumand then diluted it with Sodium Chloride to
100 tines, taking the diluted serum1 m, mxed with 5% chi cken red bl ood
cell and %&.i&wﬁcﬂﬁpermesum@mdweo. 5 m, 10% conplenment 0.5 m, keeping
constant tenperature at 37C30 m nutes, then stop the reaction in

refrigerator cat rifugi e Sy t +.ad20 MAY
2006 shade sg@eéﬁl%%cgp Stf{)t’ nwglﬁetlutégggﬁmto 2\5/9 a’%%{é;%lég densi y
(OD), using OD as the standard of serum henol i/si n | evel, then wusing t-value

net hod thi ansctbhaitsvgssdl CAlccholastenall 10Ys dapd, 3. 2802tlExe0stadnt al

Result:h Thfa invented soft capsule can obvibousl y enhance the content of del
ar oup,  aue 3 anPafanttyf bk R Gield, TESRHE Gt 4 of wERRRA IR sy gen
deficiency wwth normal pressure 3.9.1 Experinent procedure: 40 ICR mce,

hal f fertakengnblbedf free eyweisgiokiety, 1B1ng22yaluats kitaedahiatedi toteld i nto 4
groups: Normal control group, Positive nedicine Huangqijing oral liquid

i 1 agaiie SRl NTCHAE, Sh1ock ANCERs R e iBanle MR TRAL, | oot

adm ni stration, take all mce into white 125ml w de- nout hed bottle which
have 15gvalateriisa 7cat k] snawli/hy WheChneverourahdémliyotdivadedannto deal up,
count tinme inmediately, taking respiration ceases as standard, observe the

siani 1 B MOdEL Bhf B, R PBeatcit® 18155 ighe MalRdRE ' Gro Y,
Sper! nefrlligkll lzisdmlto:w dose of invented capsule group. All rats were
intragastric administration 1 time each day in 4 weeks. Take
another 10 rats as normal control group. All rats were fasting diet
16 hours after last administration, then taking blood from eye
sockets, separating blood serum, using évaluate kit evaluated
triglyceride(TG), total cholesterol(TCH), low density lipoprotein
cholesterol(LDL-C), high density lipoprotein cholesterol(HDL-C),
figure out TC / HDL-C and Atherosclerotic index (Al), then using
t-value method to compare the significance with model group.
3.2.2 Experimental Result:
The invented soft capsule can obviously reduce TG. TCH.
LDL-C. TCH / HDL-C ratio and AI of experimental rats with

hyperlipoidemia, there is remarkable significance compare to

model group, see table 2.
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endurabl e tinme of oxygen deficiency wwth normal pressure, there iIs

remar kabl e significance conpare to normal control group, see table 9. 3.10
The inpact to mce's swimring tine in |low tenperature 3.10.1 Experinent
procedure: 50 female ICR m ce, weighting 18 20g, were randomly divided
into 4 groups: Normal control group, Positive nedicine Huangqijing oral
liquid group, Hi gh and | ow dose of invented capsule group. All mce were
i ntragastricladimlhiestimpaoh tb theebleadhglagose vabagsof Faspenigndineal 12
hours before |last admnistration, An hour after |ast adm nistration, take
all mce_in ter-bath which diameter and hei ght were both 30
cmto C§PF9E¥%gH??gkﬂ?éﬂ%@ﬁgﬁﬁpggsmﬁnning experinment, the depth is 20 cm
and the tenperature is 10+1'C, the weight |loading of mce tail is 5% of

body wei ght. 3(bdeBxpe¢hmeet protedueeti me of the mice swiming in |ow
tenperature, and then using t-value nmethod to conpare the significance with

normal contrqlyoroup, 3.10.2 Exper | al_sResul t; The invented soft. capsul e
can obvi ous!  OrBARe aRACE. SpeRTIAEY SIS ber' SukBe SR idinr ng
| ow tenperature, 22 29 MAY 2006 there is remarkabl e significance conpare to

nor mal aomtthd dw oﬁeleB(Dn@ ¢ Q. b¥. imnagletmmalﬂilnjéaft\ient eth kot
capsul e can obviously reduce TG TCH LDL-C, TCH/ HDL-C ratio and Al of

o1 teose rod pfolypdlecRiOkeR Qf A NiIPRHS cAemots s St RIHES oci n
and the experinental rats with hyperglycaem a | ead by all oxan; obviously

enhance gviduater dyitof eG@uated r sdmem t igducoseentsedéctVDA( nmide serthm of
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enhance,infl anmmatory dro deqgree of del ayed tiype. hygersensitivity wth
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soft capsul e had the functions of
medicine Phenformin group, High and low dose of invented capsule
group. All mice were intragastric administration 1 time each day in
10 days; Take another 10 mice as normal control group. All mice
were fasting diet 12 hours after last administration, then taking
blood from eye sockets, separating blood serum, using evaluate kit
evaluated serum glucose value with Glucose enzymic method, then
using t-value method to compare the significance with model group.
3.3.2 Experimental Result:
The invented soft capsule can obviously reduce serum glucose
of the experimental mice with hyperglycaemia lead by Streptozocin,
there is remarkable significance compare to model group, see table

3.

3.4 The impact to the blood glucose value of experimental rats
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with hyperglycaemia

3.4.1 Experiment procedure:

160 male rats, weighting 200~250g, were given alloxan on
the dosage of 200mg/kg by intraperitoneal injection. taking blood
from eye sockets of the survivals 72 hours later, using evaluate kit
evaluated serum glucose, select 40 rats with hyperglycosemia
whose serum glucose value is 20~25 mmol / L, Which were
randomly divided into 4 groups: Model group, Positive medicine
Phenformin group, High and low dose of invented capsule group.
All rats were intragastric administration 1 time each day in 10 days;
Take another 10 mice as normal control group. All mice were
fasting diet 12 hours after last administration, then taking blood
from eye sockets, separating blood serum, using evaluate kit
evaluated serum glucose value with Glucose enzymic method, then
using t-value method to compare the significance with model group.

3.4.2 Experimental Result:

The invented soft capsule can obviously reduce serum glucose
of the experimental rats with hyperglycaemia lead by alloxan, there
is remarkable significance compare to model group, see table 4.

3.5 The impact to the content of SOD and LPO in serum of

experimental rats

3.5.1 Experiment procedure:
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40 SD rats, half female and half male, weighting 350~450g,
were randomly divided into 4 groups: Normal control group,
Positive medicine Guilingji group, High and low dose of invented
capsule group. All rats were intragastric administration 1 time each
day in 10 days; taking blood from eye sockets 24 hours after last
administration, separating blood serum, using evaluate kit of
Superoxide dismutase (SOD), shade selection 4t 550nm wavelength
with xanthine oxidase to evaluated optical density(OD), then
calculate energy of SOD according to formula (Nitrite unit, NU /
ml); using evaluate kit of malondialdehyde (MDA), shade selection
at 532nm wavelength with malondialdehyde-thio-malonylurea to
evaluated optical densitv(OD), then calculate the content of MDA
in the serum of rats according to formula , then using t-value

method to compare the significance with normal control group.

Calculate formula:

Contrast OD - Evaluated tube OD
Contrast t ube OD

SOD activity(NU/ml)= +50% x sample diluted times

Evaluatedtube OD- Contrast vacant tubeOD

= x 10nM/ml x sample diluted times
MDA (nM/ml) Standardtube OD- Standerdvacant tibe OD P

3.5.2 Experimental Result:

&) N1 2068
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The invented soft capsule can obviously enhance the energy of
SOD and reduce the content of MDA in the serum of rats, there is
remarkable significance compare to normal control group, see table
5.

3.6 The impact to the organ index number of mice’s immune
organ

3.6.1 Experiment procedure:

40 healthy and young ICR mice, half female and half male,
weighting 12~ 14g, were randomly divided into 4 groups: Normal
control group, Positive medicine Huangqijing oral liquid group,
High and low dose of invented capsule group. All mice were
intragastric administration 1 time each day in 10 days; 24 hours
after last administration, kill the mice with certebrae colli luxation
method, then taking the thoracic gland and spleen, weighing to
calculate the index number of thoracic gland and spleen (organ
index number= organ weight (mg)/body weight (g), then using
t-value method to compare the significance with normal control
group.

3.6.2 Experimental Result:

The invented soft capsule can obviously enhance the index
number of thoracic gland and spleen, there is remarkable

significance compare to normal control group, see table 6.
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3.7 The impact to inflammatory dropsy of delayed type
hypersensitivity with mice skin lead by DNCB

3.7.1 Experiment procedure:

50 ICR mice, half female and half male, weighting 20~22g.
Using 0.02ml 7% 2,4-dinitro-chlorobenzene (DNCB) acetone
solution to lead hypersensitiveness with hypodermical injection in
the back of mice. Which were randomly divided into 5 groups:
Normal control group, Model group, Positive medicine Guilingji
group, High and low dose of invented capsule group. Start
administration when hypersensitiveness is formed, All mice were
intragastric administration 1 time each day in 10 days;In 4th and
6th day after hypersensitiveness is formed, All mice were given
Cyclophosphamide on the dosage of 30mg / kg with intraperitoneal
injection except normal control group. Smearing 1%DNCB Sesame
Oil solution 0.03 ml on the right ear of ali mice to stir up excitation
an hour after last administration, Kill the mice 16 hours later, using
round punch (d=8mm) to get a piece of round ear tissues from both
left and right ear, weighting, apply the difference of weight
between left and right ear tissues as the standard of inflammatory
dropsy degree of delayed type hypersensitivity with mice skin lead
by DNCB, then using t-value method to compare the significance

with model group.
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3.7.2 Experimental Result:

The invented soft capsule can obviously enhance the
difference of weight between left and right ear tissues, there is
remarkable significance compare to model group, see table 7.

3.8 The impact to the content of serum hemolysin of mice

3.8.1 Experiment procedure:

50 ICR mice, half female and half male, weightiné 20~22g.
were Intraperitoneal injection with 0.21ml 5% chicken red blood
cell and Sodium Chloride suspension to immune. Which were
randomly divided into 5 groups: Normal control group, Model
group, Positive medicine Guilingji group, High and low dose of
invented capsule group. Start administration after immunized, all
mice were intragastric administration 1 time each day in 7 days, In
4th and 6th day after hypersensitiveness is formed, All mice were
given Cyclophosphamide 30mg / kg with intraperitoneal injection
except normal control group. Taking blood from the eyeball of mice
an hour after last administration, centrifugal separating serum and
then diluted it with Sodium Chloride to 100 times, taking the
diluted serum 1 ml, mixed with 5% chicken red blood cell and
Sodium Chloride suspension 0.5 ml, 10% complement 0.5 ml,
keeping constant temperature at 37°C30 minutes, then stop the

reaction in refrigerator at 0°C. Centrifuging it to get supernate, then
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shade selection at 540 nm wavelength to evaluated optical density
(OD), using OD as the standard of serum hemolysin level, then
using t-value method to compare the significance with model
group.

3.8.2 Experimental Result:

The invented soft capsule can obviously enhance the content
of serum hemolysin of mice, there is remarkable shignificance
compare to model group, see table 8.

3.9 The impact to the ability of mice to endure oxygen
deficiency with normal pressure

3.9.1 Experiment procedure:

40 ICR mice, half female and half male, weighting 19~22g,
were randomly divided into 4 groups: Normal control group,
Positive medicine Huangqijing oral liquid group, High and low
dose of invented capsule group. All mice were intragastric
adnnnjmxaﬁon 1 time each day in 10 days. An hour after last
administration, take all mice into white 125ml wide-mouthed bottle
which have 15g natrica calx, smearing Vaseline around the bottle
cap to seal up, count time immediately, taking respiration ceases
as standard, observe the survival time of the mice, then using
t-value method to compare the significance with normal control

group.
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3.9.2 Experimental Result:

The invented soft capsule can obviously extend the
experimental mice’s endurable time of oxygen deficiency with
normal pressure, there is remarkable significance compare to
normal control group, see table 9.

3.10 The impact to mice’s swimming time in low temperature

3.10.1 Experiment procedure:

50 female ICR mice, weighting 18 ~20g, were randomly
divided into 4 groups: Normal control group, Positive medicine
Huangqijing oral liquid group, High and low dose of invented
capsule group. All mice were intragastric administration 1 time
each day in 7 days; Fasting diet 12 hours before last administration,
An hour after last administration, take all mice into the glass
water-bath which diameter and height were both 30 cm to carry the
low-temperature-swimming experiment, the depth is 20 cm, and the
temperature is 10£1°C, the weight loading of mice tail is 5% of
body weight. Observe the persistence time of the mice swimming in
low temperature, and then using t-value method to compare the
significance with normal control group.

3.10.2 Experimental Result:

The invented soft capsule can obviously extend the

experimental mice’s persistence time swimming in low temperature,
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there is remarkable significance compare to normal control group,
see table 10.

4. Conclusion:

The invented soft capsule can obviously reduce TG. TCH.
LDL-C. TCH / HDL-C ratio and AI of experimental rats and
rabbits with hyperlipoidemia; Obviously reduce serum glucose of
the experimental mice with hyperglycaemia lead by Sfreptozocin
and the experimental rats with hyperglycaemia lead by alloxan;
obviously enhance the energy of SOD and reduce the content of MDA in
the serum of rats; obviously enhance the index number of thoracic gland
and spleen, enhance inflammatory dropsy degree of delayed type
hypersensitivity with mice skin lead by DNCB; obviously enhance the
content of serum hemolysin of mice; obviously extend the experimental
mice’s endurable time of oxygen deficiency with normal pressure, All
the above proved that the invented soft capsule had the functions of
reducing blood fat and glucose, enhancing SOD level, reducing lipid
peroxidation, enhancing immune function , anti- fatigue and -anti- fatigue

functions.
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Table8: The impact of the invented soft capsule to the content of serum

hemolysin of mice (x +SD)

Dosage
group Animal number optical density (OD)
(g/kg)
Normal control -- 10 0.192+0.099
Model group -- 10 0.137£0.006
Guilingji 0.24 10 0.170£0.008***
The invented soft capsule 3.6 10 0.251+0.099*** A A
The invented soft capsule 1.8 10 0.171+0.028**

Compare to Model group: **: P<0.01, ***. P<0.001; A AP<0.01.

Table9: The impact of the invented soft capsule to the ability of mice to

endure oxygen deficiency with normal pressure (x +SD)

Animal
group Dosage(g/kg) Survival time(min)
number
Normal control -- 10 16.39+1.71
Huanggqijing oral 5.4 10 16.30+1.68
liquid
The invented soft 3.6 10 20.51£4.42*% AN
capsule
The invented soft 1.8 10 18.23+£2.20
capsule

Compare to Model group: **: P<0.01, A AP<O0.
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Table10: The impact of the invented soft capsule to mice’s swimming

time in low temperature (X +SD)

Dosage swimming time in low
group Animal number
(g/ke) temperature(min)
Normal control -- 10 3.14+0.89
Huangqijing oral liquid 5.4 10 5.62£1.59**
The invented soft 3.6 0 6.2942.33 %%
capsule
The invented soft 1.8 10 4.23+1.04
capsule

Compare to Model group: **: P<0.01

Experiment example 2: clinical trial

I The criteria to chose the cases

(I) The diagnostic criteria

1. The diagnostic criteria of the deficiency of kidney y-in
(referring the diagnostic criteria of the deficiency syndromes
established in the 3rd nation integrated traditional and western
medicine conference): aching pain in the waist and knees, burning
sensation of five centers, dry mouth and throat, dizziness, ear
ringing or deafness, night sweat, constipation, red tongue body and

thready and rapid pulse.



O~7Cd W z *>** * O Pl 29 MAY 2006 Tabl e8: The inpact,¢ %ﬁ; 06
i nvented soft capsule to the content of serum henol ysin of nlce (x
groupDosage Ani mal nunberoptical density (OD) (g/kg) Nornal

control --100.1920. 099 Model group--100.1370.006 Guilingji0.24100.1700.008***
The invented soft capsul e3.6100. 2510. 099*** AA The i nvented soft

capsul el. 8100. 1710. 028** Conpare to Mddel group: **: P<0.01, ***:. P<0.001;
AAP<0. 01. Tabl e9: The inpact of the invented soft capsule to the ability of
mce to endirhexiggnasétd cirdecia wiftthenbymelrlipreansar e (xSD) Ani nal
groupDosage( g/ kg) Survival time(mn) nunber Normal control--1016.391.71
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1.54mmol / L for 2 times within 2 weeks; the HDL < 1.04mmol /
L in the male or HDL<1.17mmol / L in the female can be
diagnosed as hyperlipemia too.

3 The diagnostic criteria of the diabetes II: (referring to the
corresponding criteria made by WHO at 1980Y)

(1) There are the typical symptoms of diabetes and the blood
sugar any time is more than 11.I1mmol/L, or the fasting blood sugar
without meal is higher than 7.8 mmol/L.

(2) There are the typical symptoms; though the blood sugar is
lower than the level above, the OGTT (method of 75g glucose)
indicates that the blood sugar 2 hours after the sugar intake is
higher than 11.1 mmol/L.

(3)If there are not symptoms related to the diabetes, the criteria
above must be supplied with another criterion that in the OGTT, the
blood sugar 1 hour after the sugar intake must higher than 11.1
mmol/L, or the blood sugar 2 hours after the sugar intake must
higher than 11.1 mmol/L in another OGTT, or another fasting blood
sugar before the meal is higher than 7.8mmol/L.

According to the criteria above, the patients can be diagnosed

as diabetes II.
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ACP<O. 29 MAY 2006 Tablel O The inpact of the invented soft capsule to
mce's swming tine in |ow tenperature (xSD) Dosage swming tine in | ow
gr oupAni mal nunber tenperature(mn) (glkg) Normal control--103.140. 89
Huanggijing oral Iiquid5.4105.621.59** The invented soft3.6106.292. 33**
capsul e The invented softl.8104. 231. 04 capsul e Conpare to Model group: **:
P<0. 01 Experinent exanple 2: clinical trial (| The criterja to chose the
cases (1) ThelgiBhasyiteriaraheut the cases o thesdincarirteri a of the
deficiency of kidney yin (referring the diagnostic criteria of the

defi ci ency SYPTSFIg%arﬁﬁ{ts,gb'fstﬁgddi'sggﬁgaﬁtf%%ﬁﬁ%éﬁagient egrated traditional

and western ci ne conference): rn't wai st and knees,
burning sensation of five centers, dry nouth and throat, dizziness, ear
ringi ng or dBafsedsen thiegaxpeneaentabmes st ihat, thednvenged sedtly and t hready
and rapid pul se. 29 MAY 2006 2 The diagnostic criteria of the hyperlipem a:
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/ L in the femal e can be diagnosed as hyperlipema too. 3 The diagnostic
criteriafwhctiba thabthesnventé¢denedicine couldeimpoovestiondiymgptoinseofa nade
by WHO at 1980)' (1) There are the typical synptons of diabetes and the

bl ood  sugafciafo dtirdtSd R e e daBot® fFard HyiferdIfpdidig fhqedsuoar

who were diagnosed as deficiency of kidney yin were brought into
the clinical trial. Some selected patients were brought into the open
treatment group (the diseases were not limited).

2.The selection criteria

(1) The patients had the symptoms related to deficiency of
kidney yin, and the corresponding score was higher than 10.

(2) The patients of hyperlipemia or diabetes II or the people
who had been diagnosed before but had controlled the condition
stably by the diet or drugs were brought into the trial. The patients
who were suffering from the other diseases but diagnosed to be the
syndrome of deficiency of kidney yin were brought into the open
treatment group.

(3) The ages of the cases varied from 18 to 70 years old.

(4) All the patients were not forced.

3 The elimination criteria

(1) The patients were suffering from the other serious diseases



wi thout neal is higher than 7.8 mol /L. (2) There are the typi cod NpAVPHEYTS:

t hough the bl ood sugar is |ower than the |evel above, the OGIT (nethod of
759 glucose) indicates that the blood sugar 2 hours after the sugar intake
is higher than 11.1 mmol /L. (3)If there are not synptons related to the

di abetes, the criteria above nust be supplied with another criterion that
in the OGIT, the blood sugar 1 hour after the sugar intake must higher than
11.1 mpl /L, or the blood sugar 2 hours after _the sugar j.ntake. nust higher
than 11.10 Heicardiavassuhl SYSiem, sierehsONas Cuiak iswgtmdavegugadnﬁﬁf ore the
meal is higher than 7.8muvol /L. According to the criteria above, the patients

can be di : k had ddirit. 33 29 MAY 2006 (I11) The criteria about
t he casg% intt gng??xgcg?Ftria$b if The warranty of the disease type

sel ection Based on the experimental results that the invented soft capsule
coul d | over (elBeooasesigge anas Meaymnd dhearangad &ithiyears gldact i on t hat

the invented nedicine could i nprove the synptons of emaciation-thirst

et ot ency o kidey ST Tarery PR P e @S BERnatty Wl feg=c =

sel ected patients were brought. into the open _treatnment group (the di seases
were not |inlhegatienthavew athergic ¢oithdsimedigime patients had the
synptons related to deficiency of kidney yin, and the correspondi ng score

beopl o who ! Bt Aol S BE AR oM RE deBER Ao o kRde i  on

stably by the diet or drugs were brought into the trial. The patients who
were sufweredgwenthand Qoidheipatiends who hiaddheseambingd syanptgms one of

deficiency of kidney yin were brought into the open treatnent group. (3)

The age%ﬁ&hbhggfﬁjﬁﬁﬁé/ﬁﬂf?ﬁiﬂﬁt@y‘oﬁﬁiﬁ’{xaoth/@acizfnﬁjh%eét‘%u%' [i0e Bt ients

were not force el'i m na erra ( e patients were suffering

fromthe other serious diseases . .
thick-greasy fur should be eliminated.

(5) Any patient who was not according to the selection criteria
or didn’t take the medicine on the prescription so that the curative
effect couldn’t be evaluated, or was short of the important data so
that the curative effect and security could not be appraised would
be eliminated.

II The grouping and administrating method

1.Comparison method:

The auto control before and after the treatment was adopted. There
were 100 patients in the treatment group I who received the treating
of the invented medicine, while 30 patients in the treatment group
[T who received the treating of any usual medicine except the
invented medicine.

2. The method of administration



34 29 MAY 2006 in the cardiovascul ar system cerebrovascul ar sy gay 2006
ki dney, henopoietic systemand spirit. (2) The cases' age was beyond the
range 18-70 years old. (3) The wonen were in the period of pregnancy and

| actation. The patients were allergic to this nedicine. (4) The patients
whose scores of the deficiency of kidney yin were |lower than 10 or the
patients who had the conbi ned synptons of the deficiency of kidney yin and
t he danp heat such |ike the thick-greasy fur should be eljmnated. (5) Any
pati ent Whe sisgleoblund angthgdt washadoptedtand the patientsoin dregtmendke t he
medi ci ne on the prescription so that the curative effect couldn't be

and securrRRP iR ettt Wi BT A sERArPanbIls A e dhe WF 2L Te

and adm nistrating nethod 1.Conparison nethod: The auto control before and
af ter t heapsektsréeachesapsivie equaihéoel .Sgeceudoodpig) emestime; Betimesit ment
group | who received the treating of the invented nedicine, while 30
patients i4? he treatment group Il who received the treating of any usual

medi ci ne? & eépt the invented nedicine. 2. The nmethod of admnistration - 35

29 MAY 2006 The single blind nmethod was adopted and the patients in
treat ment gooubhe pemed: efdreatmienh: 6heecieksent ed soft capsule on the dose
of 2 capsules (each capsule equals to 1.5g crude drug) one tinme, 3 tinmes a

out pat | ent's Snat BeSPREGE, Rhibe GasdSTte, duindenty il the ARAERER | 27

152 outpatients and 78 inpatients had attended the trial and the ratio of
t he i npawiezet notaimBa8do1Ad the end paf ithet triakr d 52 gaitpatiemtse anide 7 di ci ne

rigidly and every week there were special persons who were in charge of
the fol | oW4iReity WXt atldnd&8 thRIBIEP aHd PREHAMES ' PP the inpatients was
33.91%. The outpatients were urged to take the medicine rigidly
and every week there were special persons who were in charge of
the follow-up survey.
III The indexes of observation
1. The indexes related to the curative effect
(1) The score change of the symptoms and physical signs
related to the deficiency of the kidney yin.
(2) The change of the blood fat and sugar of the hyperlipemia
patients and type II diabetes patients respectively.
2. The indexes related to the security
(1) The general condition of the patients.
(2) The 3 routine tests of blood, urine and stool.
(3) The function tests of liver and kidney. (SGPT, A/G, BUN,

Scr)



1. The indexes related to the curative effect (1) The score chayg®iof 2008
synptons and physical signs related to the deficiency of the kidney yin.
(2) The change of the blood fat and sugar of the hyperlipema patients and
type Il diabetes patients respectively. 2. The indexes related to the
security The general condition of the patients. The 3 routine tests of

bl ood, urine and stool. The function tests of |iver and kidney. (SGPT, A G
BUN, Scr) - 36 29 MAY 2006 (4) ECG 3. The method of observation (1)
Inquiring afd)re&de€ing the rel ated things about the administration. (2)
Eval uating and recording the synptons related to the deficiency of the

ki dney yin b?f?ﬂﬁ:hﬁ@ﬂ%ﬂf%ﬁ”@ﬁ%eﬁ@?ﬁ%pﬁeeks’ 4 weeks and 6 weeks after the

treatnment. Appraising e change o e bl ood sugar and bl ood fat and

eval uating the indexes of security, Recording the results above. 1V The
criteria ab6l) thequurismg asdereeetding thmeetatedethings abeaitutha on about the
deficiency of the kidney yin Four grades: clinical recovery, significantly
effeCti%ﬁhnjﬁﬁﬁ?gﬁb e and ineffective. 1. dinical recovery: the synptons,
physi cal”signs or thé score of the deficiency of the kidney yin decreased
by 90% 2. Significantly effective: the synptons, physical_ signs or the
score of t hédef foladuaying amkrecandingithedsongdonas igla@doosths. Effecti ve:

t he synptons, physical signs or the score of the deficiency of the kidney

yi n decr % L{ye: , [ igns didn't
inprove(gﬁﬁgﬁﬁg¥§§ggZﬂé}kﬁ%%égg?ﬁgﬁ%%%ﬁx%iﬂgﬂzé I dney 9ﬁ?y2eg$%§§%ualess
than - 37 29 MAY 2006 30% (Ilﬂ The criteria of evaluati.on about the

e

curati vavetkscandn6 weeks after the treatment. Appraising the change of

the blood sugar and blood fat and evaluating the indexes of security.
Recording the results above.

IV The criteria about the curative effect

(I The criteria of evaluation about the deficiency of the
kidney yin

Four grades: clinical recovery, significantly effective,
effective and ineffective.

1. Clinical recovery: the symptoms, physical signs or the score
of the deficiency of the kidney yin decreased by 90%.

2. Significantly effective: the symptoms, physical signs or the
score of the deficiency of the kidney yin decreased by 60-90%.

3. Effective: the symptoms, physical signs or the score of the
deficiency of the kidney yin decreased by 30-60%.

4. Ineffective: the symptoms, physical signs didn’t improve or

the score of the deficiency of the kidney yin decreased less than



the diabetes. ( referring to the < The new drugs' clinical resezg sy 2006
governing principles of the TCW fascicule 1, Page 216) 1. Significantly
effective: the synptons are al nost disappeared after the treating and the
fasting bl ood sugar (before the breakfast)is lower than 7.2mvol / L(130ng /
dl), the postprandial blood sugan(2 hours after the neal)is |ower than
<8.3mmmol / L(150ng / dl); the urine sugar quantity is less than 10.0g/24
hours; or the level of blood sugar and the 24 hours urine sugar quantity
decr easedOby. 30% after the treatnment. 2. Effective: the synptoms inproves
significantly after the treatnent; the fasting bl ood sugar (before the

cugar (2 hodtd art e REELENT (ol oMot the U AAPSL SRR Gy > PR

urine su&ar quantity is |ess than 25.0%24 hours; or the |evel of blood
sugar arilhe idsabetemuf seferriag dgatherantheynerec deugsd elyniagogeseatch he

treat nent. I neffecitive: the inprovenent of the bl ood sugar and urine

3.
sugar do ' : | ev f i AN chirlkkari a of eval uation
about tHgéggggpﬁggnééﬁg%kﬁbﬁfggérﬁ§g@§f?%%%FgJE(?TEP§¥%?%SStO the < The new
drugs' clinical - 38 29 MAY 2006 research governing principles of the TCW
fascicul e 2, FagSignzhicantlyCeiffectaver éhowymptones syemlonestnd physi cal

si gns di sappeared and the rel ated i ndexes of | aboratory exam nation turned

ot et eat ST he dreaPl i A AP FaSUEEHINO, siEal TR C1 0

the criterion as follow ng: TC decreased 20' %, TG decreased 40 % HDL-C
i ncr easdhie>~ breakfast)is Uoweny tham ) 7.2mmol- ¢ L(#B0mgdecrdhsedthe20% 6.

Ef fective: one of the indexes has reached the criterion as follow ng: TC

sec s ek i) 2B BRI % I BP0 Y 0, 10
| abor at 7Y, Imanohat L g { dlypripes whodr bygar quantity is less than
10.0g/24 hours; or the level of blood sugar and the 24 hours urine
sugar quantity decreased by 30% after the treatment.

2. Effective: the symptoms improves significantly after the
treatment; the fasting blood sugar (before the breakfast)is lower
than 8.3mmol / L(150mg / dl), the postprandial blood sugar(2
hours after the meal)is lower than <10mmol / L(180mg / dl); the
urine sugar quantity is less than 25.0g/24 hours; or the level of
blood sugar and the 24 hours urine sugar quantity decreased by
10% after the treatment.

3. Ineffecitive: the improvement of the blood sugar and urine
sugar doesn’t reach the level of effective.

(IIT) The criteria of evaluation about the curative effect on

the hyperlipemia. ( referring to the < The new drugs’ clinical



V. The untoward reactions and the side-effects Qobserving and r eppPMNYZD0H |
the untoward reactions and the side-effects in the period of treating. VI
Results: ( 1) The results of the clinical trials about the hyperlipem a
and di abetes - 39 29 MAY 2006 Table 11 The results of the hyperlipem a
treating trial CurativeeffectRatio of clinical Total recovery Cinicratio
Si gni fi canand Di seaseG oupNunberal effectiineffectiof the tlysignifican

recoveveveeffecti effectivetly.ryo v ~ ffective % erliplreatnme
5053010 7RG OL Y RTAMLE rONBIIESet shor he M ThRas tiew o 2yBags | deda
research governing principles the TCMon the hyperlipema > the ratio of

clinical recaye(yigfihisieivésante sghiseimycand f89srnd dipas ot al |
effective ratio is 86% Table”12 The'results of the diabetes treating trial
Curative effectRatjo of clinical Taotal yecoveryratio of : .

Di sease GAPREHECS] fit]é‘émr?ﬁ%ﬁ@%t dees (0| [aReralony, examination

effectivesignificantlyeffective effective(%
turned normal after the treatment.

5. Significantly effective: the symptoms are almost
disappeared after the treating and one of the indexes has reached
the criterion as following: TC decreased =20%, TG decreased=
40% , HDL-C increased=0.26mmol / L(10mg / dl), TC-HDL-C
/ HDL-C decreased=20%.

6. Effective: one of the indexes has reached the criterion as
following: TC decreased by 10 26 -20% , TG decreased by
20%-40% , HDL-C increased by 0.104 mmol / L(4mg /
dl)-0.26mmol / L(10mg / dl), TC-HDL-C / HDL-C decreased by
10%-20%.

7. Ineffective: the symptoms, physical signs and the indexes
of laboratory examination didn’t improve clearly.

V. The untoward reactions and the side-effects

Observing and recording all the untoward reactions and the
side-effects in the period of treating.

VI Results:

( I ) The results of the clinical trials about the hyperlipemia

and diabetes



(9% Treatnent509251618. 068. 0 Di abetes group Based on the < The peM AV 2al6
research governing principles of the TCM on the diabetes >,

clinical
effective is 18. 0% and the total

ratio of significantly
(1) The change of the blood fat and the bl ood sugar before and after

t he

effective ratio is

68. 0%
the treatnment 29 MAY 2006 In 000 a000 AAA O 0 b0o0 ON O O h 000
cwO 00
Table 11 The results of the hyperlipemia treating trial
Curative effect Ratio of
linical
clinica Total
. recovery _
Clinic Signifi d ratio
a
Disease Group Number al rritiean effecti | ineffecti | . n of the
tly significan )
recove feoti ve ve i effecti
effective y o
ve (%
Y effective (%)
(%)
H li Treat
Yperiip | HIEAmE 1 454 5 19 19 7 48.0 | 86.0
ermia nt group

Based on the < The new drugs’ clinical research governing

principles the TCM on the hyperlipemia >, the ratio of clinical

recovery and significantly effective is 48% and the total effective

ratio 1s 86%.

Table 12 The results of the diabetes treating trial

Curative effect Ratio of
clinical Total
recovery ratio of
Disease Group Number | Significantly . _ 4 and the
] effective | ineffective | = _ )
effective significently | effective
effective (%)
(%)
_ Treatment 50 9 25 16 18.0 68.0
Diabetes
group

Based on the < The new drugs’ clinical research governing

principles of the TCM on the diabetes >, the ratio of significantly

effective is 18.0% and the total effective ratio 1s 68.0%.

M

The change of the blood fat and the blood sugar

before and after the treatment
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According to table 13 and table 14, the invented medicine
could lower the TG, TC in the hyperlipemia patients. The decrease
of the blood fat after the treatment was significant; in the diabetes
patients, the medicine could lower the blood sugar before and after
meal; the decrease of the blood sugar was significant.

Practice example 1:

Prepared
. Prepared
rehmannia 960g . 480g
dogwood fruit
root
root-bark of .
360g chinese yam 480g
peony
_ alisma
Indian bread 360g , 360g
rhizome
Refined ,
. Right
edible
amount

vegetable oil

The root-bark of peony 1s soaked in the water 12 times of the
herb for 3 hours, and then the root-bark of peony is distilled by the
water vapour for 12 hours. Collecting the distilled liquor until it
reaches the 8 times weight of the herb and preserving the mother

liquor separately. Cooling the distilled liquor at 0-4°C for 12 hours
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and filtrating to collect the paeonol; dehydrating the wet paeonol by
the cold wind and preserving the dry paeonol in airtight condition.
The solid residual is mixed with the prepared rehmannia root,
Chinese yam and Indian bread. The mixture is decocted in the water
8 times weight of the herbs for 3 times. Each time continues 1.5
hours. The 3 piece of decocted liquor are mixed and added into the
paeonol mother liquor. Concentrating the mixture to a extracturm
with the relative density 1.10 at 80 ‘C , centrifugating and
concentrating the extracturm to extracturm I with the relative
density 1.13 at 80°C. The dogwood fruit and the alisma rhizome are
crushed to coarse powder and added 8 times weight of 60% alcohol
to extract refluxingiy for 3 times. Each time is 3 hours. Collecting
the filtrated liquors and retrieving the alcohol, and then
concentrating the filtrated liquor to the extracturm II with the
relative density of 1.14 at §0°C; mixing the extracturm I and II,
then concentrating the mixture to a thick paste with the relative
density of 1.30-1.35; dehydrating the thick paste in the vacuum,
crushing the dry medicine to powder and then sifting the powder
through the screen. Crushing the paeonol and mixing it with the
sifted extracturm powder, adding right amount of supplementary
materials and milling the mixture with the colloid mill; sifting the

milled powder and putting it into 1000 soft capsules. Each soft
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capsule is 1.0g weight and equals to 3.0g crude drug.

Practice example 2:

Prepared Prepared
rehmannia g dogwood fruit 8
root
-bark of :
root-bark o 180g chinese yam 240g
peony
alisma -
21 bread 180 . 18
Indian brea g rhizome ¢
Refined -
edible Right
amount

vegetable oil

The root-bark of peony is soaked in the water 10 times of the herb
for 2 hours, and then the root-bark of peony is distilled by the water
vapor for 10 hours. Collecting the distilled liquor until it reaches the 8
times weight of the herb and preserving the mother liquor separately.
Cooling the distilled liquor at 0-4°C for 12 hours and filtrating to collect
the paeonol; dehydrating the wet paeonol by the cold wind and
preserving the dry paeonol in airtight condition. The solid residual is
mixed with the prepared rehmannia root, Chinese yam and Indian bread.
The mixture is decocted in the water 6 times weight of the herbs for 2
times. Each time continues 1 hours. The 2 piece of decocted liquor are
mixed and added into the paeonol mother liquor. Concentrating the
mixture to a extracturm with the relative density 1.10 at 80°C,

centrifugating and concentrating the extracturm to extracturm I with the
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According to table 13 and table 14, the invented nedicine could |ower the
TG TC in the hyperlipem a patients. The decrease of the blood fat after
the treatnment was significant; in the diabetes patients, the nedicine could
| ower the bl ood sugar before and after neal; the decrease of the blood
sugar was significant. Practice exanple 1. Prepared Prepared rehmannia

%OQdOgWr% gti%u.etndfs?%g Wk tat rS%Q’b_.bﬁlié (i)ofgwood fruit and the alisma rhizome
are crushed to coarse powder and added 6 times weight of 70% alcohol
to extract refluxingly for 2 times. Each time is 4 hours. Collecting the
filtrated liquors and retrieving the alcohol, and then concentrating the
filtrated liquor to the extracturm II with the relative density of 1.14 at
80°C; mixing the extracturm I and II, then concentrating the mixture to a
thick paste with the relative density of 1.30-1.35; dehydrating the thick
paste in the vacuum, crushing the dry medicine to powder and then
sifting the powder through the screen. Crushing the paeonol and mixing
it with the sifted extracturm powder, adding right amount of
supplementary materials and milling the mixture with the colloid mill;
sifting the milled powder and putting it into 1000 soft capsules. Each

soft capsule is 0.5g weight and equals to 1.5g crude drug.



360gchi nese yanm#80g peony | ndi an bread360gal i sma 360g rhizome Ref Anghaddeaht
edi bl e anbunt vegetable oil The root-bark of peony is soaked in the water 12
times of the herb for 3 hours, and then the root-bark of peony is distilled

by the water vapour for 12 hours. | l,ecting the distilled liquor until it
reaches the 8 times weight of the BIBAAS preserving the nmother 1iquor

separately. Cooling the distilled |iquor at 0-4C for 12 hours 29 MAY 2006
and filtratindVhat sotlpyoedtifie paeonol ; dehydrating the wet paeonol by the

cold wind and preserwng t he aeonol .in airtjght conditijaqn e solid

residual is nilxed me%ﬁéo%@gjpéhg’ds?éﬂ?@ﬁmeam%{ﬁHOMH%%EIQEW | ndi an
bread. The (r? ture is decocted in the water 8 tinmes weight of the herbs for
3 tines. BAJR!OYWIBEcontinues 1.5 hours. The 3 piece of decocted |iquor are

m xed and addgd into,t aeonol ther | i quor. Concentr m xture
to a extract uf hAEP#h &?&fﬁépaﬁi‘v Whsity 1.10 at 80 C f(i: ntrw§8ati ng and

concentrating the extracturmto extracturml| wth the reI ative density 1.13
at 80C. The dpgrwbg-fveught and the alisma rhizome are crushed to coarse
powder and added 8 tinmes weight of 60% al cohol to extract refluxingiy for 3

times. Each ti hours.. Col lect i t filtr edI| ors a
retrieving thelgr%p@dﬁ |, W@t{chen oégﬂggﬂtrgj@?ﬂyt hZFtrfq Ftr ed Iiﬁﬁgr to the
extracturmll with the relative density of 1.14 at 80C, m xing the

extract ur mpartdndwdightt hen concentrating the mixture to a thick paste wth
the relative density of 1.30-1.35; dehydrating the thick paste in the

vacuum crushing the dry nedicine to powder and then sifti owder
t hrough t he s%@grpe(@%gﬁrrlfg t he paeonol and mixing it vvitll%gh ﬁgﬁfted
extracturm powder, addi ng right anmount of supplenentary materials and
mlling the mpartibey-widighthe colloid mill; sifting the

Common Yan Rhizome 150 — 600

part-by-weight

Indian Bread 100 — 450

part-by-weight

Oriental Waterplantain Rhizome 100 — 450

part-by-weight .

2. The composition of medicine according to claim 1 made from the
original herbs as following:
Prepared Rehmannia Root 960 part-by-weight

Prepared Asiatic Cornelian Cherry Fruit 480 part-by-weight

Tree peony Bark 360 part-by-weight
Common Yan Rhizome 480 part-by-weight
Indian Bread 360 part-by-weight
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mlled powder and putting it into 1000 soft capsules. Each soft,gx ﬁ;& 00?69
MAY 2006 capsule is |I.0g weight and equals to 3. Qg crude drug. %’gr% %e
exanple 2: Prepared Prepared rehmannia 480gdogwood fruit240g root root-bark
of 180gchi nese yanR40g peony I ndi an breadl80gali sna 180g rhi zone Refi ned

Ri ght edi(bfienwpwuteyﬁnﬁitahhRloiizbnTéle r oot - bar Baﬁﬁae@by-mighak@d in the
water 10 times of the herb for 2 hours, and then the root-bark of peony is
distilled by the water vapor for 10 hours. Collecting the distilled |iquor
until it reaches the 8 times weight of the herb and preserving the nother

| i quor separately. Cooling the distilled liquor at 0-4C for 12 hours and
filtrating to3co%ecdompheitme@htriedidﬁhsadcatdin% tohdaiet] paderfdbmbthet he col d
wi nd and preserving the dry paeonol in airtight condition. The solid
residual is. .m ﬁd with tte repared rehmanni a root, Chinese yam and I ndian
br ead. Trﬂaﬂgﬁlﬁf ?’ébsl%s ]EPA Oo‘@f% in the water 6 tinmes weight of the herbs for
2 times. Each tinme continues 1 hours. The 2 piece of decocted |iquor are

m xed and add®@depated RehmarniwRowtt her |iquor. Cod@&énhpast-bygwielght mi xt ure
to a extracturmwith the relative density 1.10 at 80C, centrifugating and

concentrating pl 18, 2§ MAGHHCEbPnEMARREALESD Frifct N 0D paritbyZWelENt 2006

Tree peony Bark 180 part-by-weight
Common Yan Rhizome 240 part-by-weight
Indian Bread 180 part-by-weight
Oriental Waterplantain Rhizome 180 part-by-weight .

4. A soft capsule of medicament, which was prepared according to
the following method:
Prepared Rehmannia Root 300 — 1000
part-by-weight
Prepared Asiatic Cornelian Cherry Fruit 150 — 600
part-by-weight
Tree peony Bark 100 — 450
part-by-weight
Common Yan Rhizome 150 — 600
part-by-weight
Indian Bread 100 — 450

part-by-weight
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relative density 1.13 at 80C. The dogwood fruit and the alism ?Qwﬂngo are
crushed to coarse powder and added 6 tines wei ght of 70% al coho ract
refluxingly for 2 tines. Each time is 4 hours. Collecting the filtrated
liquors and retrieving the al cohol, and then concentrating the filtrated

l'iquor to the(@Xehegit UWatbdpl/uritblﬁ h&liigbaté ve density of 1106 at 4580C;
m xi ng the extracturml then concentrating the mxture to a thick

paste with the f ati veggﬁnm ty of 1.30-1.35; dehydrating the thick paste
in the vacuumP&FRRNRI&We dry medicine to powder and then sifting the
powder through the screen. Crushing the paeonol and mxing it with the
sifted extractRefinpdvattble adgiengbkd ght armount of suppudfien¢ar yuantani al s
and mlling the mxture with the colloid mll; sifting the mlled powder

and puttin it into 0 soft capsul es. _Eaech soft ps welght
and squal s tpglstedife HRras e B0 BAR Lo0s Hau i AL 12 TiheateRs © A
conposition of Chinese nedicine nade fromthe original herbs as fol I own ng:

Prepar ed Ratistithi exfraotingarit- Iby=—we2gltour®r epidhed apsirat tleerCocaleicting
part-by-wei ght Tree peony Bark part-by-weight Comobn Yan Rhi zone

part - by- vei GRE B BT B T R B Berlh KEBbMa dHDER8! BbRE, g0
100- 450 2. The conposition of nedicine according to claim1l nmade fromthe
origi nal healosneascéogealinggthe distillate 10-14 hours at 0-4°C, leaching
paeonol, drying it with cold wind, airtight preserve and keeping
alone; Mixing above residue, Prepared Rehmannia Root, Common
Yan Rhizome and Indian bread, adding 6-10 times water, then
cooking the mixture 1-4 times, each time 0.5-2 hours, combinging
all the cooked water and the mother liquid of paeonol together,
then concentrate it to the extractum with d=1.10 at 807,
centrifugating with centrifugal separator on the speed of 20000 r/m
for 20 minutes, Discard the residue after centrifugated then
condensing to the extractum [ with relative density is 1.13;
Crushing Asiatic Cornelian Cherry Fruit and Oriental
Waterplantain Rhizome to coarse powder, adding 50-80% alcohol
4-8 times of it ,then extracted it 1-3 times, each time is 2-4 hours,
combining the filtrate, retrieving the alcohol, condensing to
extractum [ with relative density is 1.14 at 80°C; combining

extractum | and extractum II, condensing to thick paste with

relative density is 1.30-1.35 at 80°C; then vacuum drying, crushing
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Prepared Rehmanni a Root 960 part-by-weight Prepared Asiatic Co i
Cherry Fruit 480 part-by-weight Tree peony Bark 360 part-by-vve#%ﬁ'x‘ﬁ@oor%mn
Yan Rhi zonme 480 part-by-weight Indian Bread 360 part-by-weight 29 MAY 2006
Oriental Waterplantain Rhizome 360 part-by-weight o 3. The conposition of
nmedi ci ne aceRy %iié‘@intg; OrakAidg nPgeoh ¢ o anidheningiligg nalitthehbspasvdereldow ng:
Prepared Rehnmanni a Root 480 part-by-weight Prepared Asiatic Cornelian

Cherry Fruit 240 part,-by-weight Tree peon ark 180 part-hy-weight Comon
Van Rhi zomESRFad0 My bl GRET ATRGUR oF WNRISTRENEED: R rERLI: (D8R ent al
Wat er pl antai n Rhi zone 180 part-by-weight 4. A soft capsule of nedicanent,
whi ch was pirepdirad wick oodigid fdll, tshev i, | praissih ‘elBstipagagskuRehmanni a
Root 300 - 1000 ﬁt-by-wei ght FruitlS(?—gég\g Preggg?gAsiatic rnelian
Cherry part-by-weight 100- 450 Tree peony Bark part-by-wei ght 150- 600
Common Yan Rhi zone part-by-wei ght 100- 450 I ndian Bread part-by-weight 29
MAY 2006 Oriental Waterplantain Rhizome part-by-weight Refined edible
veget abl e oi | 510he scifb@apsiliei of rredicamentuaccording tnclegnt Agwieeeinptheny Bar k
1-3 hours with 6-12 tinmes water,

soft capsule was prepared according to the following method:

Prepared Rehmannia Root 960 part-by-weight

Prepared Asiatic Cornelian Cherry Fruit 480 part-by-weight

Tree peony Bark 360 part-by-weight
Common Yan Rhizome 480 part-by-weight
Indian Bread 360 part-by-weight
Oriental Waterplantain Rhizome 360 part-by-weight
Refined edible vegetable oil sufficient quantum,

Soaking The root-bark of peony in the water 12 times of the herb for
3 hours, and then distilling the root-bark of peony by the water
vapour for 12 hours; Collecting the distilled liquor until it reaching
the 8 times weight of the herb and preserving the mother liquor
separately; Cooling the distilled liquor at 0-4°C for 12 hours and
filtrating to collect the paeonol; dehydrating the wet paeonol by the
cold wind and preserving the dry paeonol in airtight condition; The
solid residual is mixed with the prepared rehmannia root, Chinese
yam and Indian bread; the mixture is decocted in the water 8 times

weight of the herbs for 3 times; each time continues 1.5 hours; the 3
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distill extracting it 6 - 12 hours wth vapor, then collecting Zﬁll\fﬂhbtﬁle 8
tinmes of the Tree peony Bark, keeping nother liquid alone; congeall ng e
distillate 10-14 hours at 0-4C, |eaching paeonol, drying it with cold w nd,
airtight preserve and keeping alone; M xing above residue, Prepared

Rehmanni a fleet, o CalesvttedaliqRoi Zbeimantidatiaad hdded, imwdithe adéndl mes

wat er, then cooking the mxture 1-4 tines, each tine 0.5-2 hours,

conbi ngi n || the cooked water.and,the.npther |iquid of paeonpl together,
Chen concaROMBER HudTy & RECERHALTE MR THNENTE 10 e MREturBEntHAr gt | ng
with centrifugal separator on the speed of 20000 r/m for 20 m nutes,

Di scard t helagseddengity er. 10eat 1§ (Gatedtrifigtatiggratah ot dmratingether act um |
with relative density is 1.13; Crushing Asiatic Cornelian Cherry Fruit and

i I I i i , 1.addj - 80¢ hol 4-8
ettt SRR B B BACRTE. LS, RASERE SBHTFY a0 R PR RO i o
the filtrate, retrieving the alcohol, condensing to extractumll with

rel ative d@msdbﬁvdcmcit.fitéitaanﬁaﬁ;e ghishianrhzometbeicigiorushed textoacgeum ||,
condensing to thick paste with relative density is 1.30-1.35 at 80C, then

vacuum dryin crushin 9 Y,.2006 and _sj eving; ushi.ng Paeonql and
m ngl i ng vﬁ‘?‘%dfeﬁeaﬂg\/\&aﬂgﬁi xf‘xné%? , W&&%F‘Lg"trggﬁ ﬁﬁ%q}'h(?l sﬁ?ppﬁ’éﬁ%ﬁt ary
materials, then grinding with colloid mll, sieving, pressing to get

el astic carflibeingly Toe 3otimespsuoh dimeedocadehiovasgoCdilegting cihei m 4,
wherein the soft capsul e was prepared according to the foll ow ng nmethod:

Pr epar ed nnd & Root 96 r.t-by-wei gh Pr.epar Asiatic rpelian
Cherry FratlFage paniers, S, SRt B Mslaleo il RHESNES, Fousetlrlig “Common
Yan Rhi zome 480 part-by-weight Indian Bread 360 part-by-weight Oiental

Wat er pl antthienfiRirazedrdi @66r parthebyxtractitm IRewi the dhe dieha & veeden siby eo foi |
sufficient quantum Soaking The root-bark of peony in the water 12 tines of

;[NQte e? o \tza];ogar4 %toseggs’ %&F&lgt %‘? thfa}c'rggl-fpﬂg ahlhgltliz I?ﬁéﬂ bﬁlﬁ@ﬁ{tr%ﬁﬁ@%’t}%’ the

reaching the 8 times weight of the herb and preserving the nother |iquor

separ at el yniXiokei bg &hthidkspiastedwlithguhe a¢ladirviC density dbulr.80anB5;

filtrating to collect the paeonol; dehydrating the wet paeonol by the
dehydrating the thick paste in the vacuum, crushing the dry
medicine to powder and then sifting the powder through the screen;
Crushing the paeonol and mixing it with the sifted extracturm
powder, adding right amount of supplementary materials and
milling the mixture with the colloid mill; sifting the milled powder

and putting it into 1000 soft capsules; each soft capsule is 1.0g

weight and equals to 3.0g crude drug.

6. The soft capsule of medicament according to claim 4, wherein the
soft capsule was prepared according to the following method:
Prepared Rehmannia Root 480 part-by-weight

Prepared Asiatic Cornelian Cherry Fruit 240 part-by-weight
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cold wind and preserving the dry paeonol in airtight condition; ? ddd
residual is mxed with the prepared rehmanni a root, Chinese yam and

bread; the m xture is decocted in the water 8 tinmes weight of the herbs for
3 tinmes; each tine continues 1.5 hours; the 3 29 MAY 2006 pi ece of decocted

| i quor be| ng r‘f]“peedp@@@l Rlgdd into the paeonol not HY0 paatbly ,.w@i)%hentratl ng
the mxture to a extracturmwnth the relative density 1.10 at 8

centrifugating.and congentgati the extracturmt trac urml with the
relative dens%??n@%ng?n%%m‘ﬁﬁe dogwood fruit a H@ ta?’?’smflg zone
bei ng crushed to coarse powder and added 8 times wei ght of 60% al cohol to

extract refl UxidighyBfeard 3 tinmes; each time for 3 HAY parCblyreatighy t he
filtrated Ii quors and retrieving the al cohol, and then concentrating the

filtrated liq ctur h the rel gtg ity 1.14 at
80C, mxing th r'eeﬂ PLW@? 1th{3§ concentrgt%d/nﬁagﬁ'gil'%ig Fe to a

thick paste with the rel ati ve denS| ty of 1.30-1.35; dehydrating the thick
paste in the \Refined edibdbivegathblaoyl nedi ci ne t o spdfideentiqdanhem,si fti ng
t he powder through the screen; Crushing the paeonol and mxing it with the

and omi11ing.t ho SPRELHE the (i anBat Ao BORYT if shit RRETRY finteEd Couder

and putting it into 1000 soft capsul es; each soft capsule is 1.0g weight
and equal sheoh8rtOfocrlidmusygndthdhalistilingagheureotbarkdo £ preenty dycor di ng
to claim4, wherein the soft capsule was prepared according to the

o1 Lowe " e ExBRPfid, Fpnie: ekt suihalhe GHgER S,

Bark 180 part-by-weight Comon Yan Rhi zome 240 part-by-wei ght |ndian Bread
180 part - pachimptthe( i temesl Wehght mifatheaherRinbpressoyipgy thoymotight
Refined edi bl e vegetable oil sufficient quantum soaking the root-bark of

Phe T oot - BQ&%*@%%&%%&%’J@O@EH&&F&3"@2Bfa‘) HeacloHt B SR PO e

distilled liquor until it reaching the times weight of the herb and
pr eser vi nqartcéiltmit reg to ldodlent theppaeerdly;dedpodiating blee dvet pheedol bguor at
0-4C for 12 hours
the cold wind and preserving the dry paeonol in airtight condition;
mixing the solid residual with the prepared rehmannia root, Chinese
yam and Indian bread; decocting the mixture is in the water 6 times
weight of the herbs for 2 times; each time for 1 hours; mixing the 2
piece of decocted liquor and adding into the paeonol mother liquor;
Concentrating the mixture to a extracturm with the relative density
1.10 at 80°C, centrifugating and concentrating the extracturm to
extracturm [ with the relative density 1.13 at 80°C; crushing the
dogwood fruit and the alisma rhizome to coarse powder and adding
6 times weight of 70% alcohol to extract refluxingly for 2 times;

each time being 4 hours; Collecting the filtrated liquors and

retrieving the alcohol, and then concentrating the filtrated liquor to
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and filtrating to collect the paeonol; dehydrating the wet paeo e
cold wind and preserving the dry paeonol in airtight conditi on;fwm&y%%%?h
solid residual with the prepared rehmannia root, Chinese yam and |Indian
bread; decocting the mxture is in the water 6 tinmes weight of the herbs
for 2 timhe @aehctur® Mowith bleenrelatividendite of 1 di€ee J0°Oeeentiag | i quor
and adding into the paeonol nother |iquor; ncentrating the mxture to a
extracturmwith the relativ ensity 1.1 t 80C, centrifugati nd
concent r atheeXieC B of el ot ontehitrating We FRdther 48 dellleRei 1y 1. 13
at 80C;, crushing the dogwood fruit and the alisnma rhizone to coarse powder
and addi ngpasbe twithstiveirghitioé d&¥iay anfhadl30-d .85t rcbejiydlej‘tlm%ithgl thickr 2
times; each tine being 4 hours; Collecting the filtrated liquors and
retrieving the.alcohol, and then.concentrating the filtrated |iquor to -51
25 Ny 2008564 dber St i SR AERE 6F b fdiing ol phPRIcH ang HRhol

m xing the extracturml and Il, then concentrating the mxture to a thick
paste wi t iftieg réeatposeddenthiroughf the HeréedH; crishyagatiegpddondlhand paste
in the vacuum crushing the dry nedicine to powder and then sifting the
powder through the screen; .gryshing the paeonol a m.xhng it wth the

BT ed exthiang DB st R PR R RO A ngo b by Raaler i s
and mlling the mxture with the colloid mll; sifting the mlled powder

and putti ngpplememaipOdaserfinlapgluined]ingedled moktureapsivh etheeicogldids5g wei ght
and equals to 1.5g crude drug. 7. A use of the conposition of medicine

accordi ng tg,any..clajm 1-3,in_the, manufacture qf. i ca t for,treating
i abet oo BIASHLEEIS futladpbodom UitEE R et RN GRRE bap SHASEr i m 3 5
in the manufacture of a medicanent for treating hyperlipema. 9. A use of

t he conposdaichoso fofcapsdileibedngol.dedimegght aadyequialisnioll g icnudealrmgnuf act ur e
of a nedi canent for preventing fatigue and enhancing the endurance of
oxygen deficiency. -52

e

7. A use of the composition of medicine according to any claim 1-3

in the manufacture of a medicament for treating diabetes.

8. A use of the composition of medicine according to any claim 1-3

in the manufacture of a medicament for treating hyperlipemia.

9. A use of the composition of medicine according to any claim 1-3

in the manufacture of a medicament for preventing fatigue and

enhancing the endurance of oxygen deficiency.
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