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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C St., S.W.

Washington, DC 20204

Dear Sir or Madam:
This notification is being filed pursuant to section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act (“FFDCA”), 21 U.S.C. § 343(r)(6), and in accordance with the requirements of 21
C.F.R. § 101.93. Uniweal, Ltd., Room 803, Corn Yan Center, 3 Jupiter Street, North Point,
Hong Kong, People’s Republic of China, plans to market a dietary supplement bearing the
following statements on the label and/or in the labeling:
Name of supplement: TIMYZOROLA™
Dietary ingredients: Rehmannia (Di-Huang) (prepared root)

Chinese Yam (Shan-Yao) (root)

Asiatic Dogwood (Shan-Zhu-Yu) (fruit)

‘Alisma (Ze-Xie) (root)

Polyporus (Fu-Ling) (filament)

~ Tree Peony Bark (Mu-Dan-Pi) (cortex)
Cassia (cortex)

Prepared Aconitum Tuber (Fu-Zi) (root)
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Structure/function statements:
1. This product supports healthy kidney and urinary function. This statement is the

subject of Guifu Dihuang Pills, which contains Rehmannia (Di-Huang) (root), Chinese

~ Yam (Shan-Yao) (root), Asiatic Dogwood (Shan-Zhu-Yu) (fruit), Alisma (Ze-Xie)
(root), Polyporus (Fu-Ling) (filament), Tree Peony Bark (Mu-Dan-Pi) (cortex), Cassia
(cortex), and Prepared Aconitum Tuber (Fu-Zi) (root).

2, This product promotes a healthy prostate. This statement is the subject of
TIMYZOROLA™, which contains Rehmannia (Di-Huang) (root), Chinese Yam (Shan-
Yao) (root), Asiatic Dogwood (Shan-Zhu-Yu) (fruit), Alisma (Ze-Xie) (root),
Polyporus (Fu-Ling) (filament), Tree Peony Bark (Mu-Dan-Pi) (cortex), Cassia
(cortex), and Prepared Aconitum Tuber (Fu-Zi) (root).

3. This product helps increase energy levels. This statement is the subject of Guifu
Dihuang Pills, which contains Rehmannia (Di-Huang) (root), Chinese Yam (Shan-Yao)
(root), Asiatic Dogwood (Shan-Zhu-Yu) (fruit), Alisma (Ze-Xie) (root), Polyporus (Fu-
Ling) (filament), Tree Peony Bark (Mu-Dan-Pi) (cortex), Cassia (cortex), and Prepared
Aconitum Tuber (Fu-Zi) (root). :

et S A S G e

Summary of Substantiation:

The claims “this product supports healthy kidney and urinary function” and “helps increase
energy levels” are based on and supported by reference to authoritative scientific literature.
TIMYZOROLA™ js identical to Guifu Dihuang pills, the beneficial effects of which have

been well characterized by authoritative scientific literature.

The Ehmgmgﬁmmmmggfﬂm which is approved by the Mmlstry of
Public Health of the People’s Republic of China, states that Guifu Dihuang Pills is comprised

of the above eight dietary ingredients (see attached).! The Pharmacopoeia of the People’s

Republic of China states that the action of Guifu Dihuang Pills is to “reinforce the yang of the

kidney,” and that Guifu Dihuang Pills is indicated for “deficiency of the yang of the kidney
“marked by cold sensation in the loins and knees, edema of the limbs, oliguria, or on the

v THE PHARMACOPOEIA COMMISSION OF PRC, PHARMACOPEIA OF THE PEOPLE’S REPUBLIC
OF CHINA (English ed. 1997, Chemical Industry Press) at 288 (1997).
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contrary polyuria, or marked by retention of fluid with cough and dyspnea, as well as
diabetes.”?

Further, the Ph L le’ ic of China states the following actions and

indications for the component ingredients of Guifu Dihuang Pills:

Rehmannia (Di-Huang) (root): Action—to reinforce the essence of life and marrow;
Indications—yin deficiency of liver and kidney, aching and weakness of the loins and
knees, emission, dizziness, uterine bleeding, etc.;

Chinese Yam (Shan-Yao) (root): Action—to strengthen the kidney and restrain seminal
discharge; Indications—seminal emission, excessive leukorrhea, frequency of urination
or diabetes due to deficiency condition of the kidney;

Asiatic Dogwood (Shan-Zhu-Yu) (fruit): Action—to replenish the liver and kidney,
restrain seminal discharge and relieve collapse; Indications—dizziness, impotence,
seminal emission, enuresis, frequency of urination, excessive uterine bleeding and
leukorrhea, collapse with profuse sweating, and diabetes;

Alisma (Ze-Xie) (root): Action—to cause diuresis: Indications—edema with oliguria,
diarrhea with diminished discharge of urine, and acute urinary infection with difficult
painful urination; -

Polyporus (Fu-Ling) (filament): Action—to cause diuresis and invigorate the spleen
function; Indications—edema with oliguria, diminished function of the spleen marked
by anorexia, restlessness, and insomnia; ’

Cassia (cortex): Action—to supplement body fire and lead the fire to the kidney, and
stimulate menstrual discharge; Indications—impotence, frigidity, dyspnea in deficiency

"“ syndrome of the kidney, dizziness, amenorrhea, and dysmenorrhea; and

Prepared Aconitum Tuber (Fu-Zi) (root): Action—to cause restoration from collapse,‘

to supplement body fire and reinforce yang, etc.; Indications—collapse with cold limbs

and faint pulse, impotence, frigidity, etc.

2/

WA01B/15858.1

“Yang of the kidney implies the physiological energy of life, i.e., fire in its physiological
sense, as well as the functions (growth, development, reproduction, metabolism, etc.)
produced hereby.” Id. at A-93.
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Therefore, the proposed claims “this product supports healthy kidney and urinary function” and
“helps increase energy levels” are proper and supported for Guifu Dihuang Pills, and therefore
TIMYZOROLA™,

TIMYZOROLA™ has also been demonstrated to “promote a healthy prostate.” This claim is
based on a 1993-1996 clinical study performed on 302 male volunteers diagnosed with benign
prostatic hyperplasia (BPH) and demonstrating high BPH symptom scores. The study was
conducted by Uniweal Ltd. and its agents (seg attached report titled “TIMYZOROLA™
Exhibits Positive Effects on the Prostate: Clinical Study in Support of the Dietary Supplement
Claim, ‘Promotes a Healthy Prostate’™).

In this study, TIMYZOROLA™ was compared to an approved drug in the U.S., PROSCAR
(finasteride), which is indicated in the treatment of BPH. In every measurement of BPH
performed, including measurements of symptoms and actual prostate enlargement,
TIMYZOROLA™ showed statistically significant differences from baseline measurements
taken prior to use of TIMYZOROLA™. Symptomatic scoring using the International Prostate
Symptom Score (IPSS) and Quality of Life (QOL) score (which are standards of prostate
assessment promulgated by the World Health Organization) showed significant improvements
as compared to baseline data with the use of TIMYZOROLA™ (p<.01). Also, urine flow rate
increased significantly over baseline data (p<.01); 4nd thé volume of the prostate gland itself
actually decreased over time as compared to baseline data with the use of TIMYZOROLA™
(p<.01). Finally, in a symptomatic category analysis of the study subjects, 98% of the subjects
using TIMYZOROLA™ fal] into categories of BPH where significant improvement is shown.
TIMYZOROLA™ performed similarly to finasteride in these measurements. The weight of
these results, demonstrating a positive effect on BPH-prostate, support the claim that
TIMYZOROLA™ “promotes a healthy prostate.”

The undersigned certifies that the information presented and contained in this notification is

" complete and accurate, and that Uniweal, Ltd. has substantiation that each structure/function
statement is truthful and not misleading. :

Sincerely,

Stephen Paul Mahinka
Counsel for Uniweal, Ltd.

Attachment

WAO1B/15858. 1
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This Pharmacopoeia is the English version edited from Pharmacopoeia of
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288  Guilu Dihuang Wan

test solution. Prepare a solution of 0.2 g of Radix Aris-
tolochiae reference drug, in the same manner, us the refer-
ence drug solution. Carry out the method for thin layer
chromatography (Appeadix VI B). using silica gel G coa.
mining carboxymethylecllulose sodium as the coating sub-
stance and bezene-methanal-glacial acetic acid (10:1:0.05)
as the mobile phase. Apply separately to the plete 10 ul of
the 1two solutions. After developing for two times. and re.
movy] of the plate, dry it in wir. The spots in the chro-
matogram obrained with the test solution correspond in po-
sition and colour to the spots in the chromatogrum obtained
with the reference drug solution.

Other rquirsmests Comply with the genersl requirements
for pills (Appendix [ A).

Actiog  To regulate the flow of qgi in the chest and relieve
pain.

Indications Angina pectoris with stulfiness sensation in the
chest.

Usuge and dosage L pill. 1~3 times a day. or under direc-
tion of physicisn: to be taken orally by chewing.

Precawtion  Contraindicated in pregnancy.
Storspe Preserve in tightly closed containers.

Guifu Dihuang Wan
(MR A)

Cuifu Dihuang Pills

Ingredients Cortex Cinnamomi 20 g; Radix Aconiti Lste-
ralis Preparata (processed) 20 g: Radix Rehmanniae

{steamcd) 160 g; Frucws Corni (processed) 80 g; Cortex™

Moutan 60 g: Rhizoms Diocoreae 80 g: Poria 60 g: Rhi-
zoma Alismatis 60 g.

Procedare  Pulverize the above cight ingredients to fine
powder, sift, mix well. To sach 100 g of the powder add

© 35~50 g of refined honey and a Guaslity of water (0 make

pills and dry. Altcrnatively, add 80~ 110 g ot refined hon-
ey to make small honeyed pills or big honeyed pills.

Description  Blackish-brown water honeyed pills, small
honeyed pills or big honeyed pills: taste. sweet with slightly
sour and puangent.

Identification (1) Micrascopical: Sturch granules triangle-
ovoid or obloag, 24 —40 um ia diameter; hilum short-cleft
or V.shaped. Gelatinized masses of starch granules
whitish. irrcgular branched masses colourless, dissolved ia
chioral hydeate solution: hyphae colourless or pale brown,
4~6 um in dismeter. Farenchyma greyish-brown to black-
ish-brown, cells mostly shrunken, and each containing »
brown nucleus-like mass. Clusters of calcium oxalate occur-
ring in colourless parenchymatous cells, somctimes several
in a row. Epidermal cells of pericarp orange-yellow. sub-
polygonal in surface view, anticlinal walls slightly beaded.
Parenchymatous cells subrounded, with clliptic pits gathe
red in pit groups. Stone cells subsquare or subrounded, with
thin walls at one side.

(2) Pulverize 9 g of big or small honeyed pills (or 6 g of
water-honeycd pills). add 1S mi of ether, and shake for 15
minutes. stand for 1 hour, filter, evaporste the cther and
dissolve the residue in 1 ml of acetone as the test solution.
Dissolve paconol CRS in acctone to produce a solution con-
taining 1 mg per ml as the refecence solution. Carry out the
method for thin layer chromatography ( Appendix V1 B),
using silica gei G as the coating substance and cyclohexane-
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crhyl acearte (3:1) as the mobile phase. Apply in strip se
pasately to the plate 10 pl of euch of the two solutions. Af.
ter developing and removal of the plate, dry it in air, spray
with 5% solution ot ferric chloride in ethanol (acidified
with hydrochloic acid). visualizc uander a current of hot
air. The bluish-brown strip in the chromatogram obtained
with the test solution corresponds in position and colour 1o
the strip in the chromatogram obtained with the reference
solution.

(3) Pulverize 9 g of big or small honeyed pills (or 6 g of
water-honeyed pills). add 10 ml of ethanol, shake for 1S
minutes, stand for 1 hour, filter, use the filtzate as the test
solution. Dissolve cinnamaldehyde CRS in ethanol to pro-
duce & solution containing 1 i per m! as the reference solu-
tica. Carry out the method for thin layer chromatography
(Appendix VI B), using silics gel G as the coating substance
and petroleunmy ether (30 — 60°C ).ethyl acetate (17:3) us
the mobile phase. Apply separately to the platc 15 ul of the
test solution and 2ul of the reference solution. After deve.
loping und removal of the plate, dry it in sir, and spray
with 2, 4-dinitrophenyl hydrazine solution. The oraage-red
spot in the chromutogram obtained with the test solution
corresponds in position and colour to the spot in the chro-
matogram obtaincd with the reference solution.

Other requirements Comply with the general requirements
for pills {Appendix I A).

Action To reinforce yang of the kidney.

Indicutions Deficiency of yang of the kidney marked dy
cold seasation in the loins and knees, edema of the limbs,
oliguria, nr on the contrary, polyuria, or marked by reten-
tion of fluid with cough and dyspnes; diabetes.

Usage and dosage 6 g of water honeyed pills, 9 g of small
heneyed pills or | big honcyed pill; 2 times a day.

Specification O g per big honeyed pill.
Storage Preserve in tightly closed containers.

Guifu Lizhong Wan
(EfiED)

Guifu Lizhong Pills

Ingredieats  Cortex Cinnamomi 30 g: slices of Radix
Aconiti Laterslis Preparata 30 g; Radix Codonopsis 90 g;
Rhizoma Atractylodis Macrocephalae (stir-fried) 90 g:
Rhizama Zingiberis ( processed) 90 g; Radix Glycyrrhizae
{processed with honey) 90 g.

Procedure  Pulverize the above six ingredients to fine pow-
ders, sift, and mix well. To cuch 100 g of the powder add
120~ 140 g of refined honcy to make big honeyed pills.

Deacription  Brown big huncyed pills: odour, slight: caste.
sweet and pungent.

ldentification (1) Microscopical: Fibres usually singly
scattered, long fusiform, 24 ~ 50 um in diameter, with
thickened and lignified walls. Gelatinized starch masses
whitish. Anastomosing laticiferous tubes 12~15 um in di-
umeter. conraining fine grunulcs. Needle crystals of calei-
um oxalate fine, 10 ~ 32 um long, irregulurly filling is
parenchymatous cells. Starch granules long ovoid, broad
ovoid, or irrcgular, some mucronate at the smalil end, 25~
32 um in diameter. up to about SO um long. hilum pointed
at the small end. Fibre bundles surrounded by cells contai-
ning prisms of calcium oxalate, forming crystal fibres.

{2) To 9 g of the drug add 4.5 g of diatomite and S0 mi of

8618 62376424
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166 Radix Rekmannize

filled with starch granules.
Action  To dissolve lumps and cause subsidence of swelling.

Indlcations Tuberculosis of .ymph nodes without ulcera-
tion.

Usage and dosage 15 ~30 g: up to 120 g when used alone
or as simple preparation.

Storoge preserve in @ ventilatcd and dry place, protected
from moth.

Radix Rehmanniae

(3%, Dihuang)

Rehmannis Root

Rehmanupia Root is the fresh or dried root tuber
of Rehmannia glutinosa Libosch. (Fam. Scro-
phulariaceae). The drug is collected in autumn,
removed from root stock, rootlet and soil. used
cither in fresh state or baked to almost dry . The
former is known as “Xian Dihvang” ( Fresh
Rehmannia Root) and the latter is known as
“Sheng Dishuang” ( Unprocessed Rehmannia
Root).

Description  Xian Dihuang - Fusiform or slat-shaped, 8~
24 ¢m long, 2~9 cm in diameter. the outer bark rhin, ex-
ternally pale reddish-yellow, with curved langitudina! wrin.
kies, bud scars, elongated transverse lenticels and irregular
scars. Texture fleshy, casily borken, yellowish-white, or-
angered oil dots scattered in burk, fracture ysllowish-
white, with vessels srranged radially in wood. Odour.
slight; taste, slightly sweet and bitterish.

Sheng Dihuang  Mostly in irrcgular masses or oblong.
swollen in the centre, slightly tapering at both ends, 612
cm long., 3~6 cm in diameter. Somc small, slit-shaped,
slightly compressed or twisted. Externally brownish-black
or browaish-greyish, heavily shrunken, with irregular
transverse wavy lines. Texture heavy. soft and teaacious,
vneasily broken, fracture brownish-black or jet-black, lus-
trous, viscous, Odourless; taste, slightly sweet.

Identification (1) Transverse section: Cork consisting of
several layers of cells. In cortex parenchymatous cells
loosely arranged: scatiered with more secretory cells, con-
taining orange-yellow oil droplets: stone cells occasionally
found. Phloem relatively broad. sccretory cells less. Cam-
bium ig a ring. Xylem rays broad, vessels sperse. arranged
radially.

Powder of Sheng Dihuang: Dark brown. Cork cells brown-
ish, subrectapngular in lateral view, regularly arranged.
Parenchymstous cells subrounded, coataining subrounded
nuclei. Se:retory cells mostly similar to ordinary parenchy-
matous cells in shape, containing orange or orange.red oil
droplets. Bordered pitted and reticulate vessels up to about
92 ym in diameter.

(2) To 2 g of the powder add 20 m! of methanol, heat un-
der reflux on water bath for 1 hour, cool, [ilter, distill the
filtrate to recover methanol, until 5 ml of filtrate is re-
mained, use the filtrate as the test solution. Dissolve catalpol
CRS in methanol to produce » solution cantaining 0.5 mg
per mi used as the reference solution. Carry out the method
for thin layer chromatography({ Appeadix Y1 B)using silica
gel G as the coating substance and 2 mixturc of chloroform-
methanol-water(70:30: 5) as the mobile phase. Apply scpe.
rately to the plate 5 ul of each of the above two solutions.

APR 20 1998 86:52

After developing aod removal of the plate, dry 1t in air,
spray with anisaldehyde TS, heat 2 105C for § minutes, A
spot in the chromatogram obtained from the test solution
corresponds in colour and position to spot in the chro-
matogram obtained {rom the reference solution.

Tota) ash  Not more thas 6.0% (Appendix X K).
Adid-insolable sk Not mors than 2. 0% (Appeadix [{ ).

Water soluble extractives Carry out the method for deter.
mination of extractives-cold msceration method { Appendix
X A).not less than 65.0%.

Processing  Eliminate foreign matter, wash clean, cover
1o softes, cut into thick slices, and dry.

Actlon Fresh Readix Rehmannise: To remove hear and
promote the production of body [lluid, to reduce hear in
bloed, and to arrest bleeding.

Radix Rehmunnise (unprocessed): To reduce heet in
bloed, to nourish yin and promote the production of body
fluid.

Indications  Fresh Radix Rehmannize: Impairment of yin
in febrile diseases marked by deep red tongue and thirst;
skia eruption and muculation: spitting of blood, epistaxis;
sorc throat, .
Radix Rehmannisc (unprepared): Febrile discases with
deep red tougue and thirst: deficiency of yin with iaternal
heat: consumptive fever; diabetes caused by intermal heat;
spitting of blood. epistaxis; skin eruption and maculation.
Usage snd dosage  Fresh Radix Rehmanniac: 12-30 .
Radix Rehmanniae (unprocessed) : 9~15 g.

Storage Embed Fresh Rchmannia Root in sand and profect
from freczing: unprocessed Rhmannia Root is preserved in
a ventilated dry place protected from mould and moth.

i b B R

Radix Rehmanniae Preparata
(Z# %, Shudihuang)

Prepared Rehmannia Root

The drug is the processéd Radix Rehmanniae,

Procedure (1) Stew the clean Radix Rehmanpise as de-
scribed under the method for stewing with wine (Appendu
I D)until the wine is absorbed catirely. take out, dry in
the sun untif the mucilage io bark is slightly dried, cut into
thick slicas or pieces, and dry thoroughtly.

To exch 100 kg of Radix Rehmnme add 30~ 50 kg of yel-
Jow rice wine.

(2) Steam the clean Radix Rehmanniae as descrided undes
the method for steaming (Appendix 1 D)unt) it bocomes
blsckish and shiny, take out, dry in the sun to be cighty
pexcent dricd, cut into thick slices or pieces, and dry thor-
oughly.

Deseription  Oceuring in irregulag slices and pieces, broken
lumps, varying in size and thickness. Exicroally jet-dlack,
lustrous, more sticky. Texture solt apd flexible, uneasily
broken, fracture jet-black, lustrous. Odourless; taste,
sweet, :

Identification To 1 g of the powder add 10 m! of ethanol.
macerate for 24 hours, filter, and use the filtrate as the test
solution. Distolve S5-( hydroxy methyl) furfural CRS in
¢thanol to produce a solution containing 0. $ mg per mi as
the reference solution. Carry out the method for thin-layer
chromatography (Appeodix VI B). usiag silica gel GFysq a8
the coating substance and petrolcum ether (60 ~ 50TC)-

8618 62376424
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192  Rhizoma Dinscoreae

dinitrophenyl hydrazine TS, the colour of the spot turas to
orange-red gradually on standing.

Toral ash Not more than 4.0% {Appendix X K).

Processing  Rhizoma Cyperi  Remove fibrous matier and
foreign mattcr, pound to picces or cut into thin slices.
Rhizoma Cyperi (processed with vinegar)  Stit-fry the
picces or slices of Rhizoma Cyper: as described under the
method for stir-frying with vinegar (Appendix | D) to
dryness. _

Action To remove stagnation of gé, regulate menstruation
aud relicve paia.

Indications Stagnation of the liver gi characterized by dis-
tending pain in the chest, hypochondris and epigastrium,
indigestion, feeling of stuffincss in the chest and cpigastsi-
um. sbdominal culic, distending pain in the breast, men-
strual disorders, amenorrhea or dysmenorrhea.

Usage and dosage 69 g.

Storage Prescrve in 3 cool und dry place. protected from
maoth,

Rhizoma Dioscoreae
(L#5, Shanyao)

Common Yam Rhizome

Common Yam Rhizome is the dried rhizome of
Dioscorea opposita Thunb. ( Fam. Dioscore-
aceae). The drug is collected in winter when the

stem and leaf are withered, deprived of root.

stock, washed clean and deprived of outer bark
and fibrous root, fumigated with sulfur, and thea
dried. Otherwise thick large straight and dried
rhizome is sorted, soaked in clean water until the
central portion of the drug gets wet and softened
thoroughly, then fumigated with sulfur, cut two
ends to smooth plane and rubbed on a board to
become cylindrical in shape, dried in the sun and
finally polished. It is known as “Guang Shanyao”
(Polished Common Yam Rhizome),

Description  Subeylindrical, curved or sumewhat flattened,
15—30 cm loog. 1.5~ 6 cm in dismeter. Externally yel-
lowishewhite or pale yellow, longitudinally furrowed and
wrinkied, and bearing fibrous root scars. with occasional
© patches of brownish cork. Texwure heavy, compact and
tough; uncasily broken, fraclure white and starchy. Qdur-
less; taste, weak. acidulous. and viscous when chewed.
Guang Shaoyao cylindrical. thc two endx cven, 9~ 18 cm
fong. 1.5~3 cm in diameter, externally smooth, white or
yellowish.white.

Identifieation Powder: Whitish. Simple starch granules
compressed-ovoid, subrounded, deltoid-ovoid or oblong.
8—35 um in diameter, hilum pointed, V-shaped, X-shaped
ot shortly cleft, striations visible. Compound starch gran-
ules less common, usuaily consisting of 2~ 3 granules. Mu-
cilage cells containing raphides of calcium oxalate, up to
240 um long and neddle cryseals 2-5 um wide, Bordered-
pitted, reticulate, spiral and anaular vessels, 12~48 pm in
diameter.

Processing Rhizoma Dicscoreae  Eliminatc foreign mat-

ter, grade according to size, soak and soften thoroughly,
cut into thicker slices, and dry.

APR 2@ 1999 ©6:53

Rhizoma Dioscoreae (stir-fried with bran}  Stir-fry the
slices of Rhizoma Dicscareae as deseribed under the meshod
for stir-frying with bran {Appendix I D) to yellowish.

Action  To replenith the spleen and stomach, to promotc
fluid secrotion and benefit the fung. und to strengthen the
kidney and restrsin scminal discharge.

Rhizoma Dioscoreae (stir-fried with bran): To replenish
the spleen and promote the stamach functica.

Indieations Ancrexia and chronic diarrhea duc to dimin-
ished function of the spleen: cough and dyspnea due to di-
minished function of the lung; seminal emission, excessive
leukorrhea, frequency of urination or diabetes due to defi-

‘ciency condition of the kidney.

Rhizoma Dioscoreae (stir-fried with bran): Diminished
function of the spleen with anorexia, diarrhea and cxces-
sive leukorrhea.

Usage and dosape  15~30 g.

Storage Preserve in a ventilutcd and dry pluce, protected
from moth.

Rhizoma Dioscoreae Hypoglaucae

(¥R, Fenbixie)

Hypoglaucous Collets Yam Rhizome

Hypoglaucous Collett Yam Rhizome is the dried
chizome of Dioscorea hypoglauca Palibin ( Fam.
Dioscoreaceae). The drug is collected in autumn
and winter, removed from the fibrous root,
washed clean, cut into slice, and dried in the sun..

Description  Irregularly thin slices, border ugeven, varying
in size, about 0.5 mwm thick. some with browaish-black or
greyish-brown outer bark. Slices yellowish-white or pale
greyish-brown. vascular bundles scartered. Texture loose,
slightly slastic. Odour, weak; taste, pungent and slightly
bitter.

Identification (1) Transverse section: Suberized cells of
more layers. Cortex narrow. cclls tangentially elongated,
walls slightly thickeped. pits distinct, mucilage cells scat.
tered. containing raphides of calcium oxalate. Collateral and
amphivasal vascular bundies scattered in stele, parenchyms-
tous cells walls slightly thickened. with pits, containing
starch granules. '
Powder: Yellowish-white. Simple starch granules rounded,
ovoid or long-elliptical, 5~32 wmn in diameter, up to 40 um
long, hilum pointed or cleft-like. compound granulcs less,
mostly composed of two composents. Sclerenchymatous
cclls abundant, walls lignified, pits distinct, some similar to
stoze cells, polygonal, fusiform or sub-rectangular, 40~ 80
#m in diameter, up to 224 um long. Raphids of calcium ox-
alate 64~84 um long.

(2) Maceratz 10 g of the powder in 100 m! of water
overnight, heat on a water bath 3t 60°C for 10 minuzes, fil-
ter while hot. Mcaswre the filtrate, each of 2 ml, to two
test tubes. To one tube add 2 mi of sodium hydroxide TS.
and to another wbe add 2 ml of hydrochlorie acid solution
(1-~20), stopper well, shake vigorously for 1 minute, the
foam produced in the alkaline solution is several times high-
er than that produced in the acid solution.

Action To remove turbid damp, and to relicve theumatic
coaditions. ’

Indications Clhyluria, turbid urine mixed with whitish sub-
stance or Whitish discharge from urcthra. excessive leukor-
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ethyl acetate (1:1) as che mobile phase. Apply separately
10 ul of the test solution and § ul of the reference solution
to the platc. Aftcr developing and removal of the plate, dry
it in air. Examing usder the nitra-violet light (254 nm).the
spat in the chromatogram obtained with the test solution
corresponds in position and colour to the spot in the chro-
matogram obtained with the refereace solution.

Extractives Comply with the test for Radix Rehmaaonia.

Action To nourish yin and replenish blood, reinforce the
essence of lifc and marrow.

Indications Yin deficiency of liver and kidney, aching and
weakness of the loins and knees, hectic fever and bone~
heat, night sweat, emission, internal heat and thirst. Agemia
with sallow complexion, palpitalion, menoxenia. ulerige
bleediag, dizzincss, tinnitus, white hair and beard in young
age.

Usage and dosage S~ 1S5g.
Storage - Preserve in a ventilated and dry place.

Radix Rhapontici
(M7, Loulu)

Uniflowes Swinscentaury Root

Uniflower Swisscentaury Root is the dried root of
Rhaponticum uniflorum (L.) DC. (Fam. Com-
positae). The drug is collected in spring and au-
tumn, removed from rootlet and soil, and dried
in the san.

Description  Conical or flatted lumps, mostly twisted,
varying in length, 1~2 cm in diameter. Externally greyish-
brown or dark browa, rougdh, with longirudinal furrows
and rhombic, netted clefts. Quter burk easily exfoliated.
Roor stock swollea, with the remaias of stems and scaly
leaf bases, top with greyish-white pubescences. Texture
lighy, fragile, easily broken. fracture irregular, greyish-
yellow, clefe, greyish-black or brownish-black in the cen-
tre. Odour, characteristic; taste, slightly bitter.

Ioentification To 1 g of the powder add 20 ml of
methanol, uitra sonicate for 20 minutes. filter, evaporate the
filtrate on a water bath to dryness, dissolve the retidue in 1
ml of cthy) acetate and use it as the test solution. Prepare a
solution of Radix Rhapontici reference drug in the same
manner as the reference drug solution. Carry out the
method for thin layer chromatography (Appendix VI B) us-
ing silica gel G as the coating substance and cyclobesane-
butanope (4:1) as the mobile phase. Apply separately § ul
of cach of the two solutions to the plate. After developing
and remaval of the plate, dry it in air, cxamine under witra-
vicler light (365 nm). A spot in the chrematogram obtained
from the test solution corresponds in colour and position to
sPot in the chromatogram obtained from the solutioa of
refereace drug,

Processing Eliminate foreign matter, wash clean, soften
thoroughly, cut into thick slices. and dry in the sua.

Action To remave soxic hear for treating subcutaneous in-
2::003. 10 promote lactation. and to relieve muscular con-
ure,

Indications Mastitis with swelling and pain, carbuacle,
Scrofula and ulcers; galactostasis: srthritis with ankylosis.

APR 20 1939 ©6:52

Usage and dosage 5—9 g.
Precastion  Used with caution in pregnancy.
Storage Preserve in a ventilated and dry place.

Radix Rubiae
(HE, Qiancao)

Indian Madder Root

Tndian Madder Root is the dried root and rhizome
of Rubia cordifolia L. (Fam. Rubiaceae). The
drug is collected in spring and summer, removed
from soil, and dry.

Description  Rhizomes nodular, marked with aumerous
fascicled roots varying in thickness.. Roots cylindrical,
somewhat curved, 10~25 cm long, 0.2~ 1 ¢cm in diame-
ter; cxternally reddish-brown or dark brown, with fine lin-
gitudinal wrinkles and a few rootlet scars; the place where
the outer bark has exfoliated appearing yellowish-red. Tex-
ture fragile, easily broken. fracture even. bark narrow and
purplishered, wood brosd, pale yellowish-red, exhibiting
numerous pores of vessels. Odourless: taste. bitterith with
an irritating scosation to tongue when chewed for a long
time.

Identification (1) Transverse section of root: Cork cells
6—12.layered, containing brown contents, Parenchyma-
tous cells in cortex sometimes containing reddish-brown
granales. Cells in phloem relatively small. Cambium ring
less distinct. The majority of root occupicd by wood, com-
pletely lignified, xylem rays indistinct. Parenchymatous
cells containing raphides of calcium oxalate.

{2) Shake 0.2 g of the powder with 5 ml of ether for sever-
al minutes and filter. To the filtrate add 1 ml of sodium hy-
droxide TS, shake and allow to stand. The water layer
shows 3 red colour; the ether layer is colourless, examine
the ether layer under an ultra-violet light (365 nm). a sky-
blue fluorescence is shown.

Water Carry out the determination of water { Appendix
X H. method 1).n0t mors than 12.0%.

Processing  Radix Rubice  Eliminate foreign matter,
wash, soften tharoughly, cut into thick slices or sections,
and dry.

Radix Rubiae (carbonized) Stis-fry the slices or the sec-
tions of Radix Rubiae as described under the method for
curbonizing by stir-frying (Appendix [ D) until the outer
part is qhured. .

Action To remove hear from dlood and arrest blecding, to
eliminate blood stasis, and to stimulate mensrrual dis-
charge.

Indications  Spitting of blood, epistaxis, abaormal uterine
bleeding, traumatic bleeding; amcnorrhes with blood sra-
sis; wrthralgia, traumatic swelling and pain.

Usage and dossge 69 g.
Storsge  Preserve in a dry place.
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tremely rased, with vascular Sundles in the middic, sur-
rounded by thick-walled and lignified reticulate ceils: dor-
sal surface showing 1 ellipsoidsl vitta between cvery 2 lon.
gitudianl ridges, commissural surface showing 2 vittae, al-
together up to 6. Endocarp consisting of 1 layer of flat.
tencd coclis with beaded walls. Testa coasisting of 1 layer of
pale brown cells, Cells of endosperm containing numerous
alcurone grains, each embeddiag with tine clusters of
calcivm oxalate,

{2) To 2 g of the powder add 20 mi of cthano!, heat under
reflux for 30 minutes and filtes. Spot several drops of the
filtrate on 3 white porceluin plate. Examine under ultra-vi-
olet tight (365 am). a bluish-purple fluorescence is showa.
To 2 ml of the filtrate add an cqual volume of 3% sodivm
carbonate solution and heat for 5 minsutes. Allow to cool.
add 1 ~ 2 drops of {reshly prepared diazotized p-nitroani-
line TS: a cherry calour is produced.

(3) To about 0.3 g of the cosrse powder, add § mi of
cthanol, ultrasonicate for 5 minutes, Jay aside for 2 while,
and use the supernate as the test solution. Dissolve osthol
CRS with ethanol to produce a solution coataining 1 mg per
m! as the reference solution. Carry out the method for thin
layer chromstography{ Appendix Y1 B), using silica gel G
containing sodium carboxymethylcellulose as the coating
substance and benzenc-cthyl acctate (30:1) as the mobile
phasc. Apply separately 2 ul of each of the two solutions to
the plate. After developing and removal of the plate, dry it
in air, and examine it under ultra-violet light (365 nm).The
fluroscent spot in the chromatogram obeained with the test
solution corresponds in position and colour to spot in the
chromatogram obtuined with the reference solution.

Assay Weigh accuratcly 1 g of the powdes(through No. 3
sieve) , previously drided in vacuum in a phosphorus peatox-
ide desiceator to constant weight, into a stoppered conical
flask, add accurately 20 ml of ethaaol, shake and allow tw

stand overnight, filter, discard the primary filtrate, and’col- -

lect the succesive filtrate as the test solutioa. Dissolve osthol
CRS in ethanel to produce a solution concaining 1 mg per
m! as the referencs solution. Carry out the method for thin
layer chromatography ( Appendix VI B), using silica gel G
containing sodium carboxymethylcellulose as the coating
substance and benzene-ethyl acetats {30: 1) as the mobile
phase. Apply separately lul of esch of the twe solution to
the plate,after developing und removal of the plate, dry it
ia air, Carry out the method for thin layer chromatographic
scanning ( Appendix Y B). apply the lincar fluorescent
scanning at excitation wave A = 365 nm. Determine the in-
tegral fluorescence absorbaace value of the test solution and
reference solution respectively, and eafeulate the coatent of
osthole.

It contains not less than 1.0% of osthole{CoHi0;s)-

Action To warm the kideey snd promote virility, to
Temove damp, 10 dispel wind, and to kill parasites.

Indieations  impotence, frigidity, excessive leukorrhea
causcd by cold-daemp; lumbago due to attack of damp;: ex-
ternal use for cczema of external genitalia. vulval itching,
trichomonas vaginitis.

Usage and dosage 3~9 g: sppropriste quantity to be made
into hot decoction for fuming and washing, or to be grouad
into powder for topical application after mix with liquid.

Storuge  Preserve in 3 dry place.

APR 20 1999 @6:53

Fructus Corni
(L3, Shanzhuyu)

Asiatic Cornelian Cherry Fruit

Asiatic Cornelian Cherry Fruit is the dried ripe
sarcocarp of Cornus officinalis Sieb. et Zuce.
(Fam. Cornaceae). The fruit is collected in later
autumn and early winter when the pericarp turns
red, baked over a soft fire or treated with boiling
water for a moment. removed from kern in time
and dried.

Descripton  Irregularly flaky or bladdery, 1~1.5 em long
and 0.5~ 1 em wide. Externally purplish-red to purplish-
black, shrunken, lustrous. Sometimes with 2 rounded scar
of persistent calyx at the apex and 8 scar of fruit stalk ar
the base. Texture soft. Odous, slight: taste, sour, astrin-
gent and slightly bitter. :

ldentification Powder: Raddish-brawn. Epidermal cells af
pericarp polygonal or subrectaagular ia surface view, 16~
30 pm in diameter, anticlinal walls beaded, vuter periclinal
walls granularly cutinized and thickened. lumen containing
pale orange.yellow contents. Cells of cmsocarp orange-
brown, mostly shruaken. Clusters of calcium oxalate rare
12--32 um in diameter. Stonc cells subsquare, ovoid or
rectangular, pits obvious and with 2 large lumen.

Foreign matter (kerns and fruit stalks) Not more than 3%
{Appendix X A).

Assay Place about 1 g of the coarse powder, accurately

“WEigNed, in a Soxhlet’s cxtractor, heat under reflux with a

quantity of ether for 4 hours. Recover ether [rom the ex-
tract and evaporate to dryness. Macerate the residue with
two quantitics, cach of 15 mi, of petrolecum cther (30~

60 ) for about 2 minutes cach time, discard the petroleum

cther solution, dissolve the residue in a solution of dehy-
drated ethanol-chioroform (3:2) by geatle heat. Transfer
the solution to a § m! volumetric flask, dilute to volume,
shake well. used as the test solution. Dissolve ursolic acid
CRS, weighed accurately, in dehydrated ethanol to produce
a solutin containing 0.5 mg per ml as the reference solu-
tion. Carry out the method for thin layer chromatography
(Appeadix VI B). using silica gl G as the coating substance
and cyclohexune-chioroform-ethyl acetate (20:5:8) as the
mobile phase. Apply separately 5 ul and 10 ) of the test
solution, and 4 ul and 8 1l of the reference solution to the
plate. After developing and removal of the plate, dry it in
air, spray with a 10% solution of sulfuric acid in ethanol,
heat at 110C for 5—7 minutes until purplish-red spots ap-
pear. Cover the plate with a picce of glass of the same size,
and fix with tape. Carry out the method for thin layer
chromatography ( thin layer chromatographic scanning
method) (Appeadix VI B), scan at the wavelcngehs of Ag
520 nm and iy 700 nm. Determine the integral absorbence
value of the test solution and reference solution respective.
ly, and caleulate the content of ursolic acid. It contains not
less than 0.2% of ursolic acid (CsHaOs).

Processing - Pulp of Frucius Corni  Eliminate foreign mat.
ter and remained kerns.

Pulp of Fructus Corni ( processed with wine) Stew or steam
the pulp of Fructus Corni as descrided under the method for
stewing with wine or steaming with wine {Appendix §§ D)
until the wine is absorbed entirely.
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64 TFructys Cratacgi

Actfon To replenish the liver and kidney. restrain seminal
discharge and relieve collapse.

Indications Dizziness, tinnitus, <oreness in the loins and
knees, impotence, seminal cmission, enuresis, freguency
of urination, excessive ulerin¢ bleeding and leukorrhea;
collapse with profuse sweating; diabetes.

Usage and dosage 6~12 g.
Stormge Proscrve in a dry place, protected from moth.

Fructus Crataegi
(144, Shanzha)

Hawthorn Frait

Hawthorn Fruit is the dried dripe fruit of Cratue.
gus pinnatifide Bge. var major N.E. Br., or
Crazaegus pinnatifidu Bge. ( Fam. Rosaceae).

The drug is collected in autumn when ripe, cut in-

to slices, and dried.

Description Rouaded slices shrunken and ugeven, 1 —=2.5
cm in diameter, 2—4 mm thick. Extcrnally red. wrinkled,
with small greyish-white spots. Pulp dark ycllow to pale
brown. Transverse slices of the middle part showing 5 pale
yellow kerns, mostly falien off. and loculi hollowed. Some
slices cxhibiling a slender fruit stalk or remains of calyx.
QOdour, slightly aromatic; tuste, sour and slightly swect.

Assay Soak about 1 g of the fine powder. accurately
weighed, in 100 mi of water, accuratcly measuced, for 4
hours with occasional shaking. and filter. Determine the
water content of the above powder (Appendix X H,
method 1) with unother sample. 1o 25 ml of the filurate.
accurately measured, add 50 mi of water. 2 drops of phe.
noiphthalein 1S. titrate with sodium hydroxide (0.1 mol/
L) VS and calculate the content. Each ml of sodium hy-
droxide (0.1 mol/L) VS is equivalent to 6. 404 mg of
CeH, Oy,

1t contains oot less than 5.0% of organic acids, calculated
as citric acid (C;HyOs), on the dricd basis.

Processing Fructus Crataegé  Eliminate foreign matter and
fallen kemnels.

Fructus Crasaegi (siir-fried)  Stir-fry the cleaa Fructus
Cratacgi as described under the method for simple stic-fry-
ing (Appendix 1 D) until darkens in colour.

Fruetus Crataegi (charred)  Stir-fry the clean Fructus
Cratacgi as described under the method for simple stis-fry.
ing (Appendix [ D) umtil it becomes burnt-brown exter-
nally and yellowish-brown internally.

Action  To stimulate digestion and promote the fuactional
activity of the stomach; to improve the normal flow of ¢i
and dissipate lood seasis.

Indications Stagnation of undigested meat with epigastric
disteasion, diarrhea aad abdominal pain: ameaorrhea due
to &lood stasis. cpigastric pain or abdeminal colic. after
childbirch; heraial pain; hyperlipemia.

Fructus Cratucgi (charred): Has more digestant action and
is particularly useful for stagnation of undigested meat and
diurrhea with inadequate discharge from the bowels.

Usage and dossge 9—12 g.

Storage Prescrve in a ventilated and dry place, protected
trom moth,
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Fructus Crotonis
(B E, Badou)

Croton Fruit g

¥
Croton Fruit is the dreid ripe fruit of Croton rigli-
um L. (Fam. Euphorbiaceae). The drug is col-
lected in autumn when ripe, piled up for 2 -3
days, spread out, and dried.

Description  Ovoid, usually 3-ribbed, 1.8 ~2.2 cm long,
1.4~2 cm in diameter. Externally greyish-yellow or slight-
ly deep, with 6 longitudinal lines, apex truncate, base with
a fruit stalk sear, 3 loculi in the shell cach containing 1
seed. Soed slightly flattened-clliptical, 1.2—1.5 em long.
7~9 mm ia diameter; Externally browa or greyish-brown,
with a pointed hilum and a cwruncle scar ar one end, a
slightly deated chalaza at other end, and a raphe betweea
two ends; testa thin and brittle, tegmen whitc, membra.
nous; kerncls ycllowish-white, oily. Odovrles: taste pun-
geat.

Identification Maccrate about 0.5 g of the coarse powdcr
in 10 ml of cther for 2 hours with constant shakiag, filter.
Evaporate the filtrate to dryness in & test tube, add 0.5 of
suturated solution of hydroxylumine hydrochloride in
methanol and 1 drop of thymoiphthalein IS, add saturated
solution of potassium hydroxide in methanol uatil @ blue
colour is produced. then an excess of 4 drops, boil and
coll. Adjust the pH value to 2 ~ 3 by adding dilute hy-
drochloric acid solution. add 3 drops of ferric chloride TS
and-1-ml of chloroform, shake; a purplish-red colour is
produced in the lower layer.

Processing  Frucrus Crotomis
kernels.

Action To cause cauterization by exterﬁal use.
Indieations Malignant ulcer. scabics, wart.

Usage and dosage - Appropriate quantity 10 be grouad into
powder (or topical application or pounded into pastz and
wrapped in a piece of gauze for rubbing onto the affected
skin.

Remove the coats 1o take the

Storage Preserve in a cool and dry place.

Fructus Evodiae

(RKH, Wuzhuyu)
Medicinal Evodia Fruit

Medicinal Evodia Fruit is the dried and nearly
ripe fruit of Evodia rutaecarpa (Juss.) Benth.,
Evodia rutaecarpa (Juss.) Benth. var. officinalis
(Dode) Huang or Evwodia rutaecarpa (Juss!)
Beath. var. bodinieri (Dode) Huang (Fam. Ru-
taceae). The fruit spur is cut off from August to
November when the [ruit ipdchiscent, dricd in
the sun or at a low temperature, removed from
shoot, leaf, fruit stalk and foreign matter.

Description Sphmndal or slightly falttencd-pentagon sph-
croidal, 2—5 mm in diametor. Externally dark ycllowish-
green to brown, rough, with numerous spotted protrudings
or depressed oil dott, A pentagon-stellate cleft preseat at
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Anemone raddeana Regel ( Fam. Ranuncu-
laceae). The drug is coilected in summer, re-
moved from rootelct, washed clean. and dried.

Description  Long subfusiform. acute and pointed at two
ends. slightly curved and one cad somewhat expanded, 1~
Jem long, 2~ 7 mm in diameter, Externally browa to
prowaish-black, with fine longitudinal wrinkles. the ex-
panded portion usualiy posscssing | ~3 rootlet scars appear-
ing finncd-protyuding, occasionally with 3~ § indistinct un-
pulations. Texturc hard and fragile. easily broken, fracture
slightly even, whitish or greyish-brown. almost horny.
Odourless; taste, weak and then slightly bitter and puu-
6‘3"

Jdentificatioa (1) Transverse section: Epidermis consisting
of 1 row of cells, tangeatilly zlongated, outer walls thicks
ened. Cortex of 10 or morc rows of subrounded parenchy-
matous cells. Vascular bundles collateral. 10 or more ones
arranged in a ring, phloem cells shrunken, xylem vessels
§~24. cambium ring indistinct. Rays broad, pith relatively
. large and compesed of subruunded parenchymatous cells.
Parenchymatous cells filled with starch granules.

Powder: Greyish-brown. Starch granuies numeross, simple
granufes subrounded or clliptical. 2~ 11 um in diameter,
hilum pointed or shortly cleft-like, striations indistinet;
compouad granules of 2 ~ 4 components. Epidermal cells
reddish-brown. yecllow or bright yellow, the outer walls
suberized and thickened, frequently protruding into the ccll
to be ridge-like or tubercular. Reticulsr, spiral or scalari-
fosm vesseles more frequent, 10~ 33 um in diameter, some
wilh bordered pitted vessels.

(2) Warm 2 g of the coarse powder in 10 m! of methanol
on a water bath, shake for 10 minutes and filter. To 2 ml
of the filtrate add 2 mi of 1% solution of sodium hydroxide
and heat on & water bath for 3 minutes. The solution shows
a clear bright yellow colour: acidify with 1% hydrochloric
acid solution, the bright yellow colour dixappears and a tur-
bid mijk white colour is produced.

(3) Boil gently 1 g of the coarse powder with 10 ml of 70%
ethanol on u water buth for 10 minutes and filter.
Evaporate 2 ml of the filtrate (o dryncss and dissolve the
residue in I ml of acetic anhydride. Add slowly sulfuric acid
along the wall: a purplish colour is produced at the juaction
of the layers. The upper (ayer shuws a dark green colour on
srandiag.

Action  To relieve rheumatic conditions, and to curs car-
buncle.

" Indicattons Rhicumatoid arthritis with muscular contrac-
ture and joint pain;: carbuncle with uleeration.

Usage and dosage 1.5~ 3 g: appropriate quantity for ex-
ternal use.

Storage  preserve in a cool and dry place.

Rhizoma Alismatis

(FB, Zexie)
Oriental Waterplantsin Rhizome

Oriental Waterplantian Rhizome is the dried tu-
ber of Alisma orientalis (Sam.) Juzep. (Fam.
Alismataccae). The drug is collected in winter
when the stem and tarn withering, washed clean,
dried, and removed from the [ibrous root and
toarse outer tissue.

APR 28 1993 86:55

Description  Subspherical, slliptical or ovate, 2 ~ 7 cm
eng, 26 em in diameter. Externally yellowish-white or
ycllowish-browa, with irregualr transverse-annulae shallow
furrows and numerous small raised fibrous root scars, occa-
sionally tuberculate bud scars attached to the base. Texture
compact. fracture yellowish-white, starchy, with numesous
small pores. Odour, slight; taste, slightly biteer.

ldentification Powder: Yellowish.brown. Starch granules
sumcrous, simple granules long-ovuid, subspherical or el-
lipsoid . 3~ 14 um in diameter, hilum V-shaped, shortly
sli-shaped or Y-shaped: compound granules of 2 ~3 com-

ponents. Purenchymatous cells subrounded, with maay cl-’

lipties! pits crowded iato pitted areas. Auticlinal walls of
cndodermis ecils sinnous, somecwhat relatively thick, ligni-
fied, with sparse and minute pit-capals. Oil cavitics mostly
broken, wholc ones subrounded. 54— 110 um in diameter,
sometimes oil drops contained in secretory cells visible.

Total ash  Not more than 5% (Appendix I K).
Actd-insoluble ash  Not more than $.0% (Appendix X K).

Procassiog  Rhizoma Alismatis  Eliminate foreign matter,
soak bricfly. soften thoroughly, cut into thick slices, and

Rhizoma Alismatix (Processed with salt)  Stir-fry the slices
of Rhizoma Alismatis as described under the method for
stir-Irying with salt-water (Appendix I D) to dryness.
Action To cause diuresis, and to remove damp-heat.

Indiestions Edemu with oliguria; diarrhea with diminished
discharge of urine; vertigo due to reteation of fluid; acute
urinary infoction with difficult painful urination; hyper-
lipemia.

Usage and dosage 69 g,

Storage Prosesve in s dry place, protected from moth.

o p SR B AT R el

Rhizoma Alpiniae Officinarum
(BB, Gaoliangjiang)

Lesser Galangal Rhizome

Lesser Galangal Rhizome is the dried rhizome of
Alpinia officinarum Hance ( Fam. Zingiber-
aceae). The drug is collected at the end of sum-
mer and the beginning of autumna, removed from
fibrous root and remaining leaf scalcs, washed
clean, cut iato sections, and dried in the sun.

Deseription  Cylindrical. often curved and branched. 5~9
em lopg, 1~1.5 cm in diameter. Externally dbrownish-red
to dark brown, with fine. numerous longitudinal wrinkles
und grayish-brown sinuous, apnulsr nodes, cach nude
0.2~1 cm long, bearing round root scars at the lower
part. Texturc hard and tenucious, uneasily brokea, frac-
wre greyish-brown or reddish-brown. fibrous. Stele occv.
pying about 1/3 areu of the rhizome. Odour. aromatie:
taste, pungeat.

Identification Transverse section: The outer walls of epi-
dermal zclis thickened. some cells containing reddish-brown
non-crystalline masses. Vascular bundics of leaf trace relu-
tively abundanet in cortex, coliateesl. Endodermis distinct.
Collateral vascular bundle numerous in stele, vascular bun-
dle sheath fibres arranged in a ring and lignified. Sccretory
cells abundantly scattered in parenchyma of cortex and
stele. containing yellow or reddish-brown resinous con-
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130 Pollen Typhse
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Pollen Typhae
(@3, Puhuang)

Carail Polien

Cattail Pollen is the dried polien of Typha angus-
tifolia L., Typha orientalis Presl or other plants
of the same genus (Fam. Typhaceae). Yellow
male inflorescence is gathered in summer, dried
in the sun and ground. The drug is collected by
sifting.

Dexcription  Yellow powder, Texture light, capable of
floating on water, with satiny {eeling when twisted and easi-
ly adsorbed on fingers. Odour, slight; tuste, weak.

Jdentifieation (1) Powder: Yellow. Pollen grains sub-
rounded or clliptieal, 17~29 um in diameter, exine with
seticulate sculptures, singic pure indistiact.

{(2) Maccrate warmly 0.1 g of powder in § m) of ethanol,
on a water bath and filter. To 1 mi of the filtrate add 2
small quantity of magnesium powder and 2~ 3 drops of by-
drochloric acid; a cherry red colour is produced.

(3) Macerate warmly 0.2 g in 10 m of water, op a water
bath and filter. To 1 ml of the filtrate.add 1 drop of ferric
chloride TS: a pale greenish-brown colour is produced.

Foreign matter Not more than 10% (Appendix X A).

Processing  Pollen Typhae {unprocessed) Pulverize aud
sift.

Pollen Typhae (carbonized) Stiz-fry the clean Pollen Ty-
phae s deseribed under the method for carbonizing by stir-

frying (Appendix I D) until it becomes brown in colour.

Action To arrest bleeding, to remove blood stasis, and to
relieve dyzuria.

fndications Hematemesis, epistaxis, hemoptysis. abnor-
mal uterine bleeding, traumatic bleeding: amcnorrhea,
dysmenorrhes, pricking pain in the epigastrium, traumatic
swelling and pain: dysuris with difficult painful passage of
bloody urinc. :

Usage and dosage 5~ 9 g; for external usc, appropriate
quantity to be applied topically.

Precaution Used with caution in pregnuncy.

Storage Preserve in a ventilsted and dry place, protected
from-moisture and moth.

Polyporus
(3%, Zhuling)

Chuling

Chuling is the dried sclerotium of Polyporus um-
bellatus (Pers.) Fires (Fam. Polyporaceae). The
drug is collected in spring and autumn, removed
from soil, and dried. ,
Deseription . Strip-shaped, subrounded or compressed-
lumped, somectimes branched, S~25 cm long, 2~6 cm in
diameter. Externally black. greyish-black or brownishe.
black, crumpled or warty. Light. Texturc, hard, fracture
whitish or yellowish-white, somewhat grapular. Odour,
slight; taste, weak.
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Identification (1) Section: All consisting of densely inter-
weaved hyphae. The outer layer 27— 54 um thick. hyphae
brown. uncasily scpurated; the inner hyphae colourless,
singous, 2 ~ 10 um in diameter, sometimes septa visibic,
with branches or tubercular swellings. Numerous prisms of
caleium oxalate among the hyphae, mostly in octahedron
cubes, regular double-conical octshedrons or irregular poly-
hedrons, 3~60 um in dizmeter, up o 68 um long, some-
times with several crystals aggregated.

(2) Boil 1 g of the powder with 10 m! of difutc hydrochlo-
ric ucid on a water bath for 15 minutes, and stir; a viscose
is produced. To a small quantity of powder, add a quaatity
of sodium hydroxide sofution (1—5) and stir; a suspension
is produced.

Total ash Not more than 12.0% (Appendix X K).

Procoming Eliminate foreign matter, soak in water, wash
ciean, soften thoroughly, cut into thick slices, and dry.

Acliva  To iaduce diuresis und remove demp.

Indications  Oliguria, edems, diarrhea, dysuria. excessive
leukorrhes.

Usage and dosage 612 g.
Storage Preserve in a ventilated and dry place.

Poria

(%, Fuling)

Indian Bread

Indian Bread is the dried sclerotium of the fun-
g, Poria cocos (Schw.) Wolf (Fam. Polypo-
raceae). The drug is collected mostly in July to
September, removed from soil, piled up, spread,
and air-dried on the surface. Repeat this opera-
tion for several times until wrinkles appears and
the inside water evaporated, then dried in the
shade. It is known as “Fulingge”. Or the fresh
sclerotium is cut and dried in the air. According
to the cut portions, and known as “Fulingpi” and
“Fulingkuai”, respectively.

Description  Fulingge Subglobose, ellipsoid, oblate or ir-
regular-shaped. - variable in size. Thec outer skin thin and
rough, brown to blackish-brown, conspicuously shrivelled
and striated. Texture hard and compast, [racture granular,
some cracked, the outer layer pale brown, inner part
white, rarely reddish, some showing the penetrating roots
of pine in the centre. Odourless: taste, weak and sticky
when chewed.

Fulingpi(pared skin vf Puria) variable in form and size.
Externally browa to blackish-brown. internally white or
pale brown. Relatively loose and soft, dlightly elastic,

Fulingkuai ( peeled and sliced Poria) occurring 1n pieces or
slices, variable in size. White, pale red or pale browa.

ldentification (1) Powder: Greyish-white. Irrcgularly
granular masses and branched masses colourless. dissolved
gradually on mounting in chioral hydrate solution. Hyphae
colouriess or pale brown, slender, slightly curved,

branched, 3—3 um (rarcly up to 16 pm) in diameter.

{2) Heat under refiux 1 g of the powder in 10 mi of ace-
tone for 10 minutes, filter. Evaporate the filtrate to dry-
nass, dissolve the residue in 1 mi of glacial acetic acid, sdd
1 drop of sulfuric acid; a palc red colour is produced,
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Pulvis Talei (3!

which turns to pale brown <colous.

(3) To a few slices or small quantity of powdecr add 1 drop
of iodine potassium idodide TS, u decp red colour is pro-
duced.

Processing Soak Poris in warter, wash ¢lean and steam
briefly after softened. Cut into the skin, pieces. and thick

¢lices separately in time. and then dry.

Action To cause diuresis, o invigorate the spleen fune.
tion. and to calm the mind.

ladications Fdema with .oliguria; dizziness and palpitation
¢caused by retained fluid: diminished fuaction of the spieen
marked by anorexia, {oose stools ur diarrhes; restlessness
and insomnia.

Usage and dosage 5—~15 g,
Storage Preserve in a dry place, protected from moisture.

Pseudobulbus Cremastrae sen

Pleiones

awsan

(L#EZE, Shancign)

Appendiculste Cremastra Pscudobuld or Common Pleione
Pseudobuld

Appendiculate Cremastra Psendobulb or Commod
Pleione Pseudobulb is the dried pseudobuldb of
Cremastra appendiculata (D. Don) Makino,
Pleione bulbocodioides ( Franch.) Rolfe or
Pleione yunnanensis Rolfe (Fam. Urchidaceae).

two are known as “Binggiuzi”. The drug is coi-
lected in summer and autumn, removed from the

amvial narr and eail eartad asanvdina tn cize
v iSL rﬂb * MW IV VWL Ll BWWVEMIME YW Jiewy

steamed thoroughly with boiling water. and
dried.

Description  Maocigu  Irregularly oblate or comical, top
gradually protruding, base with rootlet scars. 1.8~3 om
long, the swollen part 1 —2 cm in diameter. External yel-
lowish-browan or brown, with longitudinal wrinkles and fur-
rows, and cxhibiting 2 -3 siight prominests. ringed nodes
with remainings of some filiform fibres, derived from the
withering and decaying scaly leaves. Textuze hard, not eas-
ily brokea, fracturc greyish-white or ycllowish-white.
slightly horay, Odour, Slight; taste, weak and sticky.

Bingqiuzx‘ Cougical. bottleneck-like or irrcgulsr masses,
1~2cm in dismeter, 1.5~2.5 cm high. Top acuminate,

e ol ol Ml abeamad e cameala aad —micmdo b Slas
Ui VIVASD WY GBO-Ina) v UBIC IWUNETE alU JVNLBUGU-LIaVv-

tened, dented at middle, with 1 ~2 ringed nodes, mostly
inclined to one side. Externslly yellowish-white for the
peeled drug and beownish for the unpeeled, smooth with is-
tegular wrinkles. Fracture yellowish, horsy und transiu-

Identification Transverse section: Maocigu The outer-
most consicting of 2 laver of fluttened epidermal cells, 23

layers of sderenehymatws cells benenh. yellowish, the in-
Acrmost consisting of !arse subrounded pzrenchynmouc
¢sils containing mucilage and starch gnnulu. Parcachyma-
tous cells near the epidermis containing raphides of calelum
;mlatle. 70~ 150 um long. Vascular bundles scattered, col-
atera

Binggiuzi Epiderma) cells tangentially elongated. starch
granules occurring in small parenchymatous cells, vascular
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bundle sheath libres crescent. occasionally double.crescent.
Y'mam-

Eliminate foreisn mutter
minate forsign

epalr far ahaur 1
amwelay SVaR VA SUVEL .

hour, softcn thoroughly, cut into thin slices, and dry. or
dry after washing. Pound to pieces before use.

Action To remove toxic heat, and to dissolve jumps.

Indications  Curbunciee, haile, therculosis of carvical

nt
L= =21 IRICTLL, 2 &

lymph nodes; snake and insect-bite.

Usuge and dosage 3~9 g: appropriare qu

1814 !
Appropria uvantity o ternal

. use.

Storsee Preserve in a dry place.

Pulvis Cornus Bubali Concentratus

£ mabo B L2 vinlrinley
1 J\’r'm‘lﬁfmanulnluj lao l‘ ongsuomn )

Condensed Buffals Horn Powder

Condensed Buffalo Horn Powder is the semi-con-
densed powder of Cornu Bubali.

Procedure Take Cornu Bubali, wash clean, cut with a
saw. climinate the bony plug, split inco small pieces, Sclect
the solid tip part which is commonly koown as “Jiaojian™

(horn tip), immerse in 70% ethanol or sterilize with
steam, ihen puiverize to iine powder. Break the rest which
it commonly knowa as “Jinozhuang”(hern stake) to coarse
granules or thin slices. Decoct 810 g of coarse granules or
slices of the hora stake with 10 times of water twice for 7~
10 hours each time, mpplement the =vapomed water dur-

HPW gy g A h? o AL L Y.

ing UWWHD’ wamvine yic QWWWN and filter. WDCCII'

The former is known as “Maocigu®, and the latter S0 1be filizate 10 80— 160 ml, 4dd 190 g of the fine pow-

der of horn tip, mix well, dry below 80C, pulverize (o
fine powder, and sift.

Description  Pale greyish powder, Odour, slightly stinking;
taste, slightly salty.

Water Carry out'the method for the determination of wa-
ter (Appendix I{ H, method 1), not more than 11.0%.
Action snd indications  As described under Corni Bubali.
Usage and dosage 1.5~3g, 2 time.uday
Storage Presecve in well cloced contuiners,

plue protected from moisture.

Pulvis Talci
(78 ¥}, Huashifen)

Taike Powder

Talc Powder is a powder prepared from Talc by

sorting. cleaning, pulvcrmng and drying.

Degeription A white or almost white, finc, sandlese pow.
der, unctuous to the touch. Odourless and tasteless. lnsolu-
ble in water and dilute solutions of mincral acid or alkali

bydroxide.

Tdeatification Complm with tests for [dentification des-
cnm unnu l.llC.

Addltyornkdmhy Bail 10 g of powder with 50 il of wa-

am B mataiibes snmmlowesas rhho wsataw e et s B2
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(requently cool, filter, the filtrate i geutral to litenus
paper.
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28 Cortex Cinnamomi

Cortex Cinnamomi

(A%, Rougui)

Cassia Bark

Cassia Bark is the dried stem bark of Cinnamo-
mum cassia Presl (Fam. Lauraceae). The drug is
frequently collceted in autumn, and dried in the
shade.

Deseriptioa  Channelled or quilled, 30~40 cm long, 3~10
cm wide or in diameter. 2~ 8§ mm thick. Outer surface
greycesh-brown, slightly rough, with irregular fine wrinkles
and transverse raised lenticels, some showing greyish-white
streaks; inner surface reddish-brown, somewhat even. with
fine longitudinal stristions and exhibiting cily tracc on
wratching. Texture hard and fragile, easily broken, frac.
ture noeven, outer layer brown and relatively rough, inner
layer reddish-brown and oily and showing a yellowigh-
brown line between two layess. Odowr, strongly sromatic;
taste, sweet and pungent.

Identification (1) Transverse section: Cork cells several
layers, the innermost layer of cells with thickened and lig-
nificd outer walls. Cortex scattered with stonc cells and se-
cretory cells. Pericycle stone cells in groups arranged in an
interrupted ring, accompanied by fibre bundles at outer
side, the outer walls of stone cells usually thianer. Phloem
rays 1 ~ 2 rows of cclls wide, containing minute needle
crystals of calciom oxalate: usvally 2~ 3 fibres in bundles;
oil cells scattered throughout. Parcnchymatous cells con-
taining starch granules,

Powder: Reddish-brown. Most of fibres singly scattered.

long fusiform, 195~920 um long, up 10 50 um in dirme-
ter, walls thickened and lignified, pits indistinct. Stone
cclls subsquare or subrounded, 32 ~ 88 pm in diameter,
walls thickened, some this at coe side. Oil cells subrounded
or oblong, 45 ~ 108 um in diamcter. Needle crystals
minute, scattered in ray cells. Cork cells polygonal, con.
taising reddish-dbrowa coatents.
(2) Macerate 0.5 g of the powder with 10 ml of ethanol for
20 minutes with constant shaking in & stoppered flask und
filter, use the filtrate as the test solution. Distalve cinnam-
ic aldehyde CRS in ethanol to produce a solution containing
1 ul per ml aa the reference solution. Casry out the mathod
for thin layes chromatography ( Appendix VU B), using sili-
ca gel G as the coating substance, and petroleum ether
(60—90°C )-ethyl acetate (85:15) as the mobile phase. Apply

- separately to the plate 2~35 ul of the test solution and 2 ni

of the reference soludoa. After developing and removal of
the plate, dry it in air, spray with cthanolic 2, 4-dinitro-
phenyhydrazine TS. The spot in the du'omtoyun ob-
tained with the test solution correspords in position and
colour to the spot in the chromatogram obmud with the
reference solution.

Water Carry out the method for determipation of water
(Appendix [XH. method 2, ). not more than 15.0%.

Total ash Not more than 5.0% (Appendix [XK).

Processing  Eliminate foreign matter and rough bark.
Pound to pieces before use.

Action To supplement body fire, reinforce yang. and lead
the fire back to the kidney, to dispel cold and sclicve psin.
asd to activate blood circulation and stimulate menstrual
discharge.

Indications Impotence, frigidity. feeling of coldness snd

APR 28 199S @6:56

pain in the loins and kaees; dyspaea in deficiency syndrome
of the kidney; dizzincss, inflammation of the eye and sore
throat due to yang deficiency: precordial and abdominal
pain with cold scneation, vomiting and dimrrhea in deficien
cy-cold syndromes; neasosis with a feeliag of gas rushing up
through the chest to the throat from the lower abdomen:
amenorrhea, dysmencorrhea.

Usage and dosage  1~4.5 g,

Precaution Used with caution in patients with bleeding
;:ng;:cy or pregnancy Incompatible with Halloysitum
ubrum

Storage Preserve in well closed containers, storcd in a cool
and dry place.

Cortex Dictamni
(B ¥, Baixianpi)

Densefruit Pittany Root-bark

Densefruit Pittany Root-bark is the dried root
bark of Dictamnus dasycarpus Turcz. (Fam.Ru-
taceae). The root is collected in spring and au-
tumn, removed from soil and rough bark. The
root bark is stripped off and dried.

Description Quilled, 5~15 em long, 1~2 cm in diameter,
2~5 mm thick. OQuter surface greyishp-white or pale grey-
ish-yellow, with fine longitudinal wrinklcs and rootlet
scars, frequently with protruding small granular dots; inner
surface whitish, with fine longirudinal wrinkles. Textwe
fragile, dusting on breaking, fracturc unevea and some-
what lamellar. whea outer layer peeled off. aumorous glit-
ter small spots observed op cxposuring to light. Odour,
muttony: taste. slightly bitter.

Identification Transverse section: Cork cells 10 or more
rows. Cortex narrow, fibres mostly scattered singly. yel-
low, 25-100 um in diameter, walls thickcned and obvious.
ly striated. Phloem broad, rays 1 ~3 rows of cells in width;
fibres singly scattered. Parenchyma containing abuadant
clusters of caleium oxalate, S~30 um in diamerer,

Processing  Eliminate foreign matter, wash clean, soften
briefly. cut into thick slices and dry.

Action To remove damp-heat detoxicating and dispel
wind .

Indications Skin iaflammation with yellowish watery dis-
charge, cczema. rubclla, tinea. scabics; acute rheumatic
arthritis; jaundice with dark urine.

Usage and dosage 4.5-9 g: for external use, appropriate
quaatity to be decocted for washing or ground into powder
for topical application.

Storage Preserve in 3 veatilated aad dry place.

Cortex Eucommiae
(#:fP, Duzhong)

Eucommis Bark

Eucommia Bark is the dried stem bark of
Eucommia ulmoides Oliv. ( Fam. Eucommi-
aceae). The drug is collected from April to June,
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Radix Aconiti Latersiis Prepacuta 13§

Radix Aconiti Kusnezoffii Preparata

(HIE S, Zhicaowu)

Prepared Kusnezoff Monkshood Root

The drug is the processed Radix Aconiti Kusne-
zoffii.

Procedure Grade clecan Radix Aconiti Kusaezoffii aceord-
ing 1o size, Macerate it in water until there is no dry core.
Take them out, boil in water until thers is no white core in
the larger root and the taste becomes slightly numb. After
removal, allow it to dry in air appropristely, thes cut iato
slices. and dry.

Description  Irregularly rounded or nearly triangular slices.
Externally dark brown, with a greyish-white polyangular
cambium ring, dotted vascular bundles and clefts: the sdges
wrinkled or curved. Texturc fragile. Odourless; taste,
slightly pungent and numb.

Identilication  Complies with test (2)for ldentification des-
ceibed under Radix Aconiti Kiisnezoffii.

Diester-alkaloids Complies with the test for diester-alka-
loids described under Radix Aconiti Preparsta.

Assay  Carry out the Assay described under Radix Aconiti

Preparata, it complics with the requirements.

Action and indications As described under Radix Aconiti
Kusnezoffii.

Usage and dosage  1.5~3 g; to be decocted for a long time
before adding other ingredients.

Precaution, Storage  As described uader Radix Aconiti
Preparata.

Radix Aconiti Lateralis Preparata

(FtF, Fuzi)

Prepaced Common Monkehand Daughter Root

Prepared Common Monkshood Daughter Root is
the processed daughrer root of Aconitum
carmichaeli Debx. (Fam. Ranunculaccac). The
drug is collected in late June to early August, re-
moved from the parent root, rootlet and soil. It is
known as “Ni Fuzi®, which can be processed into
the following commercial varieties:
(1) Select the large and uniform Ni Fuzi, wash
clean and soak over night in edible mother liquor
of mineral salt preparation. Add salt, soak and
take it out to sun-dry and air-dry every day.
Gradually prolong the time for dryness until a lot
of salt is crystallized on the surface of the drug
;nd_its texture becomes hard. It is known as “Yan
uzi”, ’ '
(2) Grade Ni Fuzi according to size, wash clean
ind soak in edible mother liquor of mineral salt
- Preparation for several days. Boil in the infusion
thoroughly. Take out, rinse in water, cut longitu-
. dinally into slices about 0.5 em in thickness. Soak
and rinse in water once again. Stain the slices
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+ dark brown and steam thcm until the slices turn to
be oily and lustrous. Bake the slices to half-dry-
ness, and then sun-dry or bake to complete dry-
ness. Lt is known as “Hei Shunpian”.

(3) Select the Ni Fuzi of uniform size, wash clean
and soak in edible mother liquor of mineral salt
preparation for several days, Boil in the infusion
thoroughly. Take out, peel the bark and cut lon.
gitudinally into slices about 0.3 ¢m in thickness.
After soaking and rinsing in water, take out,
steam thoroughly, sun-dry to haif-dryness, fume
with sulfur and sun-dry completely. It is known as
“Bai Fupian®.

Description  Yan Fuzi (Salted Aconite Daughier Root)
Conical, ¢~7 long, 3—5 cm in diameter. Externally grey-
ish-black, covered with fine powder of salt. topped with
depressed bud scars and encircled with tubercled short
rooticts or rootlet scars. Testure heavy. Transversely cut
surface greyish-brown, showing smafl clefts filled with fine
powder of salt and a pulyangular cambium ring, and vascu.
lar buadles arrunged irregularly inside the ring. Odour,
slight; taste, salty. numb and pungent.

Hei Shunpian ( Black Slice) Longitudinal slices. the upper
portion wide and the lower portion nurvow, 1.7~ 5 cm
long. 0.9~3 cm wide, 0.2~0.5 cm thick. The outer bark
blackish-brown, cut surface dark yellow, oily and lustrous.

translucent and showing longitudinal vascular bundles. Tex-

ture hard and fragile. Fracture hormny. Odour, slight,
taste. weak.

Bai Fupian { White Slice) Without outer bark. yellowish.
white, transiucent, about 3 mm thick.

ldentilication To 4 g of the coarse powder of Hei Shunpian
or Bai Fupiaa add 30 ml of ether and § ml of ammonia TS,

“shake Tor 20 minutés, filter. Trunsfer the filtrate 10 a sepa-

rator, extract with 20 mil of sulfuric acid solution (0. 25
mol/1), separate the acid solution. Carry out the method
for spectrophotometry (Appeadix V A), the light absorp-
tion exhibits maxima at 231 nm and 274 om. .

Limit test for Aconitine Weigh 20 g of the coarse powder
of Hei Shuapian. Bai Fupian or Daa Fupiun to 4 stoppered
conical flask, add 150 ml of ether, shake for 10 minutes,
then add 10 ml of ammonia TS, shake for 30 minutes. al-
low to stand for 1 ~2 hours. Evaporate the ether layer to
dryaess. Dissolve the residue in 2 ml of dehydrated ethanol
as the test solution. Dissolve aconitine CRS in dehydrated
cthanol to preduce a solution containing 2 mg per ml as the
reference solution. Carry out the method for thin layer
chromatography (Appeadix VI B), using alkaline alumini-
um oxide as the coating substance and n-hexane-cthyl ac-
ctate (1:1) as the mobile phase. Apply separately to the
plate 6 ui of the test solution and S ul of the reference solu-
tion. After developing and removal of the plate, spray with
» mixture of two cqual volumes of potassium iodide-iodine
TS and potassium iodobismuthate TS, The size of the spot
in the chormatogram obrained with the test solution is less
than the corresponding spot in the chromatogram obtained
with the refercnce solution. or no spot reveals in the chro-
matogram obtained with the test solution.

“Hei Shunpsia® and “Bai Fupian™ are

Processing  Fapian
~ usod directly.

Dan Fupian Blanch “Yan Fuzi® with water, 2~3 times a
day uatil all salt is rinsed out. Boil together with Radix
Glycyrrhizae, dlack beans and water unti} the ceatre of the
cut surface is devoid of white core and the cut slice is oumb-
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less to the tongue. Remove Radix Glycyrrhizae and black
beans, cut the drug into slices, and dey.

To each 100 kg of “Yan Fuzi”, add § kg of Radix Gly-
cyrrhizae and 10 kg of blsck beaas.

“Fupian” ( Processed) Scald “Fupian” with sand as de-
scribed under the method for scalding (Appendix 1 D) un-
til it is inflated and slightly discolourcd.

Action To causc restoration from collapsc, (0 supplement
body fire and reinforce yang, and to dispel wind, cold and
. damp.

Indications Collapsc with cold limbs and fainl pulse; im-

potence, frigidity; precordial and abdomina] pain with cold -

sensation: vomiting and diarrhea or edema sccompanied by
aversion to cold and cold extremitics: colds in patients with
yang deficiency;: chronic arthritis due to attack of cold and
damp (marked by persistent severe joint pain, fixed in place
and accompanied by heavincss sensation and numbness) .

Usage and dosage 3~15 g.

Precaution  Contraindicated in pregnancy. Incompatible
with Rhizoma Pinclliae, Fructus Trichosanthis, Bulbus
Fritillariac and Rhizoma Bictillae.

Storage Prescrve “Yan Fuzi” in well closed containers,
stored in u cool and dry place. Preserve “Hei Fupian™ and
“Bai Tupian” in a dry place, protected from moisture.

Radix Aconiti Preparata
(%)%, Zhichuanwu)

Prepared Common Monkshood Mother Root

The drug is the processed Radix Aconiti.

Procedure QGrade clcan Radix Aconiti according to size,
macerate in water until there is no dry core. Take them
out, boil in wates for 4 to 6 hours {or steam for 6 to 8
hours) uatil there is no white corc in the relatively Jarge
and solid root and the tastc becomes slightly numb. After
removal, dry in the air appropriately, cul into slices. and
dry.

Deseription  Irrcgular or elongated triangular slices. Exter-
nally dark brown or yellowish-brown, with a greyishbrown
cambium ring. Texture light and fragilc, fracture lustrous.
Odourless, taste, slightly numb.

Identification Complies with test (2) for Identification de-
scribed under Radix Aconiti.

Diester alkaloids Reference prepardrion Weigh accurate-
ly 20 mg of aconitine CRS to a 10 m! volumetric flask. add
dehydrate ethanof to dissolve, and dilute to the volume.

Preparation of calibration curve  Transfer accurately 0,
0.25, 0.50, 1.0, 1.5, 2.0, 2.5 ml of the refercnce solu-
tion to 25 m} volumetric flask respectively. add dehydrate
ethanol to 2.5 ml, add accurately 1.5 ml of alkaline hy-
droxylamine hydrochloride TS. respectively, and mix well.
Warm on a water bath at G0~ 65C for 10 minutes and al-
low to cool. Add 13 ml of ferric perchlorate TS, mix well,
and stand for 5 minutes. Then add accuratcly 8 ml of per-
chloric acid TS, dilute with ferric perchlorate TS to volume,
mix well, and allow to stand for 15 minutes. Carry out the
method for spectrophotometry ( Appendix V B), vsing the finst
solution as the blank. measure the absorbance at 520 nm. and
prepare the calibration curve with the absorbance as ordinate
and the conceatration as abscissa.
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Procedure  weigh accurately 10 g of the coarve powder to
a stoppercd conical flask, add S0 ml of ether and 4 ml of
ammonia TS, stopper, shake- thoroughly, allow to stand
over night. and filter. The drug residue is shaken with 50
ml of ether for 1 hour, und filter. Wash the residue with
34 quantitics, cach of 15 ml, of cther, and filter, Com-
bine the filtrate and wushings, and evaporate to dryness at
a lower temperuture. Dissolve the residue in 2 mi of chloro.
form, and transfér to a scparator. Wash the container with
several quantitics of 3 ml of chloroform, and transfer the
washings to the separator. Extract with 3 quantities of S ml
of sulfuric acid (0.05 mol/L). Wash the acid solution with
the same 10 ml of chloroform, successivcly combine the
acid solution, adjust to pH 9 with ammonia TS, and extract
with 3 quantities ,cach of 10 mi, of chioroform. wash the
chloroform solution with the same 20 m! of water succes-
sively, combine the chloroform solution. cvaporate to dry-
ness at a lower temperature. Dissolve the residue in a quan.
tity of dehydrate ethanol, transfer the solution to a 5 mi
volumetric flask, wash the container several times with de-
hydrate ethanol, combine the washings to the volumetric
flask, dilute with dehydrated cthanol to volume, mix well,
Transfer accurately 2. 5 ml of each of the above solution
and dehydrate ethanol uscd as blunk solution, scparately to
25 m] volumetric (lask, Measurc the absorbance, as de-
scribed under calibration curve preparation, bepinning at
the words “add accurately 1.5 mi of alkeline hydroxylamine
hydrochloride TS”, Read and caleulate the weight (ug) of
diester-alkaloids in the test solution from the calibration
curve.

It contains not more than 0. 15% of diestcralkaloids, calculated:

us aconitine (CoHpNO,), on the dricd basis,

Assay Weigh accurately 10 g of the powder, and carry out
the method deseribed under procedure of Diester alkaloids,
using o mixture of ethes-chloroform (3:1) instead of ether,
beginning at the words “add 50 ml of cther=:-™ to “combine
the filtrate and washings, evaporate to dryness at a lower
temperature”, Dissolve the residue in § ml of the mixture
of ether-chloroform (3:1), evaporate to dryness. Distolve
the residue again in 5 m] of cthanol, add 15 ml of sulfuric
acid (0.01 mol/L) VS, accurately measured, 15 mi of wa-
ter and 3 drops of methyl red IS, and titrate with sodiuvm
hydroxide (0.02 mol/T.) VS until a ycllow colour is pro-
duced Each ml of sulfuric acid (0. 0l mol/L) VS i
cquivalent to 12.9 mg of C; HaNO;y; .

Tt contains not Jess than 0.20% of alkaloide, caleulated ss
aconitine (C,(HgNOy).

Action and {ndications  As described under Radix Aconiti.

Usage and dosage  1.5—3 g, to be decocted for a long time
before other ingredicnts are added.

Precantion Used with caution in pregnancy. Incompatible
Rhizoma 3§
Bletillac, Radix Ampelopsis, Radix Trichosanthis. Fructus 3

with Bulbus Fritillariae, Rhizoma Pinelliae,

Trichosanthis and Cornu Rhinoceri.
Storage Preserve in a ventilated dry place.

Radix Adenophorae
(#3)%, Nanshashen)

Fourleaf Ladybell Root

Fourlcaf Ladybell Root is the dricd root of :
Adenophora tetraphylla ( Thunb.) Fisch. or }
Campany- §

Adenophora stricta Miq. ( Fam.
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The following terms are used in traditional Chincse
medicide and adopied in the individusl moaographs of
cruds drugs, dosage forms and Chisese patsat medicines
under ths headings of “Action”, “Indication”. “Usage and
dasage” and “Precaution™.

blood stasis local stoppuge of slownems of the blood flow
ac genera sluggishness of blood cirewistion. It is usually
maaifested by prickiag ur stabding pain fixed in position

and with tenderness. amenorrhea or diminishod reastrual -

flow with diseharge of durk blaod clotg, maes farmatinn in
the abdomen. dry sealy skin, puwpura or occhymatis,
cyunosis of the longue or purple dots or spow on we
tongue. According (0 modern researches, bloed stasi in
traditiopa! Chinesz mcdicise may include the following
pathological changes: ischemis. cangestion. threabosis.
bleeding due (u mictocirculatory disturbancs, inflammatesy
exydation, avophy snd hyperplasia. 3nd cven the forms-
don of tumour. The principal trestmeni B o remove of
eliminute bload srasia by activating or promotisg the blood
cireulation.

chasnels and collaternls  According o the theory of chane.
pels (ar meridians), there «xists in the human body & sys-

tem of cheanels through which qi {vitul cnergy) and blood™ ™

circulate. and by which the intcraal organs are connected

with the superlicisl arguns 204 tistues, There are 12 regular

channels { main meridiaas) and & extrs channels. Collates-
als are the braaches of the chanaels. These are 15 main
coiisterais with subdivitioa of numerous secondary and tes-
tiary collatcrals. Many mordid conditions may be caused by
obstrucuon of the coilateral channsls. e. 2. obstruction by
wind, cold iod damp is believed bo 3 comown causc of
arthritis with joint paia und limitation in motion, bemiple-
gia with auailbnes of the limds is ale dut fo steiruction is
the collatery} chanoals. Thus, removal of the obetructions
trom the affected collaterals is the main (reatment of these
morbid cunditions.

cold (1) An exogenous pathogenie [acter thar lrings va
the syndrome wwarked by chilliness, wmild fsver. headsehs,
general aching, tut a0 sweating, whea it iavedes the super-
ficial portion of the body (aieo sulied wind.cold ayndrome).
or the syndrome Marked by vomiting. ubdominal pain. di-
arrhea. borborygmi and evea shivering chills and syncope
(2) Aa cadogenens pathogesic factor dus o deficicacy ot
yang (vital function) that causcs various mordid condi-lions
macked by iatolersnce of cold. cold extremities, pale
toggue with whitlsh coatiag, weak aad stow pulse, also

seatlad Lol afamon sabd Basides tha shave ascissnne fassuess
Tl GRIGEARCYTovm . wSets Tas STVTT COLNENTN 1SRRI

c3ch mordid cundition caused by deficiency-cold has its own
charactesistics. such as relief by warmth ia epigastric or ab-

 daminai puin of deficiency-coid typs. difticuity in cxhais.

Uion apd eapectoration of whitish thin sputum in dyspnes of
daticieacy.cold type. chin whitish discharge and discharge
of pale red blood in icukocrhes and excamive meastrual
fow of deficiancy-coid type respectivaly. The priacipul

120nattmans af tha cundermne ar mashid candisiane weimad hye
TRREIe N Wi W .,'u“'“ WY MR WS DWW WMWYED weamTeer Wy

- Cold i to dispel cold. In case of deficiency.cold, drup w

warm the 1ntesaal orguns by avigorating the vital function
(yang) aze also necsssary. but mast of the drugs to dispel
cold have warming effects.

coiddamp (1) Cold and damp in combdination as a
pathogenic fact or rthat causes muscle pein aad arthraigis,
chiefly rheumatic. T
(1) A morbid condition murked dy intolerance of c¢old.
soid limbs, abdominal distention. diarrhea and edems ci-

ther caused by attack of damp on the cplum resuitiag in

lnwered function of this organ (deficiency of yang) or ducto - -

deﬁcifuey of yang of the spleem and the kidney with accu.
mustion of dump, ¢.g. . cold-damp leukorrhes is charae.

tasized By incoesant dicsherwa af shin whitich mome PR
T T Tevveewes Swenwagp® Wwe Uil wailaa Ovess [TUIN

the vui'na. sccompanied by lassitude. aaorexia, 1o0se How-
gu. uh_m! ia the lumbar regions and cold sensation in the
iower sbdomen.

collnternly (colistern) channels) see chunnels and collatcrals
éamp (1) An exogeaous pathogenic facter that causes
syadromes wich the following features: chills snd persistent
fever io spite of perspization. headache as if the head were
tghtly bound, lassitude sand Aeaviness scasation ia the
limbs, 3soresin with feeliag of stuffiness ia the chext 3ad
spigesism, aad 1osis bowals, joint pains and swoiling
with sensation of hcaviness. eic.

{(2) Reteadoa of water within the bady cuused by deticien-
cy of yaag (vitsl function of the spleem and the kidmey.
manifested by anorexia, disrchea. wbdominal distension,

olisuria and edema

damnp-heat  Haat ad damp in combination as a pathogenic
factor 1hat causes morbid conditions ususily characterized
by inflammation with purvieat discharges. ¢.g.. acute uri-
oagy iafection or urolithissis accompsnied dy dysuria. pes-
sage of wrbid urine and homstwria if it utiacks the winary
bisdder; acute dysentery or diarrhea with mueus and dlood
in the stools whea it invades the lasge intertine; pusulent
loukorchea with & foul smell or pyogeaic ioflammation of
the leg or foot if it pours dowaward (o the lower portios of
the body. Furthermorze, Rundice i scute casss v also at-

URSISS B SSUS SaS S W
tributed to damep-hent.
dasmpwerm An infectious disssse srevalent in summer,

marked by proloaged fever, gencral aching and scusation
of heuviness. stuffiness in the chest snd disteasion in the
abgomen, wad groasy tongue coating. Sometimas it is re.
ferred 0 typhoid or paratyphoid fever.

deficiomsy The siats of being whort of what is nesded, &
pecially of the functions, energy snd cisestial materisls
needed for msiataining u Aealthy iife and normsl dody re.
sistance. Generally spesking, deficieacy syndromes include
deficicney of qi, of yung, of yis. of vital esvemce, and of
blaod.

deficlncy-cald sec cold.
defiiciancy-iire 1ee fire.
ulicioncy of Blosd A murbid coadition marked by pallor,

Al ttaans malmlieslom lesmmale eod swmbesss Al Sha
U PRIPIHATIVI, ARNTIS, UV UvalusTes Wt wis

limbs. 1t roughly corresponds to saamia. bul it may 2ls0 de
found in other discuscs (¢. 3. ia neurosis), while a savare
30emic patient is ususlly defifieat ia both yi and Biood.
daficiency of gi A genarsl term for diminshed ftuaction of
the iateroai organs and lowercd body cesistancs. IS cour
mos features sce pallar. lassicude, lstessnem, shormes of
breath, spontanscus sweating. and weak puise.
deficiency of yang A genwral cerma for lack of physiological
coergy of life with diminshod functions. marked by palior,
iatolerance of cold, culd extremitios. ioose Dowsls and rec-
ble pulse. .
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deficiency of yin A genersi term for luck of dody fluid, wi.
13! exsence apd Hood, often resuiting in cadogenuus heat
(scc (nrernal dest).

dullciency of yin  with flaming up of fire (see lice).

deficiency syadrome of the kidney A general wrm for defl.
cieacy of yin and yang of the hidacy. The common features
are sching ted weakness in the (ans aad kness, seminsl
omishion, impolence, dizzivess. tinmitus. forgetfuiness,
cte. Fdcma 3ad astims muy also be included in this syn.
drome.

deficiency syndrome of the liver A genersl lerm for dafi.
ciency of yim and blood of the liver. The commoa features
are dizziness, headache, irritadility. impairment of vision,

" dryness uf the cyes. aad menstrual disordess.

diabetes caused hy internal heat A mordid conditioa marked
by great thirst, the pissage of & large amount of urine, and
tometimex excesmive eating. comprising diabetes mellitus
and diabetes indipidus. Acsording 10 traditiomal Chinese
avedicine, the pathogenesis of Jiadetes in mosr {nstances is
deficicacy of yin with [ormation of interual bess. In this
book. some of the drugs indicated for disbetes may have a
hypoglycamic effect. but the others are utsd fur relisving
the symptoms such as polydipsia and polyuria.

dryness (1) Aa simuspheric pathogenic [actor which pre-
vails in dry seasons 3ad iapairs the body fluid, resultiog in
drynest syndrome macked 0y dryness of the aussl cuvity,
dry throut, thirst, parched lips, dry cough., and
constipation.

(2) An sadogenaus pathogenie factor caused by impuirment
of body (luid «nd also the sydrome thus prodeced.

drypmchant  Drynces and hsai in sumbioution s &
pathugenic factor cauting sare throat, inflammation of the
eyes. dry cough, or hemoptysis.

crogenows affectien Morbid condition caused Dy excessive
or uatimely stmospheric influences and various infectious
facrors.

fire (1) Physiologicat energy of life. This defiaition is re.
fersed 10 in such expressions as “seinfores ths fire” ond “in.
vigorate tie fire”.

{2) An exogenous pathogeaic factor that causes mordid
conditlans marked by scute local inflammation or blecding
accompanied with constitutivmal manifestations sueh a8
aversioa (u hest, thirst, coastipativm, reddencd tongue
with yellowish coating. aad (oreeful rapid pulse.

(3) A nwrbid condition cauted either by hyperwotivity of
internal organ(s) or by yia deficiency with secosdary fire
symptoms (ales sulled “daficiency-Bire™ or “deficioncy of yin
with flaming up of fire”. which is masifcsted Dy Duwshed
cheeks, daily recurring fover, heat seamation in the palms
and soles, irritability, dryoess in the mouth with sore
throat, hemoptysis. hyperaphrodines. sts. ).

fire in the Bwer (livanfire) A mordid condition of hyperac-
itivity of the liver caused by stzoag smotional agitations and
manifestad by headache. dizeiness, blood-shot eyes,
flushed face. irritudility, and bematemaosis, hemoptysis or
‘epistaxis, (e fire)

heart A viscus that mwainiaing the dlood circulation of the
blood and controls the mental activities. Thus, not caly the
disturbance of blood circulation and irregulacity in the re-
quence of the puise baat but alse varions disordess of the
higher centrai aervous system {such as imomnia, forgstfule
ness, impaired comciuusness) are attributed to the dysfuac-
tion of (ke hesrt. .

heat A pathogenic factor thal cuuses mordid coaditions

the kidnay. .

——,

chasacterized by foverisaaess. flushed tace, thirst, cravig

(ur cold drink. constpetion, reddened tongue with yellow.
ih coating, und rapid pulse. When it causes inflammarion
with redness, neat and swelling, it s called towic hewt.

Boat in blood (1) Ths late sad severest stage of febrile dis-
cases. marked by fevar, resilewiness. delirium, skig erup.
u;n)and bleeding (hemutemesis, cpidstaxis. hematocheziy,
ete. J.

(2) A common causc of bleeding, forcing the blood to fiow
out of the vessels, :

!ua} in the lung A morbid condition that muy be secn ig
various inflammatory diseasas of the respiratory system,
marksd by cough with thick or yellowish (puruleat) SPu
tum. chest pain, dyspaes wid even hemopiysis.

internal heat (1) The heat syndram caused by conrumption
of yiw or body fluid. ususily manifested by fever in the of:
tcraoon or 3t night. heat sensation in the chest. paims agd
soles, night sweating, thirst. constipation, reddened
tongue with scanty coating, snd thready. rapid pulse.
(2) tavasion of exoganows pathogenic heat into e interias
ol the body. !n wis book. internsi heat is usaally referesd
to deflinition (1). It may also be 3 common cause of dia-
betes (see disbutss cansed by internal hamt).

kidney A viscus that stares the essence of lifc cither cone
genital ur acquired (from food) for growth and devclope
ment, 33 well as scmen for reproduction. It controls wriné
eliminativy and water mataboliscn and beips the lung in ace
complishing cespiration. It also has direct cffect on the
condition of the done and marrow, activities of the braia,

. heasing of the cags, glossinems of the heir, sad sexval pow-

or. Thus, ia deficiancy coaditioas of Uie hideey, the com-
|OA symploms are sching in the loins whcre the Kidneys are
scated, wesknsss in the knses asd legs. impairment of
hearing, premutuse greying of the hair and beard, (mp¥y
tence in male and [rigidity in femals. Ia additon, dimia’
ished function of the kiftasy may leud to edema (due to fuil-
urs in climinatiag uring) or dyspaea {due to failure io belp-
ing ths luag 1o reccive sir). Soms menstrval disorders, dis-
turbances {a mentality, osteopathies, and even looseaess of
the testh (the teeth being conaidercd a3 the odds and eads
of the boas) may aliso de related o deficiency conditions of

kidmey yang The motive force of the functions of the iids
ney. includiag its reproductive fuaction. Duficiency of the
kidaay yang is often marked by genesal dedility, aversion
coid, cold limbe, listletsaess. sching and weaknast of the
loins and knees. impotence, nocturis, pale tongue with
whitith coating. :

kidney yin The cwestial substances in the kideey, servisg
as the material dasis of the kidney functioas. Deficiescy &
the kidney yin is marked by lumbdago, famitude. diruiness,
tinnins, nocturnel emission, thirst. hot sessation ia pelms
aad soles, reddened tungee with fittls or oo coating.
thready and rapid pulse. Starility is oftan atriduted to defl-
cieacy of the kidwmey yim.

Uver An internal orgun that storss biood, smooths the

tlow of ql {vitsl cnergy). coateods the fusction of the g

doas. and communicates with the gall-bladder. Thus, dy¥-

fuaction of the lver may losd (0 BCAtEMEsS Of CXCHLIVE

uterine bleeding. stagnation of §i Mmanifestcd by disteadiag

pain in the costa) regions, irritability or depromioa, flam-

ing up of the liver-fire manifested by headachs, dizziness.

tinaitus and coagestion of the eyes. peoduction of wind syB-.
dromes of ths Kiver such a8 vertigo, Wemote, spatms u‘:
convulsions. und jauadics if the bile flow is abutruct

Sincs (he suscoce of the liver 3ad the kidwey can "‘“"4' Ay
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zach other, 1ad doficieney of (he one will resuit in defi.
ceacy of the other. many of the drugs repleaishing the kid-
wey can replanith the Liver wt the tame time. and vice versa.
in addition, the liver nhas specific relationship with the
eyes, and maay eye dissuses can de treates ss liver disesses.

tung A viscus sl pesforms the function of respiration,
dissemninsies qi (vital energy). helps main\in normaj water
metanolism and contzols perspirution. closely relatiag to
the suparficial body resistunce. Thus, although it is mainly
referred to the respiratory system including the upper respi-
ratary Gact, its implications are sometimes more exteasive.

phlegn (1) Pathologic secretions of the respiratory sys-
tem, syaonymous 1o sputum U it is ejected from the arouth
(“phlegm visidle”). Retention of phlegm in the respisatary
system is 3 common pathogenic factor that cause cough and
asthws. .

(2) A pathologic product of discased interaal argans. espe-
ciully of the spleen, which in turg May cause various irou-
hles, e.3. . causes and vomitiag if it affects the stomach,
palpitation. impairment of consciousness or even manis if it
invades the heart, serofula and other nodules under the skin
it it accumulates subcutugeously. Thcse Llroubles are
thought to be caused by “phiegm invisible”. as they can be
effectively treated with the drugs wed for the " phlegm
visible”.

Phicgm can be furihes clamified into cold-phicgm, heat-
phlegm, dump-phicgm, wind-phiegm and perristent
phicgm. Cald-phlegm is characterized by frothy or watesy
sputum whitish i colour, accompanicd with other cold
mani(esations such as avertion to cold or chilliness. Hest.
phiegm is marked by sticky ur puruleat sputum sccompa.
pied with other hest manifestations such a3 fever, reddesed

tongue with yellowish greasy coatiag snd rapid pubse.
Dsmpphlegen is produced by retention of damp dus to dys-

fuaction of the splesu. briagiag on symptoms such as pro-
fuse frothy sputum. cpigastric distension, nauses and voa-
iting. Wind-phicgm usually causes headache, ventige,
numbaess of the limbs, struks or coovulsions. Persistent
phicgm is oftes seen in lingaring casas of phiegm 1yndrotes
such 33 asthma with repsated attacks; manis and cpilspsy
are ulvo attributed to persistent phlegm.

phisgn-fire PRiegm and (ive in combinutiun &3 8 pathogeaic
faclor that ciuy cause palpitstion. headsche, veniige, or
mental disordars charscterioed by an expagiive emational
state, hyperirritubility, overtalkativeness, und increased
motor sctivity.

phisp-Nead Phivgm 32¢ best in combdination a8 3 pathogesic
factor invading the respisatory systam and cawsing fover,
cough, cxpectoration of puralent sticky sputum and even
dyspass.

Qi The basic slament of saszgy that makes up the hunas
body and sapports \ie vital activitics. Since 1he axisweace of
qi in the humaa dody can oaly de perceivad theough its re-
sultaat activities of the orgam and timues, it usually implies
the funceioaal sctivity. 11 cicculates in the chonnels and col.
laternis. Stsguatioa of its circulatica may rasult from emo-
tional depression. improper dict, infection and injury, and
is often maanifested by distensica 2ad pain. Neficieacy of ¢f
is refesred to decreased functional activity. usually madie
fogted by lassitude, listlestaess. thortnesy uf beeath, spoa.

" taneous uweating end weskcoed pulss. Siace each incerua!

Srgas has is own functional activities, deficiency of qi of
different organs may have different manifestations. Drugs
to promote the circulation of ¢i are indicated in the stagnd.
tion cases, while drugs (o seinforce qi are usad for the defi-
ciency cases. To rsgulaie the flow of gi is a genaral wrm
for treating disorders in the Haw of ql.

amm sm smm A& PRy

pleen A viscus that is belicved to Waze with e stomash
the fanenon of digesung food, traasport and diseribate nu.
trien's and water, reinforce the vital energy (qi). and keep
the blood {lowing within the blood vessels. In most cases.
the spleen & celcrrod to the digestive system, taken as the
source of autrienis for growth and developmeat, providing
the material basis of the acquired constitution. Hawever,
dysfunction of the spleen is ot confined to digestive diser.
dess: 1t muy Uso lead to reteation of water (see damp) and
Remorrhagic disorders such as excestive mensirual dischacge
and subcutapeous extravasation of dicod.

snmendamp A norbid conditian caused by summer hest
and damp in combinaton and chatustsrized by fever, fidgt-
ncss. feeling of stuffiness in the chest and epigastrium,
thicst, diarthea, and yellowish greasy tongue couting.

summenhest  An cxogenous patbogenic factor that causcs
diczaset 0 tummer time, marked by high fever, thirst,
profuee peripiration and lassitude.

vital emence (1) The fundamental sabstance that builds up
the physical structure and maintains the body functina,
(2) Scmen. When this lera is used ia the context of the
::idaey. it is refareed to both definitions, parteulariy to tie
sttee,

wind An cxogenous pathogenic factor characterized Ly upe
ward and out-going dispersion. rapid change. iad constant
movemeat. Therelore, upper respiratory catacth with
headache aad aversion to wing in common coid, morbid
conditions with abrupt onset and sedden subsidence such =
urticaria. those with wandsring sysaptoms such 33 migrato-
ty pain ia rheamatic anhritis. and thete wicth abnormal mo-
tion such as convulsion. cpasm, tremor, and facial parulytis
with deviation uf the cyes and the mouth are all delieved 1o
be causod by wind. Furthermore, attack of wind oa the

“skin ofiea results in itching.

windcald Wind and cold in combination ss 3 pathogenic
factor causing chillincss, headache, general aching and 3
sniuffed, ruaning nose.

wind-hoat Wind snd heat in eombination as a paihoge'use
factor cauming marked fever, mild chilliness, cough, thirst.
sors (hroal, beadache. or inflummation of the cyes,

windphloge Wind and phlegm in combinstion 38 &
patbogenic tector causing vertigo, sumbacss of the limbs,
stzoke, o¢ epilepiic coavulsions.

yis and yang  Vieeyang is ons of the ancieat philusophisal
coacepty in China, which holds that aaything ia the umi-
VETHR IS 40 ¢Ttity of twa aspecl-yia and yaBg. cver apposing
asd complemencing cach other. This concept is used in tea-
ditional Chinces medicias 33 » guiding ideclogy referriag to
vazious entithesss in anatumy, physiology, pathology, di-
agnosis and trcatment. Io this dook. yin and yang are only
used ia a specilic sease, i.¢., yin is refesred to the marerisl
aspest of the body or internal orgass. including vital
casuce, fluid, nutrients, ete., while yaag to the functiosal
aspoct. For exampie, yia of ths lusg means the fluid ndur-
ishiag aad moisteping the respicatory system: ysam of the
iidney implics the ohysiologicul eaergy of life, i.c., fire in
its physialogical seate. as well as tha functions (growd.
development, roproduction, wmetabolism, ste.) produced
tercby. In heaithy conditions, yia sad ywmg ace kept at
normal jovels and ia a relative equilibrium. Breskdows of
the delanced squilibrium dus 16 deficieney or exces of si-
thee yim or yang will cause diseases. Furthermore, delicicn.
¢y of the ons may icad to excess of the other, ¢. .. 6unm
ished function of the splesm (dJslicicncy of yang) may give
rise to retention of waisr or damp {cxcem of yla): defi-
cisacy of yin of the liver may result in hyperaetivity of the
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liver ar even flamming up ol (he Mverfire (excess of yaog).
On the othesr hand, axcess of the one may iead 10 deficien-

ey of the ather, ¢.§.. high fever (cxcess of yang) consumes
the body Huid (yia).
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TIMYZOROLA™ Exhibits Positive Effects On The Prostate: Clinical Study In Support Of
The Dietary Supplement Claim, “Promotes A Healthy Prostate”

I. Methods

Clinical testing of TIMYZOROLA™ in humans was conducted between June of 1993 and July
of 1996, by Uniweal Ltd. and its agents. This testing involved 302 male volunteers with benign
prostatic hyperplasia (BPH) under a double-blinded protocol. The volunteers were between 40

- and 80 years of age, exhibited an International Prostate Symptom Score (IPSS) (a standard of
prostate assessment promulgated by the World Health Organization)' over 13 and maximum
urine flow rate (Q,,,) below 15 ml/s. They exhibited prostate specific antigen levels (PSA)
within the normal range (<4 pug/L). The subjects exhibited no diseases including prostatic
cancer, ureterostenosis, vesical diverticulum, sclerosis of bladder neck and neurogenic bladder,
and other diseases including discharge of urine. Patients were excluded from the study who had
dysfunction of the heart, liver, lung, and kidney, or orthostatic hypotension or mental diseases.

The 302 volunteers were divided randomly into two groups, with 202 in the TIMYZOROLA™
group and 100 in the finasteride group (finasteride is an approved drug in the U.S. (finasteride)).
Both groups were physically similar as indicated by IPSS, Q,,, and PSA measurements (Table

1.

Group No | Averageage | Average PSS Quuc (mls) | PSA (ug/L)
course’

TIMYZOROLA™ 202 71.4 £9.3* 6.4 £3.7* 27.6 +4.2* 9.81 +3.44% | 2.2 :0.49*
Group

Finasteride group | 100 | 69.5:84 | 6.1 +4.2 26.3 +3.9 10.38 :2.56 | 1.9 +0.31
* Student’s t-test; two groups not significantly different at 95% confidence interval.

The volunteers in TIMYZOROLA™ group took two capsules orally per administration and four
administrations per day for 180 days. One capsule contains 200 mg of TIMYZOROLA™,

‘The volunteers in the finasteride group orally took one 5 mg tablet per administration, one
administration per day for 180 days. Finasteride tablets were provided by Merck SD (China)
Ltd. Finasteride, an approved drug in the U.S. (finasteride), is an appropriate comparison drug
for this study because it is the principal drug used in the treatment of BPH. See PHYSICIANS’
DESK REFERENCE 1880 (53" ed. 1999) (containing the PROSCAR (finasteride) package insert).

1 World Health Organization, International Prostate-Symptom Score (I-PSS). The Second International
Consultation on Benign Prostatic Hyperplasia, Paris / June 27—30 1993, ISBN 1 898452 05 9 (published by
Scientific Connnumcatmn International Ltd.).

2 *“Average course” is the average time period of patients having BPH
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Starting from one week prior to treatment, the volunteers were not allowed to take any medicine
which might influence the discharge of urine, such as sexual hormone inhibitors, S«-reductase
inhibitors, and other 5e-reductase receptor blockers. The volunteers were not allowed to take
picklings, kimchi, sauerkraut, canned food, baked food, soy sauce, vinegar, food containing
nitrites, excessive pesticide residues, preservative substances, and drinks containing alcohol.

The following observations were made according to the “Guidelines of Clinical Study of New
Chinese Drug for Treating Prostate” published by the Ministry of Public Health of China in
1995: '

(1) Safety Observation: normal physical examination, routine analysis of blood, urine and
feces, and examination of heart, kidney and liver function.

) Effectiveness Observation: clinical symptoms, physical signs, routine analysis of blood,
urine and feces, examination of heart, kidney and liver function, B mode ultrasonography
on kidney, bladder and prostate, urodynamics test, and test of prostate specific antigen
(PSA). :

The above examinations were performed weekly before treatment and weekly during treatment.
The examinations were taken a total of seven (7) times. Therapeutic effectiveness evaluations
and comparisons were made were made a total of three times.

The standards of therapeutic effectiveness were defined and used according to the “Guidelines of
Clinical Study of New Chinese Drug for Treating Prostate™ ™ =

(a) Clinically controlled: primary symptoms and physical signs disappear, IPSS score falls
to 90% of its original value, and the physicochemical parameters become normal;

(b) Effectiveness: most primary symptoms and physical signs disappear, IPSS score falls to
60 to 89% of its original value, and the physicochemical property becomes substantially
normal; :

(©) Good: primary symptoms and physical signs partly decrease or disappear, IPSS score
falls to 15 to 59% of its original value, and the physicochemical property begins to show
good signs;

(d)  Ineffectiveness: primary symptoms and physical signs show no changes or become
worse.

Therapeutic effectiveness was analyzed using a Student's t-test to make pairwise comparisons
“ between the before-treatment group and the after-treatment group, as well as within groups.
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II. Results

L PSS S | Quality of Life (QOL) Score

IPSS and QOL Scores of the TIMYZOROLA™ and finasteride groups were determined one
week prior to the treatment and at weeks 4, 8 12, 16, 20 and 24 after the treatment. The average
scores are listed in Table 2. The data show that both IPSS and QOL scores improved throughout
the duration of the study as compared to the baseline measurement (p<.01) for the
TIMYZOROLA™ group. Having effects similar to the drug finasteride, TIMYZOROLA™
reduced the symptomatic effects of BPH and thus, supports the claim that “TIMYZOROLA™
promotes a healthy prostate.” '

3 See World Health Organization, The World Health Organization Quality of Life Assessment (WHOQOL):
Position Paper from the WHO. Soc. Sci. Med. Vol. 41, No. 10, pp.1403-1409, 1995.
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Table 2. Comparison of IPSS and QOL Scores Before and After Treatment (X+S)

Group Weeks IPSS QOL
TIMYZOROLA™ I week before treatment | 27.6+4.2 4.71:0.63
Group
(n=202) 4 weeks after treament | 1 4. 3900 2.44 £0.4200
8 weeks after treatment | 7 5100 2.15:03600
12 weeks after treatment 7.5:2.3000 1.97:0.31000
16 weeks after treatment | 5.4+1.90@ 1.91:0.350@
20 weeks after treatment | 4.9:1.30@ 1.74:0.430@
24 weeks after treatment | 4.4:1.30@ 1.82:0.410@
Finasteride group 1 week before treatment 26.3:3.9 4.45:0.70
(=109 4 weeks after treatment 11.6:4.1 2.39 £0.54
8 weeks after treatment 84 :34 2.2310.39
12 weeks after treatment | 7.2+3.1 2.06:0.45
16 weeks after treatment | 6.3+3.4 2.01:0.42
20 weeks after treatment | 5.7+3.1 1.95:0.43
24 weeks after treatment | 5.8:3.4 1.97:0.42

Student’s t-test

3 compared to baseline (within the group), p<0.01;

O compared with finasteride group, p<0.05;
@ compared with finasteride group, p<0.01.
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2. _Urine Flow Rate

Maximum flow rate (MFR) and average flow rate (AFR) of urine for the two groups were tested
one week prior to treatment and at weeks 4, 12 and 24 after commencing treatment. The results,
listed in Table 3, show that MFR and AFR of the TIMYZOROLA™ group had statistically
significant increases, compared to baseline (p<0.01), and compared to the finasteride group at 4
and 12 weeks after treatment (p<0.05) and at 24 weeks after treatment (p<0.01).

Table 3. Comparison of Urine Flow Rate Before and After Treatment (X + S)

Number | Time of treatment MFR (mi/s) AFR (ml/s)

TIMYZOROLA™ 202 1 week before treatment 9.81+2.76 5.61:2.68
group

4 weeks after reatment | 13 1641400 | 7.65 +3.3000

12 weeks after treatment | 1555 45,1700 | 9.24:3.4300

24 weeks after treatment 16.67+5.530@ 9.61+4.240@
finasteride group 100 1 week before treatment 10.38+2.56 6.241+2.60

4 weeks after treatment 13.60:3.59 7.80 +3.60

12 weeks after treatment 14.23:3.80 8.25:3.43

24 weeks after treatment | 14.79+5.46 8.51:3.94

Student’s t-test
0] compared to baseline (within the group), p<0.01;

O compared with finasteride group, p<0.05;
@ compared with finasteride group, p<0.01.

An analysis of rank-sum test was made on MFR and AFR for the two groups before and after
treatment. The results show that both MFR and AFR improved for both the TIMYZOROLA™
group and the finasteride group (Table 4). Both groups exhibited similar reductions in urinary
flow, which is associated with BPH.
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Table 4. Comparison of Change Rate of Urine Flow Rate Before and After Treatment**

Number | Time of Treatment IPSS MFR AFR
TIMYZOROLA™ | 200 4 weeks after treatment 0.551 0.341* 0.364 @
S 12 weeks after treatment 0.728* 0.551* 0.647 @
24 weeks after treatment 0841 @ | 0699@ | 0.713 @
Finasteride group 100 4 weeks after treatment 0.559 0310 0.250
12 weeks after treatment 0.726 0.371 0.332
24 weeks after treatment 0.779 0425 0.364

*¥ Rank-sum test; change rate = (test value after treatment - test value before treatment) / test
value before treatment.

* compared with finasteride group, p<0.05;
@ compared with finasteride group, p<0.01.
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3. p Gland Vol { Residual Bladder Uti

The volume of the prostate gland and the amount of urine remaining in the bladder were
calculated using B mode ultrasonography via rectum for the two study groups before treatment
and at weeks 4, 12, and 24 after commencing treatment. The results are presented in Table 5.

Table 5. Comparison of Prostate Volume and Residual Bladder Urine Between Groups Before
and After Treatment (cm3/ml, X + S)

Group Time Prostate volume Change Residual bladder | Change rate
(em?) rate of urine (ml) of residual
prostate urine of
volume bladder
(%)” (%)”
TIMYZOROLA™ Before 56.30 £17.23 59.67 +21.03
group treatment
(n=202)
4 weeks after | 46.37 £8.2503 -17.6 23.29 +8.2401 -60.9
treatment
12 weeks after
treatment 37.66 :6.240@ -33.1 17.24 £5.1300 -71.1
24 weeks after | 34.75 £3.520@ -383 6.52 247030 -89.1
treatment B
finasteride group Before 54.29 +18.24 58.24 £22.15
(n=100) treatment
4 weeks after 51.67 £15.43 -4.83 22.66 £17.59 -61.1
treatment
12 weeks after 47.83 £12.50 -11.9 19.82 +13.43 -65.9
treatment
24 weeks after | 43.45:824 | -200 17.64 +6.22 -69.7
treatment

** Change rate = (test value after treatment - test value before treatment) / test value before
treatment
O compared to baseline (within group), p<0.01;

O compared with finasteride group, b<0.05;
@ compared with finasteride group, p<0.01.

The results show that the TIMYZOROLA™ group had statistically significant decreases in
prostate volume, as compared to baseline (p<0.01). Compared to the finasteride group at 12 and
24 weeks after treatment, TIMYZOROLA™ also demonstrated similar effects in reducmg
residual bladder urine as finasteride.
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Various symptomatic criteria were weighed and an evaluation of clinical therapeutic

“effectiveness was performed (see Methods, therapeutic effectiveness scaling). These data are
presented in Table 6. The results show that TIMYZOROLA™ has a therapeutic effect on BPH
that is similar to finasteride.

Table 6. Comparison of Therapeutic Effectiveness Categories Between Study Groups

Group Number Clinically Effectiveness Good Ineffectiveness
controlled (Number) (Number)
(Number)
TIMYZOROLA™ 202 53.46% (108)@ 42.08% (85) 2.48% (85) - 1.98% (4)
group : '
Finasteride group 100 33.00% (33) 41.00% (41) 17.00% (17) 9.00% (9)

@ Student’s t test, compared with finasteride group, p<0.01.

II1. Conclusion

Subjects taking TIMYZOROLA™ had a statistically significant decrease in prostate volume and
residual bladder urine, compared to baseline at 4, 12 and 24 'weeks, and compared to the
finasteride group at 12 and 24 weeks.

Subjects taking TIMYZOROLA™ had a statistically significant decrease in IPSS Score and
QOL Score, both compared to baseline and finasteride group at 4, 8, 12, 16, 20, and 24 weeks.
Subjects taking TIMYZOROLA™ had a statistically significant increase in urine flow rate, both
compared to baseline and the finasteride group at 4, 12, and 24 weeks.

While only a traditional herbal remedy, TIMYZOROLA™ has strikingly similar effects at
reducing the symptoms of BPH as compared to finasteride, which is an approved drug.

The ’dvata presented support the claim that “TIMYZOROLA™ promotes‘ a health prostate.”
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