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Ginger Processed Method and Clinical Applications g % -
§ ot Bl 2 TR 7 ok &8 BRE

% %l & Processed Tk # 3z Clinical applications

4 & (Raw ginger) [f#Z%cF ~ B 7 ek ~ Pk v% ~ 24 33 ](CP)
Relieving cold, Temperature and stop the vomiting, stop cough

% A (ginger with skin) <R YRR A - fod >
Eliminate edema, Bloating or fullness, to relax the spleen and
stomach

2 g (simmering ginger) | <:E % 1t *%>warm stomach and stop the vomiting

524 & (dry-raw ginger) | <isei ~ B Y S SRR VELE >
stop cough, bloating or fullness

%2 % (dry ginger) [[B ¢ 4T F ~ w % ~ % it 4](CP) Warm in the cold

& & (processed of ginger) | [& 51k & ~ B ¢ 1k 54 J(CP) <& /g #-5 > Warm in pain

% & (Carbon of ginger) | <i§ %1t % > Hemostasis
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Ingredient and evaluation of quality of ginger =
RPN RN L ERE

‘& % % Processed Zingiberenes Gingerols Shogaols | Zingerone

45 +++ -+

Raw ginger

B A +++ +

Ginger skin

BE ++ ++

Simmering ginger

it & + ++ +

dry-raw ginger

- - -+ --
dry ginger

g + ++ ++
processing of ginger

% & Carbon of ginger ++ +++
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I\/Ianufacturing & Clinical Use for Concentrated G
Bl aTRiiEr

ki

L1 % &

Japan p A& Taiwan [ /% China = r£
Since 1950~ 1960~ 1990~
Sales 1700M USD (180B JPY) 250M USD (8B NTD) 2000M USD (12B RMB)
Users Western Doctor Practitioner Practitioner
fg’%r%%ga: 5%%5;5 ﬂ%&gm c‘%&;’a:
Products Medicine Medicine Raw Herbs
A ST % 5 % 5 Jak(fx 7))
Raw Material Non-Processed Non-Processed / Processed Non-Processed / Processed
Fo L 25 41 | R VE e ] R E B e ]
Package Small pack Big pack (bottle) Big pack / Small pack
g % R E A (485) <~ & L (ER) e L oe &
Indication Traditional + modern Traditional Traditional
P E 7f]€_ BHRH I+ AN i@ $uFs 3L i@ $uFs 3L
Application Single formula Formulas+ Single Herbs Mixture of Single Herbs
ek i ¥ H-gf2 i VRS LR
Daiily dosage Around (%) Around (%) Unlimited
E=7 6-9 g/day 90-18 g/day 7 g
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AN ERGE, KFPARED. RINBATARXT

(RBEEA21) GEKRBES) B &5 Growing&h7
BRERE  (FEEIHY) ERENENEL

i (BHSARPER) (BEREPE) ) .
*BPSD (FIRETHRDEBER) o BEFEHALEHE K% e ESFH
(R R ) MR HHEEES
55 i 47 45 ~IE SHTE (BRI S IEMNEIER) ~ o - s
(XHITE) o ABHUAGERN o&HFHE i NEFD e R
a2 EZEESH, HnmRIE R
THEEx (M EER I %) ~Wira A £S5 IE~ FEELH &
i, oHLR  CMAWME eE=&EME

HAALERNBTREELRR, EX3IMER BIE 7% BEERESESN AL HFHHEET.
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Top Sales of Tsumura
11,000 -
10,430
10,000 -
%R ——EREE
- A
80001 ca =B FB
7,256 =8 P I RH
7,000 - 7'158—7:5¥ﬁ”5’j§
E oo ——-ErI%E
8 s —— Sk
.S <000 | 5,097 = 71 2§
= 4 gy FEERA
% R
4000 - 4,124 ‘
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A EXRE

EFRXATEERANES

(85787

#HNo  RHZ FWIEETR D016H & 01THE  HEHLE BHE

1 TJH00 KRt BT HNSEREE, EFRISHES 10,328 10,584 256 2.5%
T27)54  WEER eenes. =% 7.330 7,571 240 33%
3T ARESH BFRERESS. ARTRS 5947 7,008 151 2.2%
4T3 ABTH  FBTES BOFR BEFRS 0 6B 7048 181 26%
sTUE8  ASEHEZ 2 ETaensssmEss 00 48} 5031 7 AT%
s TS24 IBREER @ FTER BSFE BSSESS 0 4485 454 88 15%
7TI29 B4 0 FTEWMES, IeEs. ESEwR 00 451 a5t @  (00) %
BTI7 ESM 2 BT WS AS. ks 0 3363 3722 8 107%
9 TI07 4EBSn BT TESS. BE. BS SREEs 000 3733 3686 (D (1%
0T BEE 020202 BTSE AL AMSRENE BEss 00 3277 3405 128 3.9%
T4 EEEOH BFEMEET, SEERs Dbk BRSNS i 1278 1,334 88 46%
1291 EST BN A SIRAEs &t 109,647 112,274 2626 2.4%
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¢ F(HE 4 #¥)2 CMC A gk &

Chemistry(i #) :
RORL(F )2 kR, S A S R A
Manufacturing(#l &) :
Pk B RBB A2 A
Controls(¢ #1) :
o S BT 4 2 SRR
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éﬂ c IS PHARMACEUTICAL INSPECTION CONVENTION
PI PHARMACEUTICAL INSPECTION CO-OPERATION SCHEME

PE 009-14 (Annexes)
1 July 2018

GUIDE TO GOOD MANUFACTURING
PRACTICE FOR MEDICINAL PRODUCTS
ANNEXES
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ANNEX 7

MANUFACTURE OF HERBAL MEDICINAL PRODUCTS

PRINCIPLE

Because of their often complex and varnable nature, control of starting
matenals, storage and processing assume particular importance In the
manufacture of herbal medicinal products.

The “starting material” in the manufacture of an herbal medicinal product’ can
be a medicinal plant, an herbal substance® or an herbal preparation’. The
herbal substance should be of suitable quality and supporting data should be
provided to the manufacturer of the herbal preparation/herbal medicinal
product. Ensuring consistent quality of the herbal substance may require more
detalled information on its agrnicultural production. The selection of seeds,
cultivation and harvesting conditions represent important aspects of the quality
of the herbal substance and can influence the consistency of the finished
product. Recommendations on an appropnate qualty assurance system for
good agricultural and collection practice are provided in national or international
guidance documents on Good Agricultural and Collection Practice for starting
materials of herbal origin?.

This Annex applies to all herbal starting matenals: medicinal plants, herbal
substances or herbal preparations.
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A Ex %

Table illustrating the application of Good Practices to the manufacture of
herbal medicinal products *

Activity Good Agricultural | Part Il of Part | of
and Collection the GMP the GMP
Practice (GACP) #* | Guide ™ Guide T

Cultivation, collection and harvesting of
plants, algae, fungi and lichens, and
collection of exudates

Cutting, and drying of plants, algae,
fungi, lichens and exudates *
Expression from plants and distillation™™
Comminution, processing of exudates,
extraction from plants, fractionation,
purification, concentration or
fermentation of herbal substances
Further processing into a dosage form

including packaging as a medicinal
product

2019/11/23 bW




#ERW%E PIC/SSGMP & 2

P RSP IRV AR

e gy

-

[ & T RS %]

BHE <

[ R =0 ]

2019/11/23

ABRHHFIBREAN

|

3EHAY

T

A g% %

<} &>

<v P>

2EH R AL B 5

T

lLEH RN

T

BRI ® ®g |

<F 5>




[ % ¢ = NV g] é”ﬁj’i?

> B Fvs kiEe ¥
(# »2/Tpkc & % /3 {4..))

> RHFEOR &
(= FREFR? /%4 ?)
(BBk? 48 ?)

> REFGUBHFFLRE A
Hegnpiitagitridas 404 7
(B2 FFALR QBBEL?) 5

2019/11/23
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Researches on Dan Shen Decoction
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Researches on Tian Ma Decoction
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mBEZEREE MR EE%s

feek i iE 4T

a Saccharides ()
Flavonoids (& g %)

m Organic acids (3 ##f)

(A ) Alkaloids (2 # #)

n Triterpenoids (= #E4F)

@ Essential oils (##)

m Trace elements (&£ < %)

OT ) Others (# #)
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3D Fingerprint of TJ-54 N
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HPLC/ELSD - GC/MS
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£ SUN TEN UUCl single  orc K4 Jia Wei Xiao Yao San Q —

Pin-Yin Name i3 Wei Xiao Yao San HPLC Analysis
Chinese Name Jj|ikiris iy

@ Sort By RGN Product Name English Name Bupleurum & Peony Formula

( Jia Wei Xiao Yao San Q

Capacity 200g
Directions .0 gram rh. recommended dally
! l.q._(!‘“i‘f‘ [ 0Ol i]| £
o
Anxlety / stress / palpitation / hysteria
Tags _ : | |
/ depression / emotional fluctuations N‘
i
| )
: ! |l A
d el Source }’H r" :',' | k
i = Il { i
Rules nf Canfo mation and Therapy (Zhena Zh! Zhun /[ f A 7, ,’I/' ::"
Apricot & Perilla Formula Bupleurum & Pueraria --if{.{! AONOTHIRNON StE1eEgY (NG £ S ‘ «ﬁ///,,_d,‘jw f'/: /4
Combination HEY
0707 0908 Ingrediants
pleurum 4.(
"1":“"',.: 0
e xn Functions
3 Soothes the liver, nourishes the tl \VI
d A rluwl S the stomach, cle
P 1dgenia 2
ENGLISH cPSz ENGLISH | 3y ENGLISH | #X
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Manufacturer inspections - a risk-based approach to frequency

\

30 September 2016

Inspection frequency matrix - listed medicines

We also recognise the different levels of risks posed by medicines listed on the Australian Register of
Therapeutic Goods (ARTG) compared with those registered on the ARTG. We have therefore developed a
reinspection frequency matrix for listed medicines that reflects the lower level of risk associated with the use

of these products.

Risk rating Third and subsequent consecutive A1 Second consecutive A1 First A1 A2 A3

L 48 + reduced scope inspection 48 42 30 | 18

Other - Reinspection only if there is risk information or complaint

+ Biennial compliance review (desk top)
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Evidence Based Medicine (EBM)
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A Comparative Study on Commercial Sample Q ﬂ[ﬁk‘i’
of Jia Wei Xiao Yao San (4crk ¥ i54%7) N
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Update to 2017/12/28
Brlon(STG) C5S,:_)Z

o3 KP
V610 °°7° 42
o \ 4 =* o
WSO gras1R) < —T 36 (6.2%)
247 Sl . SC
42.7% TP 27 (4.7%)
104
18.0%
.0% g 259 (34.1%)
BTP 63 =

53 (4.0% 03 10.9% “ Total: 759




Lessons from the development
of the traditional Chinese medicine
formula PHY906

Aatvers

Wig Lam

Sty Lo,
.’.::?Iq roditamal Chinete medicine (TCM| hee
Yung-Cis Ching beun precticad for thousandz of yeers. Whils

the hitoncal wzage ol TOM iy weil documented
% not readly sczejrnd by manmmes
PAFBCiem who queman the qualzy end conssency of TOM
Peoducns e 20em e Dess for usege end the leck of v
tanew Bosed! timical stucies. Nonetheies: TOM furreule: e
surtandly Seng used o relieve the scde eftects of nonhamats-
lageal toaxibes caused tiy chemthecspy wciuchng darrhes
AMoeR YOMITNG G Tatgue. We dacided 10 hurther esplorm
the mechanisms of acton of TCM » chemothenpy lspng the
grmendword lor it: potential e s e sdonant treateent

We seiacted severs TOM bomulas pated of

menmena” heth lancdlary 10 he speriel herd) The “as
2r0tan1” b (reduces nde sflecis of e man herb) and

the “setvam’” herl (sids = harmonitsg the other hattrel da
sthieve the Dett hersoeutc sftect {5) 87 comparag formy
lations m whith one harb has been removed ss weil s sin
gle-harh praparationz. a formaletion for FIrPOS war found!
thet achueved the sptimal tharspectic #fect in combmation
with wncnecen (8 DHerent nerbe sppest T play & Herenmt
10let = the s=Aancement of antitamar activty and i protee:
10N againt weight loes asd mertality (6]. Thete Sndings
support tha theory that aach hatb might play & specific mie
m o TOM formulation and caggests that mulipie targess and
mrple sctve compounds 1or ench Trger s imvoived in
the PHYI00s scton. 1714 » seven-hesh TOM formds hat the
potantal 1o reduce diarthes antd oral mucotiit due to Che

harts for the trestment of the sbowmentoned symptoms.
Conscerng thev long himory of utage these formules shauld
e relatively safe. Zemgde Sormules conserng of & limited
nurnbet of hertrs were uted 10 boitate qualey convol and
simplly analys of the mechania=s af sction. Amang thete
formadas we found that Musng-Oin Tang coulc snhance the

y (7-F1L While TJ14 sharns theme hariis with PHY904
it dod not incrests the therspeutic mdex of ncctesen in ouwr
prelimaary studies (wroutilahed cate)

Sclantific valldation ot TCM
In precinical tudies PHY?00 wat found 10 reduce diar
1hea and | derage § g mmcecan i it rwd

thecapeutc mdes of macmecan. s ches peutis agent for
the treatmant of metastass colon end recial cencer. This Soor
herb formula [Glycymhizs urslenss Fach Pascee lactdfion Pel
Sautwliaris bacalensz Georgl and Jiziphes kyube MIT has
Been woed 10 treat gastrointestingl doorders dor approximately
1000 yowrs. The formuls mamed Y900 wes manufaciures
using sandard aperaton prscedures and following curment
@ood manudecturing practce standacds,

Quality control for TCM

Tanee the taet of aclion and inoectve compounds found =
TCAR: arw nct always Annen 2 iz oot sufficet t= mly on either
chamiztry {1 2} or biologeal anadysis (1) slone for quality con-
ol {QC] purposes. We herefore develaoped Mytames OC an
analysin cysrem that imegrnes both chemicel and txologres’
data {froem in Wiro end i wivt Mudes] 10 satett the Consintenty
of TOM wsing a novel statisticel meshodaiogy (4] Using tha
Tystem_we demoncttated that batche: of FaCY Y06 darmulstions
Ipanning over a decade had 3 Prysomes Simlarzy ndes (P20
» OV (1 pearfectly Gentical: 0 no wenilantiod) imecemngly
commercial Muang Qin Terg peoduce: had » wder PSlrangs
and vhormed inconsetent n vive biclogicsl actinty when
cormpered to PHYROS

Are all herbs in a TCM formula required?
Bated on TCM principien & $ormulenion 1houlo heve the
proper rato of the Timperial” etk She man ingredent] the

Matorus th! appear & P sechon weee nel revewed of
-—-nnmmmwmmmu
tears 9 Of weparts I acibongd

mm

by ng midtiple nflgmeatory prucesses sad/
O by promating sesting tecovery (10, 17L These precinicel
rudes of PHYT0S may help 19 eaplen why Huang Qn Tang
1 eflective = tresting Serrhes. Based 0n thete bindng: the
usw of PHY 904 in srwating nflameatory bowel disesse and
sumulehng stermiprogentor cell growth it heng esnlored

Precinicel studies incicate that FHYTOS could potentiste
the antitumor activity of 4 broad spectrum of ansicancer
sgenas i wive U121 PHYP06 phos Inncoecen may incresce
tumor ol apaptoc OCSed WTh ITrong Mmetronhege
whivation and ndece an acate inflammation in Tumars (13)
Chamical: and metabolites of PHY0S saned based an the
particulsr S3c0e being studied, which could pardy axplain
why mrectne and Tumor Ussue el different inflammanon
reaponses 1o PHYD00 (17}

Lae PHYR0O, many other hertal Sormiules have boen
tepoctad 1o have muitphe effects TIM s thought tn i
mdtple targets of the cyticoaypenase pathwey through »
range uf Doactive e {74) Y48 vmpe s patant
hostammunty and quality of lde follawmg chemotherapy
(25] and waz shown 10 have st enQ0Qend aCtivily in
tumors [1¢) es wedl ot stmuisting Sematcposetic stem ceil
proifaraton (17)

TOM provades an spportunity 2 Yeet petiants in & Achsss
mannar, The polychemics! natire af TOMg sllows them o
g multiple cegens in whah obaarpluon wnd metsbokam
toult be guite ddferent. Additionsly, The in vwo mpact ol
n scross délerent vzsues (lver

nt orgens and tatoes to herhal

e e D S
Camargvet mg b pritengies B

Science, 347 (6219 Suppl), S43-S44 (2015)
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Peptides

Ala-Gly-Arg

Ala-Gly-Ala-Ser
Ala-Gly-Ala-Ser-Cys
Ala-Gly-Arg-Pro
Ala-Gly-Ala-Ser-Tyr
Ala-Gly-Arg-Ser-Tyr-Val
Ala-Gly-Arg-Pro-Thr
Ala-Gly-Arg-Pro-Thr-Arg
Ala-Gly-Arg-Pro-Thr-Pro
Ala-Gly-Arg-Pro-Thr-Pro-Thr
Ala-Gly-Ala-Ser-Cys-Thr
Ala-Gly-Ala-Ser-Cys-Thr-Gly
Ala-Gly-Ala-Ser-Cys-Thr-Cys
Ala-Gly-Ala-Ser-Cys-Trp
Ala-Gly-Ala-Ser-Cys-Phe
Ala-Gly-Ala-Ser-Cys-Phe-Gly
Ala-Gly-Ala-Ser-Cys-Thr-Glu
Ala-Gly-Ala-Ser-Cys-Thr-His
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China- Market Size
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