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Fig.1 PK-PD Modeling as a combination of classic
pharmacological disciplines PK and PD
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Fig.2 Studying procedures by PK-PD modeling
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MBI NERERE W, FER GGy RPEUSYETRN
R, FEEERT, RERRENEATER. HEXRS
MBS MBRR B e SHRTET, HEEE Py H
B PR/ MR FE T R — R
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FEER R M X FR R BA M 2= RIER A 89 B B 300 5 1l 25
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RER#EAT TH . 7 YL2000 BF R, LT KT
ENNRERENRS RE MBESETHRNFTRRALBEROR
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% PK-PD SR R 06 B 3% RE ) 2 B9 4 A AL & 2 R ok
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BEELMR. HA$2% PKPDERRR LSS S
W L 43 0 B — 2R b T R 29K B v 5 2 A
¥ PK-PD SRR T BE R 0BT, XM T 2524
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2, TR MG 6 0 5 25 AT 2O 4 R B HE AT I 259K BE UL
g EHE ERERF MRS E YN A
%R, PHAFEL - TRARS HRBASFE 60 MR
SERBO4MHT 77 86, (i PK-PD 85 7) f R FMEBE 08 K, (B R B %5
FRAZE YRR R R MR U RS E
B Hl Nonmam S Z S ¥ HEBFNF R MIEFHLH
% PKPDEBAHERMERE. P25 PK-PD HBHI5. %
MBEEEBHRARZ LRSS BT EFESBHEN
BRSCUR R % T 0 0 3R 7R o 25 0 4 R ML 880 AR 2 P L IR
HRRERHAHHTRACHNGHFEF R B PHAR
wAEE LA EEE X,
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Marketing paths and regulation for botanical drug products in USA
YE You-chun'?, ZHAO Ai-hua', JIA Wei
(1. School of Pharmaceutical Science, Shanghai Jiao Tong University, Shanghai 200030, China;
2. TSI Health Products (China) Co. , Ltd. , Shanghai 200233, China)
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T E Y RE, 7SR A I A E PR AL A R
LIRENTHRMHRERT, P Z (botanical drug) A
KMPHRBERFAZETHRAEEEN. £ XHHE
)2 7= R N\ 35 T 3 A 3 R PR O kL M8 1T R AR AT .

1 EMGFREXEARRANZETHHNER

MY r-REZEFEEMHE. RHENEY ™ &R
BB EENASHEFTHRENT & EY= R
URER(BHEEEHERD A% B fmsiics. B
EEERITCR .25 & M ibdk d ¥ ) (Food, Drug and Cos-
metic Act, FDCA) , KB @A G MM ARTRELZR
VR HEN  ERABRE . AEX YA
KRB RAME G HTEENR.

SHEPBE-RAERNFTERANE R XHE(RER .Y
G Rt SR D) (B AR B 5 # F 5 ) (Nutrition Labeling
and Education Act, NLEA) A R4 ZRARBEHF &)
( Dietary Supplement Health Education and Welfare,

W7 B 38 :2009-07-13

DSHEW) .( B¢ 38 %5 1 3 ) (Code of Federal Regulations,
CFR, 21CFR 10, 20, 12. 30, 312, 314, 321, 324, 330, 331-
IBUREEE ML KEEHER (Food and Drug Ad-
ministration, FDA) ¢ § 3 OB Y25 7™ 5355 ) (Guidance
for Industry: Botanical Drug Products) .

KA BREBGRENRGEY S > S8 (LT & #4E
B FDATE 2004 £ 6 A R X TFHYAHTITH I
., ZRENRHAERTHYATUSRNEA#RAZEE
BRG.EYHTTLUME RIS Y T R T RERE
FDA f#itdE. RN ARATHY AN HRE, K51k
BHRHER RAFEZHYSEZE LS THHMNAL
FLREETIEARZRGFEEER, HEOEIHAMNEYGER
HiipL ZH A E AT B IR~ T RRAERHAEER.

RERE YA RHAALETHEREHL A
D:—RURKEHAEAMER LT ZRENEGY LT, #
AP LT, XA RFEIELTFZ (Over-the-counter drugs,

EEBA MHAEFA76—), B, TRF HA LB L, TENEGRETHEBEEMAMTA.
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