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Analysis and thinking on dosage of Chinese patent medicines in Chinese
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Abstract: Dosage is an important factor that affect clinical efficacy and safety of Chinese patent medicine, however, less study has
been done on the analysis of dosage in Chinese patent medicine. Through the statistical analysis for dosage of 919 Chinese patent
medicines in Chinese pharmacopoeia (2015 edition), it is found that the daily dose of most medicinal herbal pieces in Chinese patent
medicines is less than the dose of single herbal medicine in the pharmacopoeia; And both the daily dose of single herbal medicine and
the total daily dose of prescriptions are less than the commonly used dosage of decoctions in clinic. By exploring and discussing the
related problems that affecting the dosage of Chinese patent medicine in the process of transformation from clinical effective
prescription to Chinese patent medicine, this paper presented we should pay more attention to clinical effective dosage, strengthen the
research of dose-effect relationship in the study of new traditional Chinese medicine from clinical effective prescription, and design and
research high-quality Chinese patent medicine based on “quality by design, QbD” concept to reflect and exert the efficacy of original
prescription. How to determine the dosage of new traditional Chinese medicine on the basis of clinical effective dosage is a question
that needs to be concerned and answered.
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Table 1

medicines in different dose distribution range

Number and proportion of Chinese patent

W FIE AR g B & H/%
0~3 77 8.38
3~10 304 33.08
10~30 375 40.81
30~60 119 12.95
60~120 40 4.35
>120 4 0.44
it 919 100.00

o, TRRRZE R kAL AR T H BRI A 2
/N, SFRIHRKR BN 3.6 mg. B IR
TR H RO SRR, P H R B
500 g HRA SERT 120 g B A A ML=
A (120.06 g)« &AL ERL (12096 g) HLE
RRL (122.92 g) MIFEDEHRL (500 g).

22 FEFEMFIESHT

FRAE € rp 24 88) 2015 42 i Y 35 5038 ), 919
AN ERZG 57 B 4 T 11 AN, AR AR R 71
BAITIER 20 MAFFIECRE, RARMERZ,
b7 B IR A S B A e Bl sk, 9 0.003 6~
46.55 g, FFIHEFER/NE I KEH KA K
G THAEE, ASIR] AL )28 L2 AR AN ],

®2 HRGTESHEHXASH
Table 2 Analysis of relationship between dosage form and

dosage of Chinese patent medicines

N A5 HIRSOR & b HIROR

wit /g SRS HMEg
FUF 279 0.003 6~46.55 9.47
amill 189 0.15~90 17.74
R HE 711 165 0.14~90 15.02
R 7 140 3.47~500 38.51
=Rl 67 1.60~120.06 35.83
@l 39 0.14~19.50 6.17
BEIR 22 2.25~109.38 36.89
7 9 7.40~42 25.35
RUE 7 6 13.80~50.17 33.53
BEF 2 0.90~1.40 1.15
2 77 1 15.00 15.00




¢ 3% Chinese Traditional and Herbal Drugs 35 50 & 25 16 ] 2019 £ 8 A

* 3743 -

PR 5 22 R . HIRAR A S /b i 7 2 32
NHGH . TR EE A TR R . BB R
Mz . Aif5ER & T2, SRR, &
HALTT AR S BB E R s A R AR
TEFR0 S5 H O i 1Y LS R ORI T e
REEAAAE R NZ, NAFAERREL. A S e, %
EANE R HIEIGRHZARIEF AR, F&E
HAEWAE, —Br NEGH SRR L)
NS R 2 A S R, I
JuAH [E AR T FIAR R 45 25042, — RO R ThRE &
B SRS S, E2 i
— LG rh R 25N [F) R AL H RN B AN AR ], HAH 228
K, GnkH R AL 75 03 8 2 vA AR AR B USRI S
PRy BU AR AR 2 AL ORGAE AL AR EE .
O e IR T R A R R AR i 7 R 1) Ak
77 H R A A 2437908 4.05. 11.204 13.44. 11.20.
52.50 g, AR AR BE R RTS8 A 7 RIORLAR 22 2
12 £, HIERERpdE— 2.
3 AKRARKRENRITER
3.1 HEKARKHEENSHIFS

GuitaRA, 8 252 ZiMRMIIX I H IRIK A H &
FElN 0.000 19~500 g, #9 83%Z k7 & 7E
0.1~5 go AN[AI 53 A7 0 A R 24 R AR 2 5 L
W 3. Hrr, s NHEZHIFRB 2 oK
HIRFAIEZ 0.19 mg. FHUCN AR —RALH AR,
HAREOr 84 0.31 mge FRTHIE 20y 507 il 77 2
RPN ERY, FYHRA R 500 g HR
AL 0.01 g LA 58 ZJAiR 3= EA4E 75 A AL

F3 TEFESHEEARIZRGUR R &t
Table 3 Frequency and proportion of single herb medicine in

different dose distribution range

ZIRFIE S iTE g ZIRITIR & Hb/%
0~0.01 58 0.70
0.01~0.1 576 6.98
0.1~0.5 2338 28.33
0.5~1 1651 20.01
1~3 2172 26.32
3~5 682 8.26
5~10 507 6.14
10~30 234 2.84
30~60 29 0.35
>60 5 0.06
At 8252 100.00

TR 2N 22 B UK S5, SHAmZa i i
M, BMAMINEEE. RS, XEZiiki
T2 T RAT7HIFCL S N LRI, ie— o A
b SE s RO FHEAREL, vk A (B 00.15~
03 g, KIRVKH 03~09 g, BFE 0.03~0.1 g, Kib
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Table 4 Dose analysis of top 10 single herb medicine in occurrence frequency

gk R — FIEE UREYE N TR SCHRARE I R AL 77 7K FH

LRk HoE Bifti/g F /g I & /% J0 BT Y ) B g

HE 309 0.0015~19.99 1.69 2~10 79.61 1~100 (7.H)!1%; 57401

5 193 0.066~11.97 1.55 6~12 95.34 2~100 (15.7)1%; 12,1101

wE 171 0.040~6.12 1.36 10~15 100.00 1~200 (18.5)119; 15.54011

S 166 0.10~31.92 3.06 3~10 72.29 2~119 (12.H1"%; 10.86!

N 150 0.026~12.96 1.98 3~10 74.00 3~30 (13.5); 1~240 (16.2)1'%; 15.541
HA5 124 0.087~18 2.66 6~15 87.10 2~70 (18.6)!'; 16.830"]

MRz 122 0.040~7.20 1.04 3~10 94.26 6~30 (12.9); 1~240 (12.4)11°; 103710
WE 120 0.044~60 5.50 9~30 83.33 2~200 (27.0)1%; 2486

BA 119 0.066~20.02 2.03 6~12 91.60 2~200 (18.4)1%, 142511

A 109 0.074~8.40 1.23 3~10 89.91 2~50 (11.8)11%
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