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[ Abstract] This paper, taking the formulation of national drug standards for traditional Chinese
medicine (TCM) dispensing granules as a case study, explores the improvement of the formation mechanism of
national drug standards, and promotes the reform of streamline administration, delegate powers, and improve
regulation and services of national standards management, so as to release the vitality of the research and
development of standards of drug manufacturers. After nearly two decades of pilot production of TCM
dispensing granules, a large number of researches and discussions have been conducted on the formulation of
unified standards of TCM dispensing granules from manufacturing enterprises to national standard administration
departments, it was found that this work was difficult on the basis of the original drug standard formation
mechanism. The authors tried to improve and innovate the formation mechanism of national drug standards, to
provide methods and ideas for the formulation and unification of national standards for TCM dispensing
granules, and to provide references for the formulation of other national drug standards.
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Table 1 Sample information of these collected Scutellariae Radix

No. 5 FEHAE A 7 XA WER%  EETRESEU%  EETHEREY%
1 YC1702058 WA H BT £ LRI 24.20 21.24 49.18
2 YC1702059 INAR4E H IR B A 20.52 20.64 50.90
3 YC1702060 A48 H IR B 45.61 21.58 50.60
4 YC1702027 AR I 37 T 2 B /ES 43.75 20.80 68.44
5 YC1702028 AR s U i 7 & B 42.72 21.03 75.20
6 YC1702029 LI AR A8 I 9 Tl o B B 48.50 20.84 68.56
7 YC1703052 L PG A 32 ek T i Ei 53.10 21.21 59.09
8 YC1703053 LIV 45 32 3l 7l ) 5 B 50.30 21.82 64.82
9 YC1703054 LIV 45 32 Sl Tl T B 38.95 20.17 63.61
10 YC1703010 A A s vy b v B 40.64 19.90 69.67
11 YC1703011 A A8 S 7 T B 7 L 41.82 17.68 61.17
12 YC1703012 R A v T Bl v 44.46 23.60 61.37
13 YC1612081 I VU 4 75 3% T R X 42.59 28.32 51.54
14 YC1612082 B VG 45 75 5 T R IX 38.41 21.16 43.85
15 YC1612117 B PG A T 3 o g 37.11 23.63 60.54
16 YC1703066 LI AR 24 e 3 T 52 9 B U= IX 32.72 29.39 71.23
17 YC1703067 LWL ZR A48 Tl i i Kk 35.92 29.14 66.39
18 YC1703068 LA A8 e b i I g B 40.50 29.49 69.55
19 YC1703091 IS 7 AN 41.99 20.33 71.86
20 YC1703092 IiES 40.54 21.17 66.83
21 YC1703093 WL ZR 48 I U 7 T K B W= X 45.95 2235 71.63
22 YC1703094 234 i U Tl 40.85 21.54 67.96
23 YC1703095 UL AR A8 I 9l kB 49.10 24.13 78.28
24 YC1704016 1L 76 45 32 39 717 97 2 B SRV 40.86 2429 68.95
25 YC1704017 L 74 4 3 B Tl e 46.65 22.92 69.14
26 YC1704018 1LV 45 32 $l 7l I 5 B 37.44 22.56 69.42
27 YC1704019 117G 48 3 ki ) B 39.76 22.92 61.00
28 YC1704020 L 7Y 4 5 T ] e 39.97 22.43 58.37
29 YC1704070 LA 48 3 1 T T 9 s 36.01 26.46 66.44
30 YC1704071 LD ZR 48 I U 7 52 B 34.87 25.74 72.58
31 YC1704072 L AR 45 0 B 1l i e B 40.93 22.05 60.43
32 YC1704073 LA A8 I O Tl - B 43.51 26.69 65.48
33 YC1704074 N4 H IR B A 44.40 23.65 63.61
34 YC1706074 7L A 7R O X T X 41.44 2429 62.97
35 YC1706075 LA RAE T T A A B 42.47 22.43 59.24
36 YC1706076 b A8 R AR T AL B 31.99 28.64 56.28
37 YC11708658 WL ZR 48 I U 7 o 2 B W= IX 36.74 21.76 60.11
38 YC11708659 L 2R A W O T 2 £ 26.33 21.74 56.11
39 YC11708660 LLAR A8 s 9 7l 7 K B 41.88 23.16 53.26

T VB ok B AR A el
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