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Discussion on quality standard of traditional Chinese medicine formula granules
from perspective of sampling inspection

WANG Zhao, JIN Hong-yu, MA Shuang-cheng
National Institutes for Food and Drug Control, Beijing 102629, China

Abstract: Traditional Chinese medicine formula granules is the hope of development of traditional Chinese medicine and has a
promising future. Quality control of traditional Chinese medicine formula granules has been the focus in the process of'its development.
In this paper, a series of problems related to its quality standards, including the formulation of standards, character, characteristic
spectrum, test for solubility, exudation, content determination, and security detection of Chinese medicine formula granules in the
process of sampling and investigation were described in detail, and suggestions on supervision and development were put forward for
related problems, hoping to play a reference role in related scientific research, industry and supervision, and promote the healthy and
stable development of traditional Chinese medicine formula particles.
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Table 1 Statistics of national standards of TCM formula
granules (before October 2022)
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EaEid 160 160 11
24t 36 36
EKEi 5
54t 50
554t 19
M 270 200 13
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Table 2 Statistics of management requirements of TCM formula granules (before October 2022)
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Table 3 Statistics of provincial standards of TCM formula granules issued and implemented in 30 regions (before October 2022)

e B RAFEAE R B WA B G IE AR Hhir & AsiT
A B REEET ARIKE BE RATIREL RA RATIREL A FP
1 b 5 378 2 320 0 0
2 TR 12 372 9 317 1 58
3 ity 6 353 4 349 0 0
4 R 7 342 3 182 0 0
5 biigea) 2 341 2 341 0 0
6 %R 19 326 6 282 1 25
7 L5 11 309 7 308 0 0
8 Ak 3 305 2 173 1 12
9 g 9 289 7 256 2 4
10 M 13 270 12 241 0 0
11 (o] 3 267 1 197 0 0
12 AN 8 264 6 236 0 0
13 i} 4 257 2 212 1 59
14 H 5 242 5 240 0 0
15 7 12 241 8 215 0 0
16 b 7 234 4 233 1 7
17 I 6 233 5 226 0 0
18 i) 10 233 8 181 2 13
19 Uiy 3 229 1 226 0 0
20 L 11 220 4 189 0 0
21 = 12 220 4 206 1 6
22 Hif 2 200 2 200 0 0
23 WL 8 188 7 168 0 0
24 A8 f 3 185 2 99 0 0
25 K 3 161 1 119 0 0
26 THE 3 151 3 151 0 0
27 B 4 140 3 130 0 0
28 Eg 1 117 1 117 0 0
29 S| 4 105 4 105 0 0
30 B 2 9 0 0 0 0
Mt 198 7181 125 6219 10 184
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Fig.1 Colors and characters of six batches of Chrysanthemi

Flos formula granules
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Fig. 2 Control characteristic chromatogram of Chrysanthemi

Flos formula granules attached by national drug standards
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Fig. 3 Characteristic chromatograms of mixed reference
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substance and Chrysanthemi Flos references
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Fig. 4 Characteristic chromatograms of four batches of

Chrysanthemi Flos formula granules produced by different enterprises
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Table 4 Adjustment of sampling amount for solubility test of Chrysanthemi Flos formula granules

I s .55 5 PRUEIURE /g Sk 5 R /g
S3 B 1A TR 35 ¢ 200 g-4%! 10 4
S4 B 1A TR 35 ¢ 1.43 g 4871 1.43 4
S5 B 1A TR 35 ¢ 250 g 10 4
S6 B 1A TR 35 ¢ 250 g 10 4
S7 B 1A TR 35 ¢ 250 g 10 4

25 BEMNEMREmM

SGACTL T O [ AR “BE 1 s A SRR IR
(CiH1s09) NN 3.0~8.0 mg, & AR
(CyH20011) NN 4.0~13.0mg, 7 3,5-0- " BnnjER

FZ T (CosHouO12) NoH 5.0~19.0mg”. 2
TE “ RS BAR DT 30.0%". KIHFE ST
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Table 5 Content results of extract and main constituents of five batches of Chrysanthemi Flos formula granules

iy EFRAgS O REMW%  SER(mgg!)  AKRREH/(mgg!)  3,5-0-"WNMEBEEE TE/(mg-g )
83 C 314 5.2 6.9 7.3
S4 C 373 5.1 7.0 8.2
S5 D 39.6 5.4 11.7 7.6
S6 A 50.5 4.7 8.6 7.8
S7 A 493 4.6 9.0 7.5
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Table 6 Results of pesticide residue detection of seven

batches of Chrysanthemi Flos formula granules

ek HFE bR HREE/(mgkg)  AHHREE
Faa AR R ER 0.002~0.008 7
ZHWR 0.003~0.006 7
WE H PR 0.005~0.01 7
Mg bk 0.01 2
75 19 P ok 0.01 2
3 P 0.01~0.02 3
L e P T 1S 0.001~0.008 7
T B 0.001 7
T 0.003~0.005 7
FA T 0.003~0.005 6
FH b1 0.002~0.007 5
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Table 7 Examples of TCM formula granules varieties supervised by a number of different standards

Mm% B KEEET TRENER% BHEYY% JR A/ (mg g ) /g
FESET Jbxnt 6~11 120 FEHEEKE (CnHiN202) R4 0.50~2.83 9.1
ki 9.4~17.5 13.0 FEEEKE (CnHiN202) A 0.18~0.50 25
TR 7.2~12.3 170 FHEHEEKE (CnHiN202) FA 0.7~2.6 7.0
Rt ki 4.0~7.0 450  EHEEER (CoHsO2) WA 1.4~5.0 125
L 3~7 6.0  EHWEEER (CoHsO2) BN 1.9~11.8 6.0
R th 7R 17.0~28.0 140  FRJLAER (C7He04) RN 0.50~3.00 3.5
T 16~30 250  HEJLEER (CiHeO04) NA 0.2~0.7 3.1
I 12.5~23.0 185 IR, SEJLRER (C/HsO4) KL 0.60~4.80 4.0
i 10~15 250  HEJLEER (CiH604) NA 1.3~6.0 6.6
Jb3e 10~15 200  HEJLEE (CiH604) NA 1.3~6.0 6.6
biik]d 11~20 1.0 FHEILEER (C/HO04) R 0.5~3.2 4.0
Wi 14.0~24.7 21.0  FERILAER (C7HeO4) RN 0.65~1.80 3.6
EX{) ki 40.0~58.9 150 & D-HEH (CeHi206) NN 6.0~30.0 1.25
k| 42~58 6.0 FHBE (CeH1206) F1 D-To/KH & HE (CeH1206) FEL 12
HNCA 40.0~140.0
i) 26~48 170 HTFBRSUE, SETZHL D-KFEEH (CHOs) 2.0
A 68.0~537.0
Jext 42~58 6.0  ERWE (CsH1206) FA 35.0~115.0 1.2
AT 40~62 170 FRE (CoH12N206) BN 0.20~0.40 13

FURS ik va BT 77 0K 35  me

the specification is grams of decoction pieces per gram formula granule

2.7.2 MHRWIBRRE 2 ORI B R A
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Table 8 Examples of TCM formula granules varieties lacking legal reference substances

AP AR FHEN et BT 44 R BESCEREAANIT PATHRHE

e WIE L HEwmn 4 600.00 BRbrE

A A BT R a- TG 4450.00 EEZEY 2N
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