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Application and Analysis of High-quality Evaluation for Jianwei Xiaoshi Tablets
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[Abstract] Jianwei Xiaoshi tablets, as a common variety of Chinese patent medicine with "one product
with many manufacturers", have many manufacturers and huge market sales. However, the phenomenon about
uneven quality and discrepant price is prominent. Based on this, this study was carried out for the quality
evaluation of Jianwei Xiaoshi tablets by applying the high-quality evaluation criteria with the quality as core for
Chinese patent medicine, which was based on the full production cycle, from the multi-dimension including raw
material selection, production process, quality control, post-marketing research and so on. The evaluation
results showed that the quality evaluation scores of Jianwei Xiaoshi tablets from different manufacturers varied
greatly (ranging from 35 to 66) , indicating that the quality was significantly different. In the actual production,
generally inadequate attention was paid to the quality of raw materials, and the quality of raw materials was
insufficient with the score ratio of 43%, especially the poor consistency control of them. The role of good

manufacturing practice was obvious, and the scores of production process were generally high with the average
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score ratio of 62%, and the maximum up to 80%. The technological advancement of the manufacturer was
outstanding. The score ratio of quality control was only 31% that the internal quality standard of each
manufacture almost stayed at the qualified line, which was equal to the national standard, and the consistency of
products was insufficient. The post-marketing research was lacking with the score ratio of 37%. Manufacturers
with high brand awareness and market share were upper scores, while the others lagged far behind. The results of
this evaluation are in line with the overall prediction, which can provide a reference for the high-quality
evaluation of Chinese patent medicine, and supply the scientific data for high-quality and high-price application.
[Keywords] Chinese patent medicines; one product with many manufacturers; high-quality evaluation;

Jianwei Xiaoshi tablets; production cycle; consistency evaluation; high performance liquid chromatography
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Fig. 1 HPLC of Jianwei Xiaoshi tablets
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Table 1  Scores of raw material selection of each participating
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Table 2 Scores of production process of each participating
manufacturer of Jianwei Xiaoshi tablets Vi
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Table 3  Scores of quality control of each participating
manufacturer of Jianwei Xiaoshi tablets 73
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Table 4 Recovery test for determination of narirutin and hesperidin in Jianwei Xiaoshi tablets
gy Frif it /g Rl A /mg JmA A /mg 4534k /mg BT % /% -3 [l /% RSD/%
2Tl B 1.003 0.130 0.147 0.281 102.7 104.0 1.9
1.001 0.130 0.147 0.285 105.4
1.002 0.130 0.147 0.284 104.8
1.002 0.130 0.147 0.280 102.0
1.003 0.130 0.147 0.280 102.0
0.999 0.130 0.147 0.287 106.8
e 1.003 0.331 0.316 0.668 106.6 104.7 2.9
1.001 0.330 0.316 0.660 104.4
1.002 0.331 0.316 0.648 100.3
1.002 0.331 0.316 0.659 103.8
1.003 0.331 0.316 0.659 103.8
0.999 0.330 0.316 0.675 109.2
x5 THROIEBEHERFPERRSEERE—HHERE
Table 5 Contents and consistency differences of index components in Jianwei Xiaoshi tablets from manufacturer S1
AN BT R e H
Elin=2 — B2 FAH /% — B2 A%
/g g A /g g
A B A B
201806007 204.7 1.9 26.8 477.9 1.7 232
202.5 469.7
200.9 471.1
201812006 160.5 5.1 387.7 6.1
155.8 376.1
152.5 364.6
201901012 187.5 5.2 391.4 4.6
189.7 395.5
197.4 409.7
201905031 159.6 - 399.6 -
201912010 157.0 - 440.2 -
ZEAR B R B R B 430 R 26.8% .23.2% T PE” 53 T 2445 43 A0 3%, AT 0 Rk A9 5T o 25 S
K SIHBH268%. 7 i — B RE R, K TR b A I TE B BT b, 150 B 2 P Sk BT e A

S1~S5 Y A T 1.6%~4.5% , 41t P 45 b5 i 43 & 78
I 35 <7.0%, 45 T R I4 2 45, UL B AR S Ak g —
Pk AR A B A T 26.8%~147.4% , 4 3 AL
JTRK SIS 14, B AR A5 431K, 478 77 Ak o] — ok
BREE . HVEA S 5 W B e T B 2 R —
Ok ry AR, B AN — Bonl B R o i . AR
7 JE 0T A S B R i A T R JEUREAY 4 0 AR
dn AL ] — Bt B WA DG . 7E LR TEM DR
WA 7T X 4543 R 43% A5 40 BAIK B R B IR JRUOR] 9
il A G AR, — SOk T A T — 3K

T B 2 AR T A e DY
3.4 bl JEwEe AL TS RS A A W
RKT,PE 3 745 1505 37%, Hoh i & 16 47,
WAk 4 M2 4. BPF M &S SR A SR
U RS SRR TR S3 T A R A
J A AR N S8 L R T SN T B R A LTS R
BFFE S HE )T S3 1 2019 4EANA R RN ]
R H R A R, iR b @ B A Al
PRI B8 A 5 R 45 7 LA T A B 5 R L AR o B
TIEAE 7 28055 50 21 A R0 6 92.8%, Leeds 1 2974
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Table 7 Scores of post-marketing research of each participating manufacturer of Jianwei Xiaoshi tablets vax
I XV
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St s2 S3 S4 85 P E
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