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[ Abstract] Objective To carry out a proficiency testing of content determination
of geniposide in Gardeniae fructus, evaluate the content determination ability of index
components in traditional Chinese medicine in the laboratory of inspection and detection in
drug-related fields, and improve the quality control ability of content determination of related
laboratories. Methods The laboratory's capability-verification activities were conducted
based on the CNAS-RL02 Rules for Proficiency Testing and ISO/IEC 17043 Conformity
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Assessment-General Requirements for Proficiency Testing. After preparing the sample, the
results of homogeneity and stability tests were analyzed according to CNAS-GL003 Guidance
on Evaluating the Homogeneity and Stability of Samples Used for Proficiency Testing. After
the test results were qualified, they were used as proficiency testing samples and randomly
distributed to participants. The results were collected, and the robust statistical method and the
Z scores were used to analyze the results of these laboratories' reports. Results 403 laboratories
in this proficiency testing program reported the results, of which 367 results were acceptable,
accounting for 91.07%, 17 (4.22%) laboratories obtained suspicious results, and 19 laboratories
gave unsatisfactory results, with the dissatisfaction rate of 4.71%. Conclusion The majority
of the 403 participant laboratories have the ability to determine the content of geniposide in
Gardeniae fructus by HPLC and the laboratory testing ability and quality management level of
the drug monitoring system are high. This proficiency testing provides a basis for understanding

the technical reserve capacity and management level of China's pharmaceutical inspection and

testing laboratories, and provides technical support for future government supervision.

[Keywords ] HPLC; Gardeniae fructus; Geniposide; Content; Homogeneity; Stability;

Proficiency testing; Robust statistical method
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Table 1. Distribution of laboratories
i A (HRK) | BHEMAG i (B X) i iidm el g AR & it
HET g AL 2 A B AL I I Al AL
1 Pa] 1 6 85 0 92
2 IR 0 7 18 3 28
3 [yl 1 16 8 0 25
4 o5 0 9 8 2 19
5 s 0 8 1 18
6 Tt 0 8 1 18
7 (5] 1 5 0 15
8 bl 1 11 1 0 13
9 7R 0 7 5 1 13
10 HIRYEE R R IX 1 12 0 0 13
11 Tk 1 7 3 1 12
12 JPRHR FIRIX 2 6 3 0 11
13 PANI) 1 7 3 0 11
14 KA 0 6 4 1 11
15 el 0 5 4 1 10
16 pivil! 1 6 2 0 9
17 FEiRAN 1 3 5 0 9
18 ity 0 3 5 1 9
19 G 1 3 4 0 8
20 L 1 7 0 0 8
21 W AR 1 7 0 0 8
22 R 0 4 4 0 8
23 H 3 2 2 0 7
24 i 1 3 2 0 6
25 i) 1 3 2 0 6
26 g 0 4 0 0 4
27 il 1 2 1 0 4
28 i 1 3 0 0 4
29 BRI 1 2 0 0 3
30 PUTH IR X 1 0 0 0 1
Rt 23 178 190 12 403
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Figure 1. The proportion of the involved
laboratory types
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Table 2. The results of homogeneity determination
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Table 3. Evaluation of the stability of group A samples of Gardeniae fructus
ERERE RS AR (%) A (%) s (e | om  HEETT R
(%) ¥l (%) (%)

X 1R 26 4.76 4.73 4.84 4.78 4.77 -

200 473 474 474 474

327 479 4.80 477 479
B 401 4.67 471 4.83 474 476 0.01
(Bl &) 403 475 472 4.82 4.76

406 479 477 481 479
KR E 36 475 478 475 476 479 0.02
(HESR RIS ) 165 4.80 478 4.82 4.80

177 4.82 4.84 474 4.80
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Table 4. Evaluation of the stability of group B samples of Gardeniae fructus
BERERIE RRAS AR (%) A2 (%) (e | om  ARITE A
(%) ¥l (%) (%)

poyiil 162 5.06 5.27 5.25 5.19 5.15 -

183 5.20 5.11 5.08 5.13

271 5.16 5.06 5.19 5.14
B E 301 5.19 5.17 5.20 5.19 5.20 0.05
(HERLBH &) 302 5.19 5.21 5.25 5.22

303 5.17 5.24 521 521
KAtk 44 5.19 5.25 5.19 5.21 5.18 0.03
CFES IS ) 251 5.20 5.18 5.08 5.15

297 5.17 5.24 5.13 5.18
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Table 5. The test results and statistics of group A and B of Gardeniae fructus
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Figure 2. Distribution of Z values of the results of group A of Gardeniae fructus
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Figure 3. Distribution of Z values of the results of group B of Gardeniae fructus
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