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[ Abstract] Objective To understand the testing performance of drug manufacturers
and testing institute in Yunnan province by organizing proficiency testing of microbiological
examination of non-sterile drugs, and to improve the testing performance and quality management
level of participants by interpretation of unsatisfactory results. Methods According to the
requirements of relevant China National Accreditation Service for Conformity Assessment (CNAS),
preparation values of positive or negative was determined as assigned values for qualitative items,
and the median value was as assigned value for enumeration items. Using robust statistical methods
and Z-score for assessment, if all the 4 items were satisfactory, it would be assessed as overall
satisfactory performance, and contrariwise, it would be assessed as unsatisfactory performance.
If partial item were satisfactory, it would be assessed as partially satisfactory performance.
Results 152 laboratories participated in this proficiency testing program, 116 laboratories obtained

satisfactory performance and the satisfactory rate was 76.31%; 33 laboratories obtained partially
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satisfactory performance, and the partially satisfactory rate was 21.71%; 3 laboratories obtained

unsatisfactory performance and the unsatisfactory rate was 1.97%. To classify the participants with

type, the satisfactory rate for drug control institute was 88.23% and the satisfactory rate of drug

manufacturers was 74.81%. Conclusion The testing performance of participating laboratories in

microbiological examination of non-sterile drugs is generally good, which can ensure the smooth

implementation of the program and the accuracy and effectiveness of the results. The testing

capacity and quality management level of a few laboratories need to be improved.
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Table 1. Comparison about Strain concentration level and spiked strains of samples

TiH GRELR BB A M TR FE i TSI B PR
U SBOTE A CHURE) WEREZEMAT R . R A TR . o (A AR R |
I IR IRAT 1
B {[iR795°s WEREZEMAT R . KR A TR . o (A A R R
I IR IRAT 1
g T P R T KR C e TR L Fitmes: s, BSmEAEE
L HRE . KRA RE . & Rk
D {[iR795°s Fitmes: s, BSmEAEE
THRE: KREINE .. SR OHHKE
SO R ERE A El G OMERE (+) FIbRE : B OAMABRE . HSr IR
ol P E LRI R (+) HRE: KR A
E2 SEEOMARE (+) FIARER B (A R
HzrBAM R () BN PR A LN O
TR AT
Fl G OHEEKE (-) GE Pt R U

AR ()

E: RT YT AFAEMT BAFR; -7 AFARMAAFE.
EHAHERE, 18 (AR E AN
(0,0) = 1.25 x -2
u pt \/ﬁ
Hrh p W2 550858 806, o, WEESIFE
P e
1.4.2 THER% i F3F 2 RN
G (0,7 25 BR TR R A1 P T v I LA
il g AE AR M e e (i, P2 R S
EAHFERS, s A 1S EEARRB,
o SR AR, AR
1.43  EARIEZ RN
4 AT H R, LRSS R, YR
B, WLEZSS AW (GRrIH W, W)
MEE IR AR REFRIT 4 58 45 SR R AN il
B, I ORI
2 HFHE
21 HEAMKKRER
THEORE Sl 25 SR B g (i, SRR 2 5 22
ST, BESL BL CLD Y FAE 2090k 2,40, 1.28 ., 1.42,
PUNFIRAAE 2.72, FATHECRE S 3550 R 4F
(222) 5 EMHERER T SR e 25 5 5
TEEME—3, FWFEM EL, E2. F1 2RI

22 WEMKIEER
o AURLEVE L R MR TR S SR, 1 (e

https://yxqy.whuznhmedj.com

N

—.

1
N

B
=1}
[

Fz2 IHHEHEMB. C. DHAMRNLE R
Gt aR
Table 2. Statistics of homogeneity testing results
for enumeration sample B, C and D
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Table 3. Statistics of stability testing results for enumeration sample B, C and D

e _ S S
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36CTES d 3.11 0 3.41 0.03 2.46 0.04
36°CHET d 3.08 0.03 3.41 0.03 2.53 0.03
20°CTHE T d 3.08 0.03 3.41 0.03 2.52 0.02
20°CHE 15 d 3.08 0.03 3.41 0.03 2.53 0.03
30°CTLE30d 3.15 0.04 3.40 0.02 2.52 0.02
30°CTHCE30 d (RESISIEES S ) 3.15 0.04 3.40 0.02 2.53 0.03
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Table 4. Summary of stability testing results for samples E1, E2 and F1
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Figure 1. Normal distribution graph for results of samples B, C and D
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Table 5. Statistical of initial and supplementary test results for enumeration samples
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Table 6. Statistical of intial and supplementary test results for qualitative samples
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Table 7. Summary of unsatisfactory and partially satisfactory performance
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