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Results and Analysis for the Proficiency Testing of the Density Determination Ability of

XEHS 1006 — 4931(2024)19 - 0088 — 03

Pharmaceutical Packaging Materials
LI Ying ,ZHAO Xia,YANG Huiying

(National Institutes for Food and Drug Control ,Beijing ,China  100050)
Abstract: Objective To improve the quality control ability of pharmaceutical packaging materials testing. Methods According to
the requirements of the relevant documents of the China National Accreditation Service for Conformity Assessment (CNAS) , the
samples were prepared by a pharmaceutical packaging material manufacturer. The laboratory conducted proficiency testing of samples
in accordance with the density determination method for pharmaceutical packaging materials in the general rule 4012 of the
Chinese Pharmacopoeia (2020 Edition, Volume IV ). After passing the homogeneity and stability test, the samples were randomly
distributed to 41 institutions participating in the proficiency testing, and the evaluation results were collected. The laboratory’s
testing ability was evaluated by the z score. Results Among the 41 institutions participating in the proficiency testing,40 institutions

were evaluated as satisfactory,with a satisfaction rate of 97.56% and a satisfaction range of 0.945 — 0.951 g/ cm’. Conclusion Most

laboratories have the ability to use the density measurement method of pharmaceutical packaging materials to determine the density

of plastics.
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Tab.1 Results of the homogeneity test of the density of plastic

rod samples(g / cm?)
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Tab.2 Results of the transportation stability test of plastic rod

samples (g / cm?)

mEE mREE FE X | bR m#BE EE X
0d 0.948 04 0.948 53
0.94901 0. 94798
0.94847 0.948 56 5 60C 0.94917
0. 948 68 0.94917
0.948 61 0.94912  0.94907
5 -25C  0.94869 0.949 12
0.948 52 0.948 76
0.94863 0.94865 | 10d  60°C 0.948 76
0. 948 69 0.948 56
0. 948 74 094834 0.948 60
10d - -25C  0.94906 0.948 53
0. 948 54 0.948 80
0.94866 0.948 55

Basy  FUKNER  F2RNEMA | #8895 FLRNEE F2RMEH
100 0,948 83 0.94863 | 134 094926 0.948 76
043 0.948 63 0.94821 | 142 0.948 60 0,948 34
090 0,948 69 0.94861 | 035 0,948 93 0.948 42
164 0,948 64 0.94835 | 087 0.94877 094845
138 094849 094839 | Fli 1.840
003 0,948 35 09471713 | Fl 3.020
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Tab.3 Analysis results of transportation stability of plastic rod

samples
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Fig.1 Results of the homogeneity test of samples from 41 institutions
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Tab.4 Absolute value of z score of the density value of plastic rods
EFRERD 1zl | FRERD 1z | FRERD 2] | FRERD |z
064 0.0 032 1.4 672 0.7 769 2.0
866 0.7 861 0.7 654 0.7 981 0.7
891 0.7 494 0.7 644 0.7 948 0.7
758 0.0 318 1.4 176 0.7 544 0.7
300 2.0 955 0.0 444 1.4 994 0.7
134 0.7 606 0.0 839 0.7 077 0.7
337 0.7 357 0.0 026 0.7 991 0.7
420 1.4 837 1.4 805 0.7 523 0.7
759 0.0 501 1.4 939 1.4
254 0.0 813 0.7 821 0.0
317 0.0 768 0.7 008 16.2
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Tab.5 Evaluation scale for the proficiency testing results
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HELREE(g/em’)  0.945~0.951
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