2020 5 34 5 589

s

AME, KE, KL, BARTE (UKEEETFINS R EGIRTL, FER2 5B S R
SRR R I T S5, PR 250101 )

MK TG IRHALLG o LR A B I T EM, RIEH DGR, R B SR ] 3R G ARHRL
HmORGEIFTEMR, 4, AFSEGNRER, HE&ET ARATEAS, & FRLN XL
R, BAMAHAFRIGET AT RRMYZHE; &5, MNATERRS RO RO EHTER, FE5E
&k FE kMR 2 BT T AR, R B Rk AR 4 A RO K T AL S LR 6 3
TEM, BHERBERD, BEME, ZRAETE,

AERME; QREHDEN, OHRREK; RERTFHE

R954 A
doi:10.16153/1.1002-7777.2020.05.015

1002-7777(2020)05-0589-07

Vacuum Decay Method for the Closure Integrity Testing of Injection Vials

Wang Dongwei, Zhang Lei, Zhang Xianglong, Qian Chengyu (Shandong Quality Inspection Centre For Medical
Devices, NMPA Key Laboratory of Quality Control for Pharmaceutical Packaging, Jinan 250101, China)

Abstract Objective: To test the closure integrity of injection vials and ensure the quality of the drug. Methods:
Vacuum decay method was used to test the closure integrity of injection vials. Firstly, the appropriate test chamber
was selected, and negative and positive controls were properly prepared. The test parameters were setup and
optimized. And then the sensitivity of the vaccum equipment was verified by the positive controls. Finally, the
closure integrity of injection vials was tested, and the detection rate of vacuum decay method and dye ingress
method were involved in the comparative studies. Results and Conclusion: The vacuum decay method had the
highest performance in terms of detection sensitivity. This method has high sensitivity, simple operation and
reliable results.
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