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Discussion of Cold Chain System Qualification for Drugs
YIN Ya-shu, XU Feng, HUANG lJin-feng[Sinovac (Dalian) Vaccine Technology Co., Ltd., Liaoning Dalian
116620, China]

ABSTRACT OBIJECTIVE: To provide reference for the implementation of cold chain logistics in pharmaceutical production and
enterprises in China. METHODS: The situation of cold chain logistics and the significance of cold chain system qualification were
analyzed in China. The basic procedure of cold chain system qualification were introduced according to the advanced concept of
cold chain system qualification from abroad. RESULTS & CONCLUSIONS: The construction of cold chain logistics is still on the
initial stage in China; cold chain system qualification is the basic premise that cold chain drugs always fit with temperature require-
ments. The procedure of cold chain system qualification includes requirements identification, the development of cold chain and the
implementation of cold chain. Products stability and transportation process should be considered during the process of requirement
identification. The development of cold chain is main body of cold chain qualification, including design identification, operation
identification and performance identification. Cold chain transportation should be conducted after cold chain qualification and ap-
proving cold chain system.
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Tab 2 Examples of the effect of temperature excursions on

drug quality based on drug stability
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