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Status Quo and Development Proposal of Pharmaceutical Cold Chain System in China
YONG Jia-song, YANG Shi-min (Dept. of Pharmaceutical Administration, School of Pharmacy, Xi’an Jiaotong
University Health Science Center, Xi’an 710061, China)

ABSTRACT OBIJECTIVE: To provide reference for the pharmaceutical cold chain development in China. METHODS: Through
the literature research, the situation and problems of the development of pharmaceutical cold chain system in China had been ana-
lyzed. RESULTS: There was huge demand for refrigerated drugs in urban market and it had broad market prospect in the rural. The
government and the media began to focus on the development of pharmaceutical cold chain. But there were still some problems ex-
isted in cold chain system, such as the ignorance of the “frozen problem” and “cold chain of traditional Chinese medicine” ; the
“cold chain terminal distribution” caused concern and the third-party medical logistics were not been trusted; the hardware facilities
and idea of cold chain management still lagged behind; the relevant personnel were not professional. CONCLUSIONS: It is sug-
gested to guide the parties to pay more attention to the “frozen problem” and “cold chain of traditional Chinese medicine”, set up
unified distribution center, improve the road traffic and improve continuously cold chain terminal distribution system; related legal
policies should be improved, and more support should be given for the third-party medical logistics; the development of cold chain
system should be promoted by self-raising funds and introducing foreign advanced management concept; enterprise and government
should strengthen the professional personnel training jointly.
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Reflections for Aseptic Production Process Control of Eye Drops
ZHANG Pei-sheng, LIU Jiang-yun, HAO Li-li (College of Pharmacy, Soochow University, Jiangsu Suzhou
215123, China)

ABSTRACT OBIJECTIVE: To provide reference for aseptic production process of eye drops. METHODS: According to require-
ments of Chinese Pharmacopeia (2010 edition) and Good Manufacturing Practice (GMP) 2010 edition, based on the situation of
eye drops production, aseptic production technology of non-terminally sterilized products was investigated in terms of production
workshop cleanliness, equipment and facilities, material, sterile operation, etc. RESULTS & CONCLUSIONS: Present regulations
require that all eye drops are sterile preparation; GMP 2010 edition clearly defines that as follows: improving the requirements of
production workshop cleanliness; validating cleaning effect and residual after cleaning equipment and facilities; sterilizing the sur-
face of equipment and facilities which interacts with sterile liquid; adopting isolation technique in key parts as embedment; adopt-
ing aseptic filtration and regular particle detection and sterility test for gas that contacted with the solution directly. Establishment of
sterile environment and the strict control of aseptic production process can provide technical support for the production to meet the

requirements of sterile eye drops.

KEYWORDS Eye drops; Aseptic; Production technology; 2010 edition of Good Manufacturing Practice
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