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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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