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Investigation and Analysis of the Current Application of Pharmaceutical Packaging

Materials in Drug Manufacturing Enterprises in the Yangtze River Delta Area
HU Guangnan,XU Jun,ZHOU Yaqu
(Shanghai Food and Drug Packaging Material Control Center,Shanghai.China 201203)

Abstract: Objective To improve the quality control and management level of pharmaceutical packaging materials (PPM) in drug
manufacturing enterprises. Methods The questionnaire survey, online survey (phone, email, etc. ) ,on — site survey, and interviews
were conducted to investigate the overview,the use of PPM,and the main problems faced in the quality control and management of
PPM in 38 drug manufacturing enterprises in the Yangtze River Delta Area of China,and targeted suggestions were put forward.
Results Among the 38 drug manufacturing enterprises in the Yangtze River Delta Area, the main enterprises were private
enterprises (16 enterprises) ,with the highest number of drug manufacturing enterprises (20 enterprises) producing chemical drugs,
15 drug manufacturing enterprises produced oral preparations by using low — risk PPM, while 23 drug manufacturing enterprises
produced injections and inhalation preparations by using medium - to — high — risk PPM. A total of 12 drug manufacturing
enterprises (31.58%) have used imported PPM in their production processes, and the main types of PPM used were plastic
(35.90%) ,rubber (23.08%),and glass (23.08%). The main quality problems of PPM were poor quality uniformity (22.22%) and
insufficient or unstable supply (26.67%). Drug manufacturing enterprises mainly considered quality stability (35 enterprises) and
supply chain stability (33 enterprises) when choosing PPM. The main problems facing the quality control and management of PPM
were insufficient inspection and research capability. Conclusion It is recommended that drug manufacturing enterprises should
enhance the quality control awareness of PPM, sirengthen the research ability of policies and regulations, research ability of PPM,
management ability of suppliers and cooperation and communication with PPM enterprises. It is recommended that relevant
government departments should improve the construction of information sharing platforms for PPM and open effective channels for
feedback,increase policy promotion and training guidance efforts.

Key words: Yangize River Delta Area;drug manufacturing enterprises;pharmaceutical packaging materials; quality control
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Fig.1 Basic information of drug manufacturing enterprises
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