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Problems and Countermeasures of Quality Management in Pharmaceutical Manufacturers from a City
WANG Quan-ling(Dangshan County Food and Drug Administration of Anhui Province, Anhui Dangshan 235300,
China)

ABSTRACT OBIJECTIVE: To discuss the problems of quality management in pharmaceutical manufacturers and put forward the
corresponding countermeasures. METHODS: By questionnaire survey, 7 pharmaceutical manufacturers were investigated in terms
of basic situation, personnel qualification, test equipment, quality control, etc. The relevant data were summarized statistically to
analyze its problems. RESULTS & CONCLUSIONS: 7 included enterprises own 36 production lines, 263 drug approval number
and 1 268 employees in total. There were 61.9% of quality management staffs with college degree or above and 36.4% of quality
inspection staffs with college degree. Quality management and inspection personnel are more reasonable in structure of length of ser-
vice, less than 10 years and more than 10 years of length of service accounted for 50% , respectively. Inspection equipment can not
meet the practical requirements in part of enterprises, and quality inspection should be entrusted to other companies. Each enterprise
can regularly monitor purified water, water for injection system and clean class of clean room according to the requirements of
GMP. But there still are some problems, such as unbalanced development, low quality of personnel, uneven inspection ability and
not perfect regulations and supervision system. It is suggested to strengthen the training, constantly improve the quality manage-
ment and the skill of inspection personnel and timely purchase related inspection equipment. Relevant government departments
should improve the regulatory mechanism, perfect laws and regulations system, strengthen supervision and improve the supervision
level to ensure the quality of drugs.

KEYWORDS Pharmaceutical manufacturers; Quality management; Quality inspection
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Tab 3 The composition of education background, profes-
sional title and specialty of quality management and inspec-
tion staff
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Tab 4 The composition of the length of service among quali-
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staff in 7 pharmaceutical manufacturers
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Tab 5 The situation of main inspection equipments in 6

pharmaceutical manufacturers
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tical manufacturers
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Tab 7 The quality monitoring of water system and clean
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