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Study on the Current Situation of the Implementation of New Version Good Manufacture Practice of Drugs
in Pharmaceutical Enterprises in Guizhou Province

ZHOU Geyao, CHEN Wenjiao, TIAN Haiyu, MENG Xiaoxia, CHENG Jia(School of Medical and Health Man-
agement, Guizhou Medical University, Guiyang 550004, China)

ABSTRACT OBIJECTIVE: To provide reference for the sustainable development of pharmaceutical enterprises in Guizhou prov-
ince. METHODS: A questionnaire was conducted for 55 pharmaceutical enterprises in Guizhou province, the basic situation of en-
terprises, familiarity of related directors to Good Manufacture Practice of Drugs (GMP) and relevant policy, the current situation
of implementing the new version GMP were investigated and statistically analyzed, problems were found, and corresponding coun-
termeasures were put forward. RESULTS & CONCLUSIONS: Totally 55 questionnaires were sent out, 49 valid ones were received
with effectively recovery of 85.1%. The results showed 43 enterprises (87.8% ) had passed the GMP authentication; only 13 enter-
prises (26.5% ) directors were very familiar with the new version GMP. In terms of personnel management, the head of production
management and quality management and the authorized person of quality and personnel had not yet met related requirements of the
new version GMP fully; in terms of equipment and production management, production area transformation (clean areas, lounges,
warehouses, water use) and air purification system design in most enterprises met related requirements of the new version GMP,
23 enterprises (46.9% ) still can not conduct fully inspection to products and materials; in terms of document management, there
were still some enterprises not meeting the new version GMP standards fully, enterprises’ documents (health area layout, air purifi-
cation layout, management procedures, operating procedures, etc.) of production site were imperfect. According to the investiga-
tion, the main existing problems included lack of funds in implementing the new version GMP reform, not enough understanding
or familiarity with the new version GMP, relevant personnel management not reaching the designated position, equipment and pro-
duction management needing to be strengthened, document management systemic being poor, risk management being not sound,
etc. It is suggested that government should give all forms of capital policy and strengthen the training of the new version GMP; en-
terprises should attach great importance to the relevant personnel management, strengthen the equipment and production manage-
ment, set up perfect document management system and a sound system of risk management.
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