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Analysis and Countermeasures on the Certification Inspection Defects of the New Version of GMP for Ac-
tive Pharmaceutical Ingredient Manufacturers from Liaoning Province

ZHANG Chun-lei', LIU Zhi-yong”, TIAN Li-juan’ (1.School of Business Administration, Shenyang Pharmaceuti-
cal University, Shenyang 110016, China;2.Liaoning Center for Drug Certification, Shenyang 110003, China)

ABSTRACT OBIJECTIVE: To provide reference for active pharmaceutical ingredient (API) manufacturers to implement the
Good Manufacturing Practice (2010 revision) (hereinafter referred to as the new version of GMP) and to improve the level of pro-
duction management. METHODS: By retrospective analysis, the defective items of 12 API manufacturers in the new version of
GMP certification inspection from Liaoning province during the period of Mar. 2011 —Dec. 2013 were analyzed statistically. RE-
SULTS & CONCLUSIONS: A total of 161 defects have been found in 12 companies, and most of them were quality control and
quality guarantee, document management, materials and production, which were 36, 31 and 18 items, and accounted for 22.36% ,
19.25% and 11.18% . The main issues reflected that the management of the quality control laboratory was not standardized; docu-
ment control was lack of effectiveness and important control data or record; raw material management, the disposal of unqualified
immediate product and API were not up to the standard, etc. Enterprises should deeply understand the new version of GMP, fully
implement the concepts of quality risk management and production process management, strengthen the construction of hardware
systems, and promote the implementation of GMP; pay attention to the construction of software system, establish forceful quality
management system; improve the relevance and effectiveness of training, so as to minimize the risk of drug manufacturing process
to the utmost and improve the production and management of raw material.

KEYWORDS Active pharmaceutical ingredient manufacturers; Good Manufacturing Practice; Certification inspection; Defects
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Tab 1 The distribution of defects items about the inspection
of new GMP in API manufacturers in Liaoning province
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Construction and Application of Clinical Pharmacists System Model in Our Hospital
MENG Xiao-hui, HU Jian-xin, WANG Jian(Dept. of Pharmacy, Jiangxi Provincial People’s Hospital, Nanchang
330006, China)

ABSTRACT OBJECTIVE: To establish clinical pharmacists system model and evaluate its effect. METHODS: PDCA theory was
adopted to establish and improve work organization, institutional system, working model and effect evaluation of clinical pharma-
cists system in our hospital. The effect of clinical pharmacists system in our hospital during 2009 —2013 was evaluated by TOPSIS.
RESULTS: The relatively complete clinical pharmacists system had been established in our hospital through PDCA cycle. The com-
prehensive evaluation of 4 primary indexes (18 secondary indexes) as quantity of work, work efficiency, benefit of work and ser-
vice quality, showed that medical/pharmaceutical ward round and prescription evaluation increased from 574 times and 712 case
number to 1 080 times and 1 200 case number; the utilization ratio of antibiotics in the inpatients decreased from 66.11% to
45.45% ; the proportion of hospital drug costs in total medical expenses decreased from 49.69% to 43.86% ;the acceptance and sat-
isfaction degree of doctor/nurse increased from 13.70% and 17.52% to 61.51% and 64.44 % ;the acceptance and satisfaction degree
of inpatients increased from 1.43% to 56.97% . TOPSIS analysis showed that C; values increased year by year from 2010 to 2012,
0.048 in 2009 and 0.945 in 2013, among which C; value was the best in 2013. CONCLUSIONS: The construction of clinical phar-
macists system is conducive to enhance the overall level of clinical pharmacists work and promote the development of clinical phar-
macy effectively.

KEYWORDS Clinical pharmacists system; Clinical pharmacist; Model establishment; Effect evaluation; PDCA cycle
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