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Discussion of the Characteristics and Problems of Pharmaceutical Water System Inspection Based on GMP
in 2010

MA Juan"*, ZHANG Zhi-tao’, JIANG Wei-hua’ (1.Institute of Molecular Medicine, Peking University, Beijing
100871, China; 2.Kunshan Drug Supervision and Inspection Institute, Jiangsu Kunshan 215300, China; 3.Audit-
ing Department, Lianyungang Technical College, Jiangsu Lianyungang 222006, China)

ABSTRACT OBJECTIVE: To provide some references for enterprises, in particular new enterprises, in respect of the inspection
of pharmaceutical water system, by discussing about the key points for pharmaceutical water system in Good Manufacturing Prac-
tices (GMP) in 2010. METHODS: Pharmaceutical water quality standards of Chinese Pharmacopoeia, U.S. Pharmacopoeia and
European Pharmacopoeia were compared. Relevant inspection contents of GMP in 2010 and Chinese Pharmacopoeia 2010 were an-
alyzed. The characteristics and main problems of GMP inspection were discussed. RESULTS & CONCLUSIONS: The pharmaceuti-
cal water quality standards in Chinese Pharmacopoeia are generally consistent with those in European Pharmacopoeia and more de-
tailed and stricter than those in U.S. Pharmacopeia. GMP 2010 and Chinese Pharmacopoeia 2010 specify pharmaceutical water qual-
ity standards, the requirements and key points for system devices, and the concepts of quality review and deviation control in sys-
tem management. The GMP inspection of the pharmaceutical water system is complete, rigorous and continuous, in which the prob-
lems are usually found to be related to the design, construction and final-period operation management of the pharmaceutical water
system. Therefore, it is suggested the enterprises should pay attention to the details for the management of the pharmaceutical water
system so as to facilitate the performance of relevant work.

KEYWORDS Good manufacturing practices; Version 2010; Pharmaceutical water system; Inspection
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Tab 1 Requirements for the quality of purified water and

water for injection in Chinese, European and U.S.

pharmacopoeias

K TiH hEZ SRR KON

gtk HHSE, ws/em(25 C) <5.1 <3 <5.1
Y, CFU/ml <100 <100 <100
TOC,mg/L <0.5 <0.5 <0.5
TEL , b g/ml <0.06 <02
HEE, pg/ml <0.1 <0.1
B we/ml <0.01

FESTRK HARSE, ws/cm(25 C) <13 <13 <13
£ 4, CEU/100 ml <10 <10 <10
AMHNEZ,EU/ml <025 <025 <025
TOC,mg/L <05 <05 <05
EAEE, b g/ml <0.06 <0.2
HEE, pg/ml <0.1 <0.1
ii= <0.01 pg/ml <10 ppb
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Application of CCA and FMEA in Risk Assessment of Pharmaceutical Purified Water Distribution System
LIANG Yi, DING En-wei (School of International Pharmaceutical Business, China Pharmaceutical University,
Nanjing 211198, China)

ABSTRACT OBJECTIVE: To improve the efficiency of purified water distribution system’s risk management in pharmaceutical
enterprise, save resources and reduce enterprise cost. METHODS: According to the instance of purified water distribution system in
a pharmaceutical Co., Ltd. in Nanjing, components critical evaluation (CCA) method was conducted to select the critical compo-
nents; and failure mode and effects analysis (FMEA) method with quality of risk management tools was conducted to evaluate the
risk assessment and put out control measures. RESULTS & CONCLUSIONS: The critical components with direct effects on the pu-
rified water distribution system could be selected through the CCA standards. The FMEA standards of scoring and level risk criteria
and the risk assessment tables were used to evaluate the risk assessment and formulate the risk control measures. It not only en-
hanced risk management efficiency, but also reduced enterprise cost. However, the application of FMEA on risk quantitative evalua-
tion has certain subjectivity; it remains certain problems in the practical work about RPN values to measure the risk orders of fail-
ure mode and to determine the priority levels of improvements. Therefore, it needs further study with the combination of other risk
management tools.

KEYWORDS Components critical evaluation; Failure mode and effects analysis; Purified water distribution system; Risk assess-

ment
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