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Discussion on the Computerized System Validation of Drug Production and Distribution Enterprises under
the Guidance of Good Automated Manufacturing Practice (5th Edition)

LIANG Yi,JIAO Meng(School of International Pharmaceutical Business, China Pharmaceutical University, Nan-
jing 210009, China)

ABSTRACT OBIJECTIVE: To discuss the computerized system validation of drug production and distribution enterprises based
on the 5 basic elements within the framework of Good Automated Manufacturing Practice (5th Edition) (GAMP 5). METHODS::
Under the guidance of GAMP 5, the concept and classification of the computerized system were introduced, the generality, particu-
larity, necessity and the regulatory requirements for computerized system validation were analyzed and the principles and methods
of quality risk management in each stage of life cycle of computerized system were described. RESULTS: The computerized system
mainly consisted of operating system, non-configurable components, configurable components and customized components, It had
a life cycle of 4 stages (concept proposing, project implementation, system operation and system decommission), and the verifica-
tion of the system included design validation, installation validation, operation validation and performance validation. The quality
risk management in GAMP 5 was reflected by the application of the quality risk management principles in the QY issued by the In-
ternational Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH).
CONCLUSIONS: The computerized system validation under the guidance of GAMP 5 can prove that the system conforms to the
Good Manufacture Practice of Drugs and other regulations and ensure stable and reliable system operation.

KEYWORDS  Good Automated Manufacturing Practice; Drug production and distribution enterprises; Computerized system;
Validation
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Fig 1 Composition of the computerized system
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Common Problems of Patent Application of Markush Compound and Countermeasures
GAO Bin, XU Ya-ling, ZHOU Shao-hong, LI Qin-geng (School of Pharmacy, Chongqing Medical University,
Chongging 400016, China)

ABSTRACT OBIJECTIVE: To propose strategies for the patent application of Markush compound, which is suitable for Chinese
situations. METHODS: Common problems of the patent application of Markush compound and countermeasures were analyzed and
summarized. RESULTS & CONCLUSIONS: The patent application of Markush compound is quite complicated and there were of-
ten some problems, such as the absence of practicability, novelty and originality of the patent, the insufficient disclosure of instruc-
tions, no supporting from instructions, unclear claims, modification beyond the range, etc. According to the analysis, it was found
that the probability of granting the patent of Markush compound and the stability of patent rights may be improved to some degree
by full retrieval and rational arrangement for the types and number of cases and rational control of time and review cycle during the

application.
KEYWORDS Markush compound; Drug; Patent
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