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Abstract
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Good Manufacturing Practice (GMP) is part of quality assurance which ensures that products are consistently
produced and controlled to the intended quality standard with aim to diminish the risks, probably occurring in any
pharmaceutical manufacturing. In the case of GMP for herbal medicinal products, it has been issued, revised and implemented
in worldwide as guidelines or regulatory statements, which depend on the perceived values in health maintenance and
improvement. Documentation is an essential part of quality assurance system and the key operating in compliance with GMP
requirements with the main objective to establish, control, monitor and record all activities, impacting on all aspect of the
quality of medicinal products. Batch Processing Records (BPRs) is a type of document, which is important and useful for
medicinal products manufacturing documentation. As the lowest level of Hierarchical documentation system, BPRs have to
carry a lot of specific data. Although the facilities maintain their operational data intensively as paper records, to analyze or
calculated large amount of data manually, however, requires excessive time and human efforts. To leverage the speed and
effectiveness of data management can be afforded by computer, which reduces the effort tasks with only keystroke and mouse
click. There are things to concern when the electronic data management system are implement: appropriated electronic tools
selection, generating of standard operating practice for using electronic data management tools, staff's training, and
maintaining the condition and quality of the tools. In the case of herbal medicinal products manufacturing, electronic data

management which corresponding to standards and other related regulation needs to be done.

Keywords: Documentation, Herbal medicinal products manufacturing, Electronic Data Management, Batch Processing Record
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Number The golden rule

—_

Get the facility design right from the start
Validate processes

Write good procedures and follow them
Identify who does what

Keep good records

Train and develop staff

Practice good hygiene

Maintain facilities and equipment

© 00 N O O b~ W DN

Build quality into the whole product lifecycle

10 Perform regular audits

*@w: Pharmout Pty Ltd., 2010)
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