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Implement the change control during

X R&D phase
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Introduction of critical system
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Change requirements specified in quality agreement
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Changes in sources, methods and control conditions are proposed in
drugs’ research, production, quality control and use conditions. These
changes may affect the safety, effectiveness and quality controllability of
drugs, as well as the status of system and validation.
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Impact of Change ’
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Impact product quality
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Impact product process control
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Impact project registration
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Impact product registration
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Impact human health and safety
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Impact the stability of established system
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Impact on qualification/validation status
(equipment, system, process)
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Critical process parameters Product specification Critical production equipment
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Critical materials Product test method
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