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Operation in pharmaceutical manufacturing process including plant design and layout, facilities and
utilities, environmental monitoring and control, process development and scale up, manufacturing
process validation, laws and regulations in drug manufacture.
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PHA524-CLO1- | @ouvallau dUavnInaaunand 18%
PLO3.7 AAkazdaUUaIsnNIA
PHA524-CLO2- | @uuslisu AUPUNINADUNANY 18%
PLO3.7 AAkazdAUUaIENIA
PHA524-CLO3- | @Uustigu AUPUNIndauUNang 36%
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A 80-100
B+ 75-79

B 70-74
C+ 65-69

C 60-64
D+ 55-59

D 50-54

F 0-49
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1. Guideline to Good Manufacturing Practice for Medicinal Products Annexes, 2022 (PIC/S GMP)
ASEAN guidelines on GMP for traditional medicines and health supplements
ICH Q8: Product Development
ICH Q9: Guideline on Quality Risk Management
ICH Q10: Pharmaceutical Quality System
PIC/S GMP, PI 006, Validation Master Plan, Installation and Operational Qualification, Non-

AN

Sterile Process Validation: Cleaning Validation

7. ISPE Guide: Cleaning Validation Lifecycle — Applications, Methods, and Controls, 2020
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