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Project Implementation

Item 2014 2015 2016
Q1 | a2 | a3 | aa Q1 | a2 | a3 | a4 Q1 | a2 | a3 | aa
1. Setup of Infrastructure
- Facility and process design | o]
- Tendering and selection of contractor ]

- Renovation of Cleanrooms and associated area

]

- Installation of utilities ]
]
]

- Testing & Commissioning, 1Q/0Q/PQ

2. Application of Manufacturing Licence

3. Setup QC Laboratory

- Selection of QC equipment o]
- Preparation of User Requirement Specification —

- Tendering and selection of contractor

- Ordering of equipment

- Delivery & Installation of equipment

- 1Q/0Q/PQ

4. Production machine

]
-]
]
]
- Selection of production Machine ]
- Preparation of User Requirement Specification [ ]
- Tendering and selection of contractor ]
-]
]
]
]

- Ordering of equipment

- Delivery & Installation of equipment

- 1Q/o0Q

- Sample preparation for PQ
5. Trial sample preparation/Process Validation (]
6. Contract Service for Production/Registration ——//—/—
7. Contract Service for Product development
8. Process validation |

9. Re-validation of facility, equipment and utilities [ ]

|

10. Application of GMP Licence

11. Promotion of service —
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Ref:- GSP/004/13

Chinese Medicine Manufacturing: Basic GMP Training and
Post-Training Information Acquisition
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