Project Plan - MU-Bio GMP certified project
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Task

GMP Cerified project
- Production SOPs
- QA SOPs
- Cleanroom Classification and Qualification
- Procurement all relevant materials
- Renovation completion
- Starting PQ of PW/WFI/PS
- Qualification activities
- Autoclave
- Hot Air Oven
- Washing machine cycle validation
- Disinfectant validation
- Engineering batch
- Process validation batches (3 consecutive batches)
- Stability data (Accel. + Real time 6 m)

- Dossier submission
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