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- Awareness of FDA Inspections for Pharmaceutical Manufacturers(PHA65)
- Maintenance and Cleaning of Drug Manufacturing Equipment(PHA44)

- Corrective and Preventive Actions(PHA70)

- Drug Safety and Adverse Event Reporting(GCP15)

- Requirements for Computerized Systems Validation and Compliance(ISPEOT)
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-+ QS Regulation 1~11

+ QSIT 1~5

- Medical Device Safety Reportning(GCP19)

- Principles of Cleaning Validation (PHA37)

- Computerized Systems Inspections in the Medical Device Industry (ISPE04)

- Part 11: Electronic Records and Signatures — Changes in Enforcement Policy(FDA57)
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