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‘\Y Ranking of Deficiencies for Therapeutic Products
y’ FISA Manufacturers (2021 to 2023)

Category of Deficiencies
Rank
2021 2022 2023
1 Documentation Documentation Pharmaceutical Quality
Systems

2 Premises and Equipment | Premises and Equipment Documentation

3 Production Production Premises and Equipment
4 Pharmaceutical Quality Pharmaceutical Quality Production

Systems Systems
5 Quality Control Quality Control Quality Control




‘\Y Ranking of Deficiencies for Chinese Proprietary
1

r u u
HSA Medicines Manufacturers (2021 to 2023)
Category of Deficiencies
Rank
2021 2022 2023
1 Documentation Documentation Documentation
2 Premises and Equipment | Premises and Equipment | Premises and Equipment
3 Production Production Quallfl_catlc_m and
Validation
4 Pharmaceutical Quality Pharmaceutical Quality Production
Systems Systems
Ph ical li
5 Quality Control Quality Control armaceutical Quality
Systems




‘\Y Ranking of Deficiencies for Active Ingredients
y' FISA Manufacturers (2021 to 2023)

Category of Deficiencies
Rank
2021 2022 2023
1 Documentation and Records | Building and Facilities Building and Facilities
2 Building and Facilities Process Equipment Process Equipment
3 Process Equinment Documentation and Documentation and
quip Records Records
4 Quality Management Quality Management Validation
5 Materials Management Materials Management -

*Note: All deficiencies fell within 4 categories.



‘\Y Ranking of Deficiencies for Cell, Tissue and Gene
1

/
HSA Therapy Products Manufacturers (2021 to 2023)
Category of Deficiencies
Rank
2021 2022 2023

1 Production Documentation Documentation

2 Documentation Premises Production

3 Qualification and Validation Pharmaceutical Quality Premises

Systems
4 Premises Production Batch Release
5 Pharmaceutical Quality Quality Control Control of Materials
Systems
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