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1. AlZx4& HHE(Layout of the manufacturing site)

2. AAF4 A B A S (Premises and Equipment)

2.1 A4 HHE(Layouts of production area)

Gases and Water system)

3. 5 #d AA 2 4 #"d A5 (Controls of Equipment
and Environment)

31 Ax=8&5 #E @ (Production water Control)

32 A-53A2 5 2P (Automated Equipment Control)

33 AAE T3 (Air classification Control)

4. GMP =45 9 FH#(RIZ)AA B A5 (Organizational
charts, Quality system)

5. TA#EHAH Y 4 HFF(Documentation policy and SOP list)

6. AFETA E Ax-FHAY 7] =4 (Master formula and Batch
production records)

7. Wl o] 25 (Validations)
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VMP
PV Protocol & Report
MV Protocol & Report
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