
3. Goad Manufucturing Practices (GMP> Standards

- Scop/idetails of GMPs necesury for the controi of the manufacturing of

drug produots

- Prcess validation requirements

4. Inspection Resources

- Steffîng - initial qualifications, unrification of inepectors

- Numbor of inspectors In relation to size of lnduaty (n-house contract, thid

- Tralnig/clofcatio progremm.slpfraceses le.g. fr.quency of trainlng)

- Qiaelty assurance mechanluns to ensuis effectivenees of training

programmesu
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