Part 2

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.3  Batch certification

1.2 Non-sterile products

1.2.2  Batch certification

1.3 Biological medicinal products (list of product types)

1.3.1 Biological medicinal products (list of product types)
1.3.1.5 Biotechnology products

1.3.2  Batch Certification (list of product types)
1.3.2.2 Immunological products
1.3.2.3  Cell therapy products
1.3.2.4  Gene therapy products
1.3.2.5 Biotechnology products

1.5 Packaging

1.5.2  Secondary packaging

2 IMPORTATION OF MEDICINAL PRODUCTS

2.2 Batch certification of imported medicinal products

2.2.1 Sterile products
2.2.1.1 Aseptically prepared

2.2.2  Non-sterile products

2.2.3  Biological medicinal products
2.2.3.5 Biotechnology products

2.3 Other importation activities

2.3.1 Site of physical importation

Clarifying remarks (for public users)

1.3.1.5 Storage of master cell banks and working cell banks. 1.5.2 Secondary packaging includes blinded,
randomised packaging and labelling.
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