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Part 2-IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS 

2.1 Quality control testing of imported investigational medicinal products 

2.1. 1 Microbiological: sterility 
2.1.2 Microbiological: non-sterility 
2.1.3 Chemical/Physical 
2.1.4 Biological 

2.2 Batch certification of imported investigational medicinal products 

2.2, 1 Sterile products 
2.2.1.1 Aseptically prepared 
2.2.1.2 Terminally sterilised 

2.2.2 Non-sterile products 

2.3 Other importation activities 

2.3.1 Site of physical importation 

Any restrictions or clarifying remarks related to the scope of these importing operations 
Re, 2.1.4: Biological testing is restricted to tests utilising materials of biological origin and 
the use of live cultured animal cells. 
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