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Annex 1 and Annex 2
Annex 8 (Manufactured/ imported products authorised)
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Part 2 - IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS

2.1 {Quality control testing of imported investigational medicinal products

2.1.3 Chemical/Physical

2.3 |Other importation activities

2.3.1 Site of physical importation

2.3.2 Importation of intermediate which undergoes further processing

Any restrictions or clarifying remarks related to the scope of these Importation operations

Ref. to 2.1.3:

- Assessment of completeness and integrity
- Review of documentation
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Annex 8

Products authorised to be manufactured/imported (in accordance with Article 41 and 42 of Directive
2001/83/EC and/or Article 89 and 90 of Regulation (EU) 2019/6, as amended).

siehe aktuelle Anlage 8
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