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Regulation (EC) No 1394/2007 of the European Parliament and of the Council
of 13 November 2007 on advanced therapy medicinal products and amending

Directive 2001/83/EC and Regulation (EC) No 726/2004 (Text with EEA relevance)
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ANNEX I
Manipulations referred to in the first indent of Article 2(1)(c)

 cutting, grinding, shaping, centrifugation, soaking in antibiotic or
antimicrobial solutions,...

 

ANNEX II
Summary of product characteristics referred to in Article 10

1. Name of the medicinal product.

2. Composition of the product:
2.1. general description of the product, if necessary with explanatory drawings...
2.2. qualitative and quantitative composition in terms of the active substances...

3. Pharmaceutical form.
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4. Clinical particulars:
4.1. therapeutic indications,
4.2. posology and detailed instructions for use, application, implantation or

administration...
4.3. contra-indications,
4.4. special warnings and precautions for use, including any special precautions...
4.5. interaction with other medicinal products and other forms of interactions,...
4.6. use during pregnancy and lactation,
4.7. effects on ability to drive and to use machines,
4.8. undesirable effects,
4.9. overdose (symptoms, emergency procedures).

5. Pharmacological properties:
5.1. pharmacodynamic properties,
5.2. pharmacokinetic properties,
5.3. preclinical safety data.

6. Quality particulars:
6.1. list of excipients, including preservative systems,
6.2. incompatibilities,
6.3. shelf life, when necessary after reconstitution of the medicinal product...
6.4. special precautions for storage,
6.5. nature and contents of container and special equipment for use,...
6.6. special precautions and instructions for handling and disposal of a...

7. Marketing authorisation holder.

8. Marketing authorisation number(s).

9. Date of the first authorisation or renewal of the authorisation....

10. Date of revision of the text.

ANNEX III
Labelling of outer/immediate packaging referred to in Article 11

 The name of the medicinal product and, if appropriate, an...  

ANNEX IV
Package leaflet referred to in Article 13

 For the identification of the advanced therapy medicinal product:
the...
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