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ANNEX II

GENERAL REQUIREMENTS TO BE SATISFIED
BY THE DOSSIER PROVIDED FOR IN ARTICLE 3

2. SECTION II: IDENTITY, CHARACTERISATION AND CONDITIONS OF USE
OF THE ADDITIVE; METHODS OF ANALYSIS

2.3. Manufacturing process, including any specific processing procedures

2.3.2. Additive

A detailed description of the manufacturing process of the additive shall be submitted. The
key stages in the preparation of the additive including the point(s) of introduction of the active
substance(s)/agent(s) and other components, and any subsequent processing steps affecting the
additive preparation should be provided, if appropriate by means of a flowchart.
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