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3.2.5.2.2 Applicant Part:

Flow chart and short description is regarded as sufficient, if detailed

Information is presented in the Restricted Part. However, full
validation data on the sterilisation process may be requested in the
Applicant Part (in cases where there is no further sterilisation of the
final product).

GUIDELINE ON ACTIVE SUBSTANCE MASTER FILE PROCEDURE
EMEA/CVMP/134/02
London, 11 February 2004
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