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Name of Company: Individual Study Table (For National Authority
Referring to Part Uss only)
of the Dossier
Volume:
Page:

Name of Finished Product:

Name of Active ingredient:

Title of Study:

Investigators:

Study centre(s):

Publication (reference)

Studied period (years): Phass of development:
(date of first enroliment)
(date of lagt compieted)

Objectives:

Methodology:

Number of patients (planned and analysed):

Diagnosis and main criteria for inclusion:

Tast product, dose and mode of administration, batch number:

Duration of treatment:

Reference therapy, dose and mods of administration, batch number




