Initial Submission EPCLUSA Reg No. 2C 15002/61 (NC)

Variation submission

Approval date 30 Jan 2018

Application number

Scope

Approval date

Product Information affected

Summary

Extension of shelf-life of the

drug product

15113/61(N) Non-AVG 13 Sep 2018 Patient Information Leaflet and
Summary of Product Characteristics
15112/61(N) MaV 15 13 Sep 2018 Summary of Product Characteristics







