Proprietary

MGF-400105
Bemotrizinol (BEMT)

3.2.P.4.2 Analytical procedure

All excipients are stable and safe for their intended use as listed in Table 1 in section 3.2.P.4.1 in
drug products.

The sunscreen oil vehicle (SU-E-101413-91) is only use during the clinical Photoallergenicity,
Phototoxicity, HRIPT/Cumulative Irritation studies at a control arm. Consequently, the
validation of analytical procedure and further justification of specifications are not applicable.
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