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HLFESE{ER: New Chemical Entity (NCE)

HiFSE{K: New Molecular Entity (NME)
{ U F LR R SRS A S F-
E 3]

M FEE RS BB ERFEY ST

NCE is a drug that contains no active moiety that has been approved by FDA in any other a
submitted under FDC Act § 505(b).

NME is a drug that contains an active moiety that has never been approved by FDA
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F 1. Rh[Josiphos)/H, (250 psi)

F 2. carbon treatment to
NH4OAC O NH; remove Rh 0 f;le
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